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The Vaccine Adverse Event Reporting System (VAERS) Results

Symptoms Vaccine :I:ccme VAERS ID Adverse Event Description
anufacturer
COovID19
THROMBOSIS E-(J:/(\)f}l,é%?N)) JANSSEN 1108465-1 | Heart was in A-fib, blood clot formed and had a Left Posterior Parietal Stroke
(1203)
COVID19
THROMBOSIS gfm’é%?m) JANSSEN 1117313-1 | Blood clot perpendicular to injection site
(1203)
Pulmonary embolism with acute Cor Pulmonale/hypoxia I had shortness of
COVID19 breath, dizziness, coughing. I had Covid test on 3/12/21_ that was pegative.
(COVID19 Went to Urgent Care on 3/12/21. Gave me an albuterol inhaler which was
THROMBOSIS (JANSSEN)) JANSSEN 1120494-1 | not effective in relieving symptoms. I wasn't improving, so went to
(1203) emergency room at the hospital on 03/18/2021. I was admitted to hospital
and placed on oxygen and kept overnight. I was also given Xarelto. I am at
home and on Xarelto.
::C%\CII)[:?Q Bloody nose on March 20th - threw up blood clot. Bloody nose again on
THROMBOSIS (JANSSEN)) JANSSEN 11219371 | March 21st, same clot formed. lasted about 15 minutes each time. Seeing
(1203) my PC doctor today March 22nd.
Following the vaccine injection which was provided by the personnel, I have
developed minor fainting spells and angina for the past 10 plus days. A large
COVID19 dried blood clot was noted on the first day of my period which occurred on
(COVID19 March 16th. I continue to pass large blood clots while I was having my
THROMBOSIS (JANSSEN)) JANSSEN 11316711 | period. I also want to point out that a personnel who gave me an injection
(1203) was incorrectly injected the vaccine outside of the area of the preferred
injection zone. I have reported this event to the supervisor who was on site.
I have not yet contacted my health care provider at this time but plan to
contact her tomorrow as these symptoms have been persisting.
CoOVvID19
THROMBOSIS (Covib19 JANSSEN 11327871 Within a week of getting the vaccine I developed a blood clot in the lining of
(JANSSEN)) — | mystomach
(1203)
COVID19
(COovID19 PT CALLED ON 3-27 TO REPORT A BLOOD CLOT IN HER EYE AFTER
THROMBOSIS | /AnsseEN)) |JANSSEN 11399391 | L ECEIVING THE VACCINE ON 3-13, STILL PRESENT
(1203)
?C%\(;Fgfg Was 5 weeks pregnant at time of vaccine with strong HCG levels,
THROMBOSIS (JANSSEN)) JANSSEN 1146214-1 | approximately 2 weeks after vaccination patient suffered a miscarriage.
(1203) Vaginal bleeding, cramping and passed large clots including a sac like tissue.
DIZZINESS; FELL; HURT HIMSELF; SOME DAMAGE TO HIS KIDNEYS IN THE
PROCESS (BLOOD CLQOT); SOME DAMAGE TO HIS KIDNEYS IN THE PROCESS
(BLOOD CLOT); CONFIRMED COVID-19 POSITIVE; This spontaneous report
received from a patient via a company representative concerned a male of
unspecified age. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch humber: Unknown) dose was
not reported, administered on 11-MAR-2021 for prophylactic vaccination. The
batch number was not reported. The Company is unable to perform follow-
up to request batch/lot numbers. No concomitant medications were
reported. On 15-MAR-2021, the patient became ill with COVID like
symptoms, and got tested for COVID on 22-Mar-2021 and received results
that he was COVID positive on 25-Mar-2021 and was running high
temperatures (fevers over 103), On 27-MAR-2021, the patient became dizzy,
fell and hurt himself, was rushed to the hospital and was admitted same day.
COVID19 He did some damage to his kidneys in the process. On 25-MAR-2021,
(COVID19 Laboratory data included: COVID-19 virus test positive (NR: not provided)
THROMBOSIS (JANSSEN)) JANSSEN 1157533-1 | Positive. On 25-MAR-2021, Laboratory data included: Body temperature (NR:
(1203) not provided) Over 103. Laboratory data included: Oxygen consumption
decreased (NR: not provided) 87. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of the confirmed covid-19
positive, dizziness, fell, injury to kidney, hurt himself and blood clot was not
reported. This report was serious (Hospitalization Caused / Prolonged, and
Other Medically Important Condition) This report was associated with
product quality complaint : 90000174591.; Sender's Comments: VO:
20210355610- Covid-19 Vaccine Ad26.Cov2.S-Confirmed Covid-19 Positive.
This event is considered Unassessable. The event has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event. 20210355610- Covid-19 Vaccine Ad26.Cov2.S -
Dizziness, Fell, Hurt himself, Some damage to his kidneys in the process
(blood clot). This events are considered Unassessable. The events have a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the events.
Doctor determined superficial thrombophlebitis on left hand where 1V 4
COVID19 weeks before was taken out while at ER for kidney stone 2/18/2021. Hand
(COVID19 was somewhat sore for weeks before vaccine. J & J vaccine on 3/12/2021. 5
THROMBOSIS (JANSSEN)) JANSSEN 1177000-1 | days later 5/17/2021 left hand very painful and huge blood clot. Went to
(1203) doctor and diagnosed blood clot and precribed clindamycin 300 mg 3X a day
for 7 days. It wasn't until the 7th day the pain was gone and swelling of the
vein harclk ta narmal
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Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
COoVvID19
THROMBOSIS chﬁ'é?s?n» JANSSEN 1178023-1 | Admitted with ischemic stroke and multiple thrombi in extremities
(1203)
Massive nose bleed with a huge blood clot to follow. Went to urgent care but
COVID19 it had stopped by then so they sent me home and told me if it happened
(Covib19 ) again to go to ER. I haven?t had a nosebleed in years so it was scary to get
THROMBOSIS (JANSSEN)) JANSSEN - it the day after my vaccine. The nose bleed lasted about 10 minutes and was
(1203) very strong once the clot came through it slowed down and then stopped
and did not return again.
Friday 3/19 Confusion, did not know her granddaughter, which grandchild
COVID19 she was kept confusing family names. That was very unusual for her.
(CoviD19 ) Saturday 3/20 didn't feel good that day, Sunday 3/21 around 3am got up to
THROMBOSIS (JANSSEN)) JANSSEN - go to the restroom got very light headed and fell/fainted hitting her head on
(1203) the night stand and falling to the floor. When EMS arrived she was in A-fib.
That had never happened before. No known heart problems.
Shortness of breath, hypertension, hypoxia, tachycardia, lips and fingers
turn blue, high fever, rash, hives, joint pain, whole body aches, left lower leg
COVID19 burning, artery blockages, infection, weakness, dizziness, tunnel vision,
(COVID19 sweating, headache, new onset atrial fibrillation with rvr All of the above
THROMBOSIS (JANSSEN)) JANSSEN 1183644-1 | symptoms first occurred 30 minutes after injection of vaccine The atrial
(1203) fibrillation occurred 6 days after injection Left lower leg started burning 15
days after injection The artial blockages and thrombus 18 days after
injection by medical diagnosis due to instantaneous shut off of blood to left
leg
COovID19
THROMBOSIS gfﬂ‘l’é%?m) JANSSEN 1185426-1 | lymph node swelling with pain; blot clot, blue bruise like
(1203)
?C%\CII)I;‘?Q Fever 100 degrees for 36 hrs Fatigue for 48 hrs Headache for 1 week post
THROMBOSIS (JANSSEN)) JANSSEN 1192294-1 | Menstrual cycle started 6 days early Menstrual cycle was heavier and many
(1203) clots noted
::COO\CII)[:% Severe shaking. Admitted to ED for 180/90 blood pressure and rapid
THROMBOSIS (JANSSEN)) JANSSEN 1194975-1 | heartbeat (>120). Screened for potential pulmonary embolism and blood
(1203) clots
COVID19
THROMBOSIS gfm’é%?m) JANSSEN 1195446-1 | Blood Clots in legs and lungs
(1203)
CoOVvID19
THROMBOSIS gfgb‘l’é%?m) JANSSEN 1195850-1 | Death by clot
(1203)
Approximately three weeks after receiving Johnson & Johnson vaccine, 1
began to get pains in legs. Calves were aching and throbbing. Didn't think
anything of it at first....just thought achy muscles and such. The day before
Easter (April 3rd 2021) decided since the pain was continuing and the
internet will scare you to death - I went to a local Emergency Room in
COVID19 advance, I had an ultrasound on my left leg and it was noted I had DVT.
(COVID19 (blood clot in left calf) To briefly explain: I had an achilles issue back in Nov.
THROMBOSIS (JANSSEN)) JANSSEN 1199238-1 | 2020 (slight micro tear - achilles tendonitis) I thought maybe this was
(1203) related to that, as I had not been to the doctor to get it checked until early
March 2021. and it bothered me off and on for a few months. I thought the
calf pain may have been related to that? I explained to the emergency room
doctor about my achilles and thought it was an issue related to that. They
decided to perform an ultrasound on my left leg. Which noted the DVT/Blood
Clot. They put me on a starter pack of Xarelto and I am to follow up with my
normal doctor on April 22, 2021.
CoOVvID19
(Covib19 ) General muscle ache Dizziness Chills Very severe headache blew out my
THROMBOSIS (JANSSEN)) JANSSEN S nostrils this morning and clotted blood came out
(1203)
COVID19
COVID19 Flu-like symptoms. Muscle cramping in the left leg. Continuos period with
THROMBOSI ( ANSSEN 1200320-1
OMBOSIS (JANSSEN)) JANSS - heavy blood clotting.
(1203)
::C%\CII)[;% Had a huge blood clot come out of my nose after a nose bleed. I do not get
THROMBOSIS (JANSSEN)) JANSSEN 1200702-1 | nose bleeds so this was very strange. Took me 15 minutes to get it to stop
(1203) bleeding.
He had his vaccine in different state while visiting his daughter. Returned
COVID19 home and was found to have a blood clot behind his left knee. Also, he called
(COVID19 the doctor last week and told him that he believes he has another one above
THROMBOSIS JANSSEN 1200861-1 | the left ankle. He has an appointment on Thursday to see him again. He had
(JANSSEN)) i . )
(1203) two venous ablation procedure in both legs in late November/December of

2020. He was taken off of the baby aspirin and then put on Xarelto. The 2nd
possible blood clot appeared about 10 days ago above the left ankle.
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Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
My mother received the Jansen vaccination on April 6, 2021. 2 days post
vaccination she had 2 asthma attack at work. That following Friday she was
not able to attend work due to shortness of breath. Saturday morning she
COVID19 cold not inhale and couldn?t stop coughing. She was then attempted to be
COVID19 taken to urgent care, but upon arrival she was coughing up blood and was
THROMBOSI ( ANSSEN 1200876-1 !
OMBOSIS (JANSSEN)) JANSS - instructed to go straight to the hospital. At the hospital upon test being done
(1203) she was admitted to the covid unit and diagnosed with pneumonia due to
covid 19 virus, bilateral pulmonary embolism in both lungs. She is now home
in quarantine taking blood thinners for the next three months and unable to
work.
COVID19
THROMBOSIS (Covib19 JANSSEN 1200986-1 Findings in the great saphenous, common femoral, and proximal femoral
(JANSSEN)) — | veins suggesting nonocclusive thrombus.
(1203)
COVID19 "I developed leg pain in my right leg 2 weeks after vaccination. A week later,
(COVID19 I went to the hospital and they confirmed ""Acute deep vein thrombosis)
THROMBOSIS JANSSEN 1200992-1 | DVT of calf muscle vein of right lower extremity"" and at least one additional
(JANSSEN)) - ; i . o
(1203) superficial clot. I was prescribed blood thinners apixaban (Eliquis) and was
discharged. I'd previously had a clot in the same leg in 2009."
CoOVvID19
(Covib19 i 1st night very out of breath. 02 at 93 on sensor at home. Felt better next
THROMBOSIS (JANSSEN)) JANSSEN - day. 3/29/21 - went to ER for blood clot in left leg.
(1203)
COVID19
COVID19 Dermatitis on torso, hands and feet, skin peeling on left foot A few
THRomBOSIS |! ANSSEN 1201200-1 ! '
OMBOSIS (JANSSEN)) JANSS 1201200-1 nosebleeds with small clots
(1203)
COoVvID19
(Covib19 i small blood clot when tried to donate blood 2.5 weeks after shot, preventing
THROMBOSIS (JANSSEN)) JANSSEN - me from finishing donation
(1203)
I have a history of untreated fibroids that were diagnosed in December
2019. Because the coronavirus pandemic began in February 2020, elective
surgeries were not allowed in my state. My bleeding and blood clots were
caused by the fibroids during menstruation. On March 20, 2021, I received
COVID19 the Johnson & Johnson 1-shot COVID vaccine. By March 26th, the blood clots
(Covib19 i that were coming out of my body were enormous. They had NEVER been
THROMBOSIS (JANSSEN)) JANSSEN e that large. Being concerned, I immediately saw my doctor as soon as my
(1203) period ended. Today, I learned the J&J vaccine has been paused due to blood
clots. I believe that my blood clots became so large because I was given this
particular vaccine. WOMEN SHOULD BE ADVISED THAT IF THEY HAVE
BLOOD CLOT CAUSING FIBROIDS, DO NOT TAKE THE JOHNSON & JOHNSON
COVID-19 VACCINE.
COVID19 Resident ¢/o L arm pain on 4/7/2021 approx 2300. Resident transferred to
(CovibD19 i ED for evaluation, CT abnormalities, transfer to higher level of care, clot
THROMBOSIS (JANSSEN)) JANSSEN - manually removed on 4/8/2021, resident returned to nursing facility on
(1203) 4/12/2021 without complications
?C%\(}Fgfg Approximately three days after vaccine, I experienced a blood clot. This
THROMBOSIS (JANSSEN)) JANSSEN 1201378-1 | caused an acute ischemic stroke in my left frontal lobe, resulting in muscle
(1203) weakness and partial loss of use in my right leg.
COVID19
THROMBOSIS (CoviD19 JANSSEN 1201386-1 developed a rare disorder involving blood clots within about two weeks of
(JANSSEN)) — | vaccination.
(1203)
COVID19 Believe I may have passed a blood clot through urine or vagina early this
(Covib19 i morning. It appeared to be quarter sized. Non painful, one time event. Also
THROMBOSIS (JANSSEN)) JANSSEN - have intense back pain and leg aching. Still feverish and have mild headache
(1203) as well.
CoOVvID19
THROMBOSIS ffm’é'?s?m) JANSSEN 1201418-1 | Patient reports blood clots and longer bleeding time than usual with flossing.
(1203)
COoVID19 Patient had the vaccine on 3/5/21. She then had major abdominal surgery
COVID19 which included abdominal reconstruction, hernia repair and excess skin
THROMBOSI ( ANSSEN 1201482-1 !
OMBOSIS (JANSSEN)) JANSS 0148 removal on 3/19/21. She was released from the hospital on 3/22/21. She
(1203) was readmitted on 4/4/21 for blood clots.
?C%\CIIJIJ% Supraficial blood clot in lower left leg. Pt contacted PCP, told to take 2 X
THROMBOSIS (JANSSEN)) JANSSEN 1201494-1 | 81mg aspirin for two weeks. Symptoms have resolved as of 4/13/21 when
(1203) first reported to pharmacy.
COVID19 Low grade fever, aches & chills on 3/13/21 & 3/14/21. Felt better 3/15/21
COVID19 through 3/18/21. Side effects ( fever, aches, chills ) returned on 3/19/21 &
THROMBOSIS ( JANSSEN 1201835-1
(JANSSEN)) — | 3/20/21. Suffered stroke on 3/21/21 at 3:30 AM due to blood clots. Passed
(1203) away on 3/22/21.
10 after I received the Janssen Covid-19 vaccine, I admitted myself to the
COVID19 emergency room with severe chest pain and very difficult time breathing.
COVID19 They ran CT scans and found multiple blood clots in both lungs, pulmonary
THROMBOSI ( JANSSEN 1201961-1 . .
SIS (JANSSEN)) SS — | embolism. They put me on blood thinners and transferred me to another
(1203) hospital. There they monitored me for a couple days and released me with a
prescription for blood thinners.
COoVvID19
THROMBOSIS (COVID19 JANSSEN 1202185-1 | Blood clots running down the back of throat. Resolved by the following day.

(JANSSEN))
(1202)
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Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
COoVvID19
THROMBOSIS gfgpl,é%LQN)) JANSSEN 1202402-1 | Swollen of left leg and foot, took her to Delnor Hospital ER and they ran test.
(1203)
COVID19
THROMBOSIS fffxé%?m) JANSSEN 1202482-1 | blood clots
(1203)
COVID19
THROMBOSIS (CoviD19 JANSSEN 1202568-1 Possible blood clot in L knee, appears to be superficial. I get these frequently
(JANSSEN)) — | (about once a year).
(1203)
On Saturday, 4/10/21, approximately 2 hours post vaccination, patient noted
COVID19 a knot on her left lower leg. No pain, redness or swelling noted to left lower
(COVID19 leg. Patient took it easy the rest of the day. On Sunday, 4/11/21, patient
THROMBOSIS (JANSSEN)) JANSSEN 1202579-1 | began to have N/V, diarrhea and fatigue. No fever noted at this time or up to
(1203) time of this report. As of 4/13/21, at 12:00pm the knot still remains present
on left lower leg, along with fatigue and nausea. Patient was instructed to
call PCP. Patient has an appointment with PCP on 4/14/21 at 1030am.
?C%\CII)I;% started coughing on 03/27/2021 and was taking to hospital on 03/30/2021.
THROMBOSIS (JANSSEN)) JANSSEN 1202608-1 | There he was treated for blood clots with anticoagulants and a filter placed in
the vena cava.
(1203)
?C%\(;ﬁ;fg Develop a blood clot lost vision in left eye due to stroke. I?m still in the
THROMBOSIS (JANSSEN)) JANSSEN 1202639-1 | hospital. I am 50 and had a stroke a week at getting that vaccine TPA shot.
Given. Clot buster
(1203)
COVID19 I woke up 4am on April 6th 2021 to pee and I noticed blood after my pee.
(COVID19 There was no blood in my pee or discoloration however I had to clean my
THROMBOSIS (JANSSEN)) JANSSEN 1202661-1 | penis tip with a tissue and noticed a blood cloth came out while I was wiping.
(1203) This concerns me but that was the only time I saw blood, there was none
afterward nor has it occur since then.
CoOVvID19
(CoviD19 i PATIENT REPORTS COUGHING UP BLOOD CLOTS FOR THE PAST 3 DAYS AND
THROMBOSIS | (;AnssEN)) [VANSSEN 1202689-1 | SENT PICTURE OF 1 THAT WAS COUGHED UP
(1203)
?COO\CII)D1199 Slight fever 12 hours later. Headache the next day. Severe headache with
THROMBOSIS (JANSSEN)) JANSSEN 1202713-1 | nausea two weeks later that lasted more than a day. Notice a small clot in
(1203) left forearm. No pain, though.
CoOVvID19
THROMBOSIS Efi&’é%?m) JANSSEN 1203268-1 | 3 blood clots along the left arm where the vaccine was administered.
(1203)
COVID19 Patient reports that several hours after receiving the vaccine that he became
(COVID19 short of breath, he was taken to the hospital via ems, Diagnosed with blood
THROMBOSIS (JANSSEN)) JANSSEN 1203273-1 | clots at hospital. Reports he is now on blood thinners. I spoke with the
(1203) patient and told him I would be reporting this information and that he may
be contacted.
COVID19
THROMBOSIS (CoviD19 JANSSEN 1203288-1 | Pt de_veI(_)ped a blood clot in his ear and sought treatment 9 d after
(JANSSEN)) — | vaccination
(1203)
Acute metabolic encephalopathy, BPH with urinary obstruction due to blood
COVID19 clot. Patient was vaccinated at a pharmacy with Janssen covid-19 vaccine
COVID19 and experienced headaches and dizziness. Then began to have urinary
THROMBOSI ( ANSSEN 1203308-1 . . ) .
OMBOSIS (JANSSEN)) JANSS retention which was believed to be due to a large blood clot requiring 12x
(1203) 100mL flushes. Patient went to ED at medical center on 3/30/21 and was
admitted. He was discharged to nursing home on 4/11/21.
The adverse symptoms I experienced were abnormally severe/heavy
menstrual bleeding and abdominal pain. I was on Day 4 of my menstrual
cycle on the day of my injection (April 3, 2021). My menstrual cycle usually
starts to go away on Day 4 and concludes by Day 7. But the day after my
injection, in addition to experiencing the common side effects of fever, chills,
COVID19 aches, and headaches, I also experienced an uptick in bleeding, which
COVID19 included severe/heavy menstrual bleeding with very frequent and large
THROMBOSI ( ANSSEN 1203443-1
OMBOSIS (JANSSEN)) JANSS 12034431 blood clots. That same day (April 4), I started my new birth control cycle as
(1203) prescribed. By Day 8 (April 7, 2021), my menstrual bleeding continued to be
so severe/heavy that I went to my OB-GYN for testing. The OB-GYN ruled
out everything but the vaccine as an environmental factor. It was suggested
that I take 600mg of Motrin every 6-hours for 48 hours. My menstrual
bleeding continued for several more days until concluding on Day 12 (April
11, 2021) but I am still experiencing abdominal pain.
COoVID19
(CoviD19 i Pt had Covid in November 2020. He was in the hospital and had blood clots
THROMBOSIS (JANSSEN)) JANSSEN 1203460-1 in the left leg.
(1203)
CoOVvID19
THROMBOSIS f.?/?r\l,é%:zgm) JANSSEN 1203902-1 | Blood Clot which led to Pulmonary Embolism, Pneumonia, and death.
(1203)
COVID19 Pain, reddness, swelling in right leg, below the knee, when I got up in the
(COVID19 morning. Symptoms continued over the weekend. Called Dr. on Monday,
THROMBOSIS (JANSSEN)) JANSSEN 1203985-1 | April 5, 2021 and got an appointment for the following day. Dr. diagnosed it

(1203)

as phlibitis and sent me for an ultr sound. Prescribed Xarelto 15 mg twice a
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Symptoms Vaccine ‘I:I?;;lctll?:cturer VAERS ID Adverse Event Description
::C%\CIIDIJ‘?Q Patient started having abdominal pain on March 26, 14 days after
THROMBOSIS (JANSSEN)) JANSSEN 1204058-1 | vaccination. Went to ER on March 29 and was admitted. Diagnosed with
(1203) blood clot in spleen. Discharged from hospital on March 31.
COVID19 Suffered from a stroke on 4/3/21 from a blood clot in his brain stem. Prior to
(Covib19 i vaccine he was healthy and 100% independent, still drove, did grocery
THROMBOSIS (JANSSEN)) JANSSEN - shopping, yard work, etc. Now he cannot move his left side and was placed
(1203) on hospice as he has lost his will to eat, drink, or live.
COVID19
THROMBOSIS ffm’é%?m) JANSSEN 1204459-1 | blood clot in left ear
(1203)
"Day of vaccine- Within hours, site soreness, raised red, approx size of a
COVID19 quarter, mildly painful, with a ""lump (that is still palpable) under the surface
COVID19 of the skin"". Within 5-6 hours following vaccine administration, she reports
THROMBOSI ( ANSSEN 1204622-1 !
OMBOSIS (JANSSEN)) JANSS - she developed fever, chills for approx 2 days with fatigue and hot flashes on
(1203) and off. ** On 4/7/2021, patient states that in the morning she developed
pain in her right calf. She saw her PCP."
?C%\CII)I;% Patient seen in clinic on 04/07/21 reporting 2 weeks of right leg swelling and
THROMBOSIS (JANSSEN)) JANSSEN 1204702-1 | calf pain. Vascular ultrasound on 04/07/21 showed blood clots in legs.
(1203) Lovenox injections started 04/07/21. Warfarin started 04/08/21.
COVID19 Woke with: Blood Clots in my left arm at injection pt and lower arm, wrist,
(Covib19 i hand. Blood Clots in my left leg, mainly calf, lower leg, ankle, some in thigh.
THROMBOSIS (JANSSEN)) JANSSEN - Larger, more numerically present than in past from antihistamines. None
(1203) present before Vax, allergen-free diet prevents usually.
CoOVvID19
THROMBOSIS gfg&’é%?m) JANSSEN 1205012-1 | Lower leg pain, confirmed clot about 4 inches long via an ultrasound on 4/9
(1203)
Pt stated that approximately two weeks after vaccination she went to her
COVID19 physician office for an issue with her eye. Her eye was severely red. At the
COVID19 physician's office, the physician told the patient that there was a small blood
THROMBOSI ( ANSSEN 1205079-1 4
OMBOSIS (JANSSEN)) JANSS - clot in her eye. The patient stated she didn't think anything of it at the time,
(1203) but now that the CDC came out with the statement about the Janssen
vaccination, she decided to report to the pharmacy.
COVID19 Patient's husband called to report that his wife was in the hospital due to a
(Covib19 12 A1 blood clot that formed in her leg. He stated that she was having organ
THROMBOSIS (JANSSEN)) JANSSEN - failure. Patient is currently being treated at a local hospital for blood clots
(1203) that were moving and affecting her organs.
COoVID19
(CoviD19 i Long period with heavy bleeding with blood clots. This has never happened
THROMBOSIS (JANSSEN)) JANSSEN 12053851 before in my entire life.
(1203)
?C%\(}Fgfg She fell twice. The second time was due to a blood clot on the brain that led
THROMBOSIS (JANSSEN)) JANSSEN 1205474-1 | to multiple bleeds under dura and the brain. She needed an emergency
(1203) craniotomy and is now undergoing acute rehab for speech, PT and OT.
COVID19 My husband is still in hospital trying to recover. He had bad headaches that
(CoviD19 1205729-1 then led to seizures and confusion ,blood clots, and has been hospitalized
THROMBOSIS (JANSSEN)) JANSSEN - since. He's literally fighting for his life and tomorrow Wednesday April 14 th
(1203) he will be transferred to a rehabilitation center.
I had rear end pain started March 20 in the morning, it gets worse and
worse till 3/23 that I can not tolerate and had to call clinic to make
COVID19 appointment. They got me in on March 25 (Thursday). Dr inspected and told
(Covib19 i me it's thrombus that caused huge pain. They did the surgery right away,
THROMBOSIS (JANSSEN)) JANSSEN - removed thrombus. I never had blood clots problem and I was healthy,
(1203) which my blood test result can prove. Thrombus generated 12 days after my
J&J vaccine shot, I am reporting this side effect. You may find all my medical
P g Y Y
record from Doctor's office.
Had chest pain on and off for 5 days (started Thursday 3/25), which I
COVID19 thought was related to acid reflux. On Tuesday 3/30 when it became worse
(Covib19 i and was no longer managed with ibuprofen I went to patient 1st. I was given
THROMBOSIS (JANSSEN)) JANSSEN - an ekg which was abnormal and then sent to ER. There it was determined
(1203) that I had a blood clot and 100% blockage in my right coronary artery. That
night I had surgery and they placed a stent.
?C%\CIIJID"‘Igg Nearly a week after injection, injection site is still visibly swollen, slightly
THROMBOSIS (JANSSEN)) JANSSEN 1205996-1 | warm to touch. Blood clot passed vaginally (outside of normal menstruation
(1203) schedule).
COVID19
(CoviD19 i )
THROMBOSIS (JANSSEN)) JANSSEN 1206172-1 | Severe blood clots,surgery sbc filter

(1203)
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On 4/8/2021 I developed a headache after receiving the Johnson and
Johnson vaccine. I took the next few days easy, and laid in bed for the
majority of the weekend. On 4/10/2021 I left my residence to get dinner and
noticed I was short of breath just walking from the building to my car. The
COVID19 shortness of breath worsened over the next few days. On 4/13/2021 I called
COVID19 a clinic and told them I had been short of breath and they directed me to the
THROMBOSI ( ANSSEN 12 -1
OMBOSIS (JANSSEN)) JANSS - ER. I arrived to the ER around 2:30 in the afternoon. They ordered a chest
(1203) x-ray and ran a test to determine if I could have a blood clot. The test came
back with results indicating I could have a blood clot, so they did a chest CT
and an MRI. The chest CT showed a blood clot in my left pulmonary artery.
They prescribed a blood thinner, told me to stop taking oral birth control, and
discharged me.
The week of April 5, I believe it was April 5 & 6, I thought that I was coming
down with a sinus infection. I was having some blood when blowing my nose
COVID19 and remember seeing some small, hard balls which I now realize were clots.
(Covib19 1207088-1 I did not go to the doctor because my back was very bad and I was in a lot
THROMBOSIS (JANSSEN)) JANSSEN - of pain and I had an upcoming appointment with my doctor. I believe that
(1203) the symptoms resolved after 2 or 3 days and I did not even mention it to my
doctor when I saw him. I felt a lot of pain in my leg, but this is probably due
to my ongoing sciatica/radiculopathy /bursitis problems that I experience.
Patient had vaccine on 03/15/2021. Started complaining of extreme pain in
COVID19 RLE by that evening. Patient contacted health agency and portable x-rays
(COVID19 came out to view RLE. No fractures were seen. Pain continued and was
THROMBOSIS (JANSSEN)) JANSSEN 1207377-1 | unmanageable by 03/20/2021 and patient was transported to the ER. Patient
(1203) was found to have blood clot in RLE and admitted to ICU. Patient further
declined while admitted having multiple system failure and passed away on
03/25/2021.
COVID19
(CovibD19 1207440-1 Massive heart attack due to blood clot. Heart Cath putting in a stint with over
THROMBOSIS (JANSSEN)) JANSSEN - night stay in hospital
(1203)
3/5/ 21 Received J & J at facility. 3/7/21 Client had troubles walking and
went to Urgent Care. then he went home. He did not have good control (wife
COVID19 described that his legs did not have strength but was able to walk.
(COVID19 Symptoms started getting better later that day. 3/15 He got up and he said
THROMBOSIS (JANSSEN)) JANSSEN 1207508-1 | he was not feeling to good. Chest hurt and shoulder hurt. Wife took him to
(1203) the ER at Hospital. He was transported to Hospital. 3/16/21 Hospital did a
Heart catherization. He had a complete blockage in the widow maker and 2
stents were put in. He had 2 blood clots in the Widow Maker. 3/18/21 He was
discharged from the hospital. He is doing ok but he has no energy.
COVID19
THROMBOSIS gfm’é"s?m) JANSSEN 1207534-1 | Headache blood clots dizziness on and off and reduce of appetite
(1203)
Chills/shaking began approximately 8 hours after injection. Other symptoms
of an achy upper body, temperature of 103.1, and nausea came shortly after
initial symptoms (within 1 hr.). In the middle of the night, I began heavily
sweating (something I have never experienced). I was drenched with sweat
COVID19 and needed to change in the middle of the night. Absolutely no energy and a
COVID19 horrible headache. 24 hrs. after the injection I no longer had a high fever.
THROMBOSI ( ANSSEN 1207539-1 .
OMBOSIS (JANSSEN)) JANSS — | However, consistently for a week, every day, I had at least one symptom
(1203) (headache, nausea, chills, or lack of energy) at some point throughout the
day. When I received the injection, I was on day 2 of my period. It ended
one day later than normal. However, what was not normal was that on
4/3/21, I began to bleed again. I passed 2 clots and had spotting for an
additional 5 days. This is in no way normal to my cycle.
Day 1 & 2 after shot - left arm hurt around injection site. Day 2 I felt very
tired and some body aches. By Day 5 or 6 - full body aches and my arms felt
like there was pressure on them. I was feeling very tired. As more days
passed; I was feeling tired, could not raise my arms, legs were weak and
hurting. If I did anything (shower or carry a simple laundry basket) my arms
COVID19 would hurt so bad, I was out of breath and my heart was pounding so hard.
COVID19 By the week of March 29th - I was laying down in the middle of the day, no
THROMBOSI ( ANSSEN 1207655-1 !
OMBOSIS (JANSSEN)) JANSS - energy at all. Called the doctor and because of the shortness of breath &
(1203) Body aches, they would only schedule a video visit for Monday, April 5th.
After talking to me, they schedule to see me that day at 11:45 AM. I had
weak muscle response in my arms, pale, and out of breath. They did blood
work. Two hours after getting home; they called and said I needed to get to
the emergency room. My red blood cell count was dangerously low, and they
ordered a blood transfusion. I sent 6 days in the hospital.
COVID19
THROMBOSIS ffp?r}lg%?m) JANSSEN 12079941 | Blood Clot on back of leg
(1203)
"Patient received vaccine through pharmacy at employer vaccination event.
COVID19 Presented to clinic on 04/13/2021 and noted to have imaging confirmed
COVID19 ""There is occlusive superficial clot starting the upper lateral right thigh and
THROMBOSI ( ANSSEN 1208026-1 - . . . .
OMBOSIS (JANSSEN)) JANSS [AIREESS extending distally through the mid to distal lateral calf. This appears to be
(1203) within a superficial varicosity. Findings are consistent with extensive
superficial thrombophlebitis of a varicose vein of the right lower extremity."""
Patient noticed blotches on both legs approximately 6 to 7 days after vaccine
COVID19 was administered. On 03/30/2021, patient fell to ground, unable to get up.
COVID19 Patient was taken by ambulance to Hospital emergency room. Scans
THROMBOSI ( ANSSEN 1208107-1
OMBOSIS (JANSSEN)) JANSS 0810 revealed patient had multiple blood clots and was operated on. Later in the
(1203) stay, patient developed widespread hematomas in groin, stomach, rear, and

hoth leas. Patient was released from hasnital on 4/8/2021
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CoOVvID19
THROMBOSIS chﬁ'é?s?n» JANSSEN 1208162-1 | Blood Clot in right calf. deep arterial thrombosis
(1203)
COVID19 severe lethargy, shortness of breathe and fatigue (potential blood clot), went
(Covib19 i to PCP and prescribed Eliquis and Prednisone; however, written
THROMBOSIS (JANSSEN)) JANSSEN - documentation said that he had no prior history of clotting prior to the
(1203) vaccine.
?C%X}Fgfg Patients power of attorney called to let us know patient had received Janssen
THROMBOSIS (JANSSEN)) JANSSEN 1208315-1 | vaccine on 3/12/21 and on 3/26/21 was hospitalized due to a clot and
(1203) stroke. Patient had history of strokes in past.
COVID19
THROMBOSIS gfg&’é%?m) JANSSEN 1208555-1 | multiple large blood clots from her nares on Monday 4/12
(1203)
Exact date and time of COVID vaccination unknown. Patient presented to
Medical Center on 04/02/21 with left sided weakness and slurred speech. He
COVID19 reports receiving the COVID19 Janssen vaccine 15 days prior. Details of
(CovibD19 i vaccination beyond patient report are unknown. Diagnosed with acute left
THROMBOSIS (JANSSEN)) JANSSEN - cerebellar stroke, status post TPA on 04/02/2021. Extensive workup in
(1203) hospital negative and unremarkable, including TEE, and hypercoagulable
state so far negative. Follow up with hematologist as outpatient underway to
evaluate for any possible coagulation disorders.
CoOVvID19
THROMBOSIS ffm’éns?m) JANSSEN 12087011 | Migraines, lung infection, blood clots, pain in lungs, shortness of breath.
(1203)
COVID19 Fell two weeks after immunization. Developed blood clot after procedure.
COVID19 Husband concerned immunization is cause of clot and not the surgery or
THROMBOSI ( ANSSEN 1208750-1
OMBOSIS (JANSSEN)) JANSS - down-time after the procedure. Transfered to new hospital from previous
(1203) hospital and had significant stroke due to clot
Ccovib19 Persistent rectal bleeding and passing blood and blood clots for 7 days si
(COVID19 ersistent rectal bleeding and passing blood an ood clots for 7 days since
THROMBOSIS (JANSSEN)) JANSSEN 1209032-1 | vaccination. Bleeding occurs with stool and throughout the day, requiring the
(1203) use of pads.
3 weeks post vaccination patient developed chest pain and shortness of
COVID19 breath. Was able to tolerate symptoms, then had radiation treatment and
COVID19 developed more shortness of breath. Was transported via EMS to hospital
THROMBOSI ( ANSSEN 1209104-1 . .
OMBOSIS (JANSSEN)) JANSS — | where an xray and MRI were completed and showed multiple blood clots in
(1203) her lungs. Venous Doppler was also completed and blood clots were found in
her legs. She was subsequently admitted to hospital.
Patient was vaccinated at 2PM (4/12/21) and caregiver said that at 4AM
during the night(4/13/21) patient woke up very nauseated. She immediately
COVID19 vomiting and it contained blood. As she vomited more, numerous clots came
COVID19 out which resulted in caregiver calling 911. Patient was admitted
THROMBOSI ( ANSSEN 12091831 | . . . .
OMBOSIS (JANSSEN)) JANSS [AIStEs immediately to hospital where she remains today (4/14/21). Doctors have
(1203) performed an endoscopy and other tests to determine the source of the
blood clots and treatment options. Caregiver is available if more details are
needed.
Patient received his J&J vaccine for COVID-19 on 03/10/2021. On 3/17, he
was at the grocery store when he felt a sting on his left lateral ankle. When
he pulled up his pant leg, he saw the small little red spots that were
exquisitely tender. He went immediately to his primary care physician's
office, where he was prescribed Bactrim for suspected cellulitis. The rash
COVID19 steadily worsened with extension up his left leg and onto his right leg and
COVID19 blistering of some of the lesions most markedly in his groin. Pain associated
THROMBOSI ( ANSSEN 1209679-1
OMBOSIS (JANSSEN)) JANSS - with the rash increased and remained most severe on the lateral aspect of
(1203) the left ankle. He presented back to his primary care physician's office on
3/19, where he was given methylprednisolone 80 milligrams IV, discharged
with a prescription for prednisone 60 milligrams daily for the next few days.
Pain worsened the morning of 3/20/21 to the point that he was unable to
bear much weight on the left leg prompting his presentation to the
emergency department.
COVID19
COVID19 vomiting, shortness of breath, hospitalized, chart shows she suffered from
THROMBOSI ( ANSSEN 1209797-1 ! ! !
OMBOSIS (JANSSEN)) JANSS - blood clot, hospital has extensive records from tests
(1203)
COoVvID19
THROMBOSIS Effb‘l’ég}zgm) JANSSEN 1210136-1 | was found to have a blood clot in my left leg .
(1203)
"Mother called health department today, 4/14/21, to report reactions son
COVID19 experienced after receiving vaccine 3/4/21. She stated that on 3/6/21 he
(COVID19 started having headaches, weakness and leg cramps. He went to the hospital
THROMBOSIS (JANSSEN)) JANSSEN 1210630-1 | two times with complaints. On 3/15/21 he was unable to walk/drive because
(1203) headaches were severe. On 3/30/21 he passed out, squad was called. He
was not responsive and was put on a vent at the hospital. A ""scan"" showed

blood clots in brain and heart. This individual passed away on 4/4/21."
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3/29/21 6 pm - Severe pain lower right leg, ankle, and foot, unable to
weight bear on right leg About an hour later I was able to walk a little.
Stayed off my feet. Right foot became very cold. 3/30/21 Saw my primary
care physician at med center. She sent me for an ultrasound at medical arts.

COVID19 From there I was sent to the emergency room at hospital. I asked the

(COVID19 attending physician assistant about a correlation between the blood clot and

THROMBOSIS (JANSSEN)) JANSSEN 1210766-1 | the Covid vaccine because I had read about it being a concern in other

(1203) countries. He stated that was a bunch of baloney. Was told to have a repeat
ultrasound in a few days and was prescribed a 30 day starter pack of Xarelto
and released. 3/30 repeat penis ultrasound of right leg showed the same
results. 4/1 appointment with hematologist. Prescribe Xarelto for three
months and ordered a repeat ultrasound in three months and bloodwork at
that time.

COVID19

COVID19

THROMBOSIS gJANSSEN)) JANSSEN 1210908-1 | blood clot

(1203)

"Whether the adverse events were caused by the vaccine is to be
determined. We are available to discuss more details if this information can
be used to help others from experiencing these reactions. The morning after
getting the vaccine, patient discovered that she could not swallow. As her
condition worsened, she was taken to the emergency room. Over the past
month, patient went to the emergency room 4 times. The last time resulted
in extended hospitalization that continues to this day. In addition to the

COVID19 swallowing problem, two other major adverse events need to highlighted.

(CoviD19 First, on 27 March, while in the hospital, vaginal bleeding started. On 29

THROMBOSIS (JANSSEN)) JANSSEN e March, her doctor, performed a hysteriscopy/DNC finding "" ""an unexplained

(1203) blood clot (hematoma)."" The second major event was when patient
demonstrated significant confusion and lack of memory. On 7 April, she was
diagnosed with Metabolic Encephalopathy. Neurologists at the hospital
suspected that her MS was reacting to her UTI and once the infection is
eliminated her memory should come back. But as of 10 April, she was still
having issues including hallucinations. Although she is eating some as of 13
April, she is still very weak and will likely by moved from the Hospital to a
rehab facility. She still does not remember much of the last 37 days."

COVID19 Systemic: Visual Changes/Disturbances-Severe, Additional Details: patients

(Covib19 wife called to say that around 1 week after vaccine pt experienced vision

THROMBOSIS (JANSSEN)) JANSSEN - issues. dr say he had a blood clot in eye which lead to partial blindess in one

(1203) eye.

Site: Pain at Injection Site-Mild, Systemic: Blood Disorder (diagnosed by
MD)-Medium, Systemic: Dizziness / Lightheadness-Severe, Systemic: blood
clots in stool-currently under care of primary care physician for clot

COVID19 formation investigation-Medium, Systemic: Flushed / Sweating-Medium,

(Covib19 Systemic: Headache-Medium, Systemic: Nausea-Medium, Systemic:

THROMBOSIS (JANSSEN)) JANSSEN - Shakiness-Medium, Systemic: Unable to Sleep-Medium, Systemic:

(1203) Weakness-Medium, Additional Details: patient reported blood clots in stool
on 4/11/21 and 4/12/21. Patient was flushed, dizzy and faint after clot was
found. Patient has no significant history of hemorriods or colorectal
conditions.

He got the vaccine, was not able to breath real good and didn't think about
it. It got to the point within 2 weeks that he was not able to get up from the
chair due to the shortness of breath. By 4/1/21 he was not able to breath
very well, but continued to stay home. Then by 4/12/21 he was not able to
breath well at all and his wife took him to the ER. In the hospital they did x-
COVID19 rays and found out that his lungs are full of blood clots and both legs have
(CovibD19 blood clots in them. He was admitted and gave him Heparin drip for the 2
THROMBOSIS (JANSSEN)) JANSSEN - days to get the blood clots dissolved and was also on oxygen for 2 days. He

(1203) was discharged home yesterday with Xarelto, and was told that he would be
on that for the rest of his life, and is on oxygen for sleep and when he's up
and around, but if he's resting and feels he's breathing okay he can remove
it. They informed him that it would take approximately 2 months for all the
blood clots to dissipate, and that he was full of blood clots, and had both legs
and both lungs which are quite full.

COVID19 "2 weeks 8 days after vaccine, patient suffered which_ sen_t pt to emergency

(COVID19 room. Husband states she had a ""blood clot"" to brain with skull fracture

THROMBOSIS (JANSSEN)) JANSSEN 1212458-1 | and traumatic brain injury. Transferred to Medical Center, then to long term

(1203) facility. Has not recovered to date. Husband states unable to speak or
move."

I went on Sunday March, 14, 2021 to get the Johnson and Johnson shot
offered through the school system. I noticed that my blurred vision

COVID19 intensified. I went to the eye doctor 3/16 and that is where they found blood

(CoviD19 clots behind my right eye close to my center. I was referred to a Retinol

THROMBOSIS (JANSSEN)) JANSSEN - specialist 3/26/21 and sent me to get a physical to check for diabetes. It had

(1203) started to heal a little. There was not clear diagnosis on what could have
been causing the the blood behind my eye. 4/2/2021 Went for physical at
PCP and results of physical was good with no Diabetes.

Blood Clot and bruising on lower backside of leg, I noticed leg Pain (just
uncomfortable) in the right leg at the location of clot. A time frame in

COVID19 relationship to the time of shot is unkown. Estimated within 24 hours.

(CoviD19 Bruising appeared morning of 04/14/21, PCP recommended in person visit. I

THROMBOSIS (JANSSEN)) JANSSEN - went to urgent care, they had me drive to emergency Room at local hospital.

(1203) Evaluation, blood testing and imaging concluded a blood clot in the lower

right leg. Blod thinners was prescribed Eliquia 5 mg, discharged same day. It
may be possible the hospital had submitted this form on my behalf.
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::COO\CII)I;% Developed pain in right calf and hamstring. No improvement over the next
THROMBOSIS (JANSSEN)) JANSSEN 1212715-1 | few days. Went to Vein specialist and they performed an ultrasound. A blood
(1203) clot was found in my right calf.
COVID19
THROMBOSIS gfgxé%LQN)) JANSSEN 1212931-1 | Stroke caused by blood clot - Vision Impairment and memory impairment
(1203)
COoVID19
THROMBOSIS (CovibD19 JANSSEN 12129711 I had bloodwork showing increased D-Dimler and that I may have a blood
(JANSSEN)) - | clot.
(1203)
Pt states that on Monday she noticed that she couldn't put pressure on her
COVID19 leg to walk. (04-12-21) Pt called and made an appointment on 04-13-21 and
(Covib19 i saw her PCP. Ultrasound was ordered and was dx with near occlusive vein
THROMBOSIS (JANSSEN)) JANSSEN - thrombosis in the distal right femoral vein. Pt was prescribed Lovenox
(1203) 100mg to take now and was also prescribed eliquis 5 mg twice daily, and
acetaminophen-codeine to help with the pain.
COVID19
(CoviD19 1213131-1 | PATIENT DIED FROM BLOOD CLOT 3/29/2021 - AUTOPSY PERFORMED AND
THROMBOSIS (JANSSEN)) JANSSEN 313 CONFIRMED
(1203)
COVID19
(CoviD19 i On April 11, 2021, patient passed a sizeable blood clot and has experienced
THROMBOSIS | /AnsseN)) |[JANSSEN 12133991 || bored breathing.
(1203)
CoOVvID19
THROMBOSIS ffﬂl’é%?m) JANSSEN 1213504-1 | Deep Vein Blood Clot
(1203)
COVID19
(COovID19 ) HOSPITALIZED FOR BLOOD CLOTS, UNRESPONSIVE AND TAKEN TO
THROMBOSIS (JANSSEN)) JANSSEN 1213979-1 HOSPITAL
(1203)
CoOVvID19
THROMBOSIS ffﬂl’fs};’m) JANSSEN 1214295-1 | blood clot in arm
(1203)
COVID19
(CoviD19 i Charlie horse began 10 days after vaccine, leg felt full with cramping not
THROMBOSIS (JANSSEN)) JANSSEN - allowing motion, went to ER diagnosed with blood clot in left calf
(1203)
CoOVvID19
THROMBOSIS f.?,o?r\lléns:zgm) JANSSEN 1214428-1 | Patient has blood clot
(1203)
4 hrs after onset of severe headache and body pain in lymph nodes under
arm pit breast, on top of kidneys and in stomach fatigue low fever. After 4
days of that I got a really super heavy period with cramping and blood clots
COVID19 in my menustral flow. It was a horrible period, while the one after the
(Covib19 12146061 | surgery in Feb was very light. Dizzy and fatique 10 days after shot on the
THROMBOSIS (JANSSEN)) JANSSEN - April 8 I took a fall from a chair outside, and from Thrusday to the Saturday
(1203) 10th I ended up in the Emergency room with a concussion and head
symptoms including dizziness and nose bleeds. This was from a simple fall,
and i suspect the covid shot might have caused complications after the fall
with additional swelling and brusing.
COVID19
THROMBOSIS ffmé%?m) JANSSEN 1214739-1 | I had the the vaccine on Friday then Monday i had a stroke from a blood clot
(1203)
Patient started not feeling well on 3/24. She was experiencing dizziness,
headache, chills and fever. She contacted her doctor on 3/25 and he thought
maybe she had an inner ear infection. Symptoms continued to worsen and
eventually an ambulance was called on 3/27 because patient stated she was
having severe SOB and headache along with dizziness and fever. Patient was
COVID19 transported to Hospital where they tested her for covid and pneumonia. Both
COVID19 came back negative. After several tests it was confirmed she had a blood clot
THROMBOSI ( ANSSEN 1214815-1
OMBOSIS (JANSSEN)) JANSS 815 in her lung and was also told she had clots in her leg and heart as well. She
(1203) was in the hospital for 3 days where she was given heparin and several
medications for the headache. Patient was discharged on lovenox and
coumadin and eventually switched to xarelto by pcp who is managing her
anticoagulation. She still has follow up appointments with a cardiologist and
neurologist. She said she is still experiencing some dizziness and SOB but
overall doing better
Patient right leg became very swollen from knee down and was very painful
to walk. Patient went to Urgent Care and was told that he would need to
COVID19
(COVID19 have ultrasound done to see what was going on. Patient went to Imaging
THROMBOSIS (JANSSEN)) JANSSEN 1215019-1 | and was told that he had several blood clots through out his right leg. They
(1203) advised him to go to emergency room evaluation. Patient went to Medical
Center and it was confirmed that patient had blood clots and was put on
Xarelto for treatment.
COVID19
THROMBOSIS ffp?r}lg%?m) JANSSEN 1215158-1 | Patient developed a blood clot

(1203)
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1215435-1

Patient began experiencing back pain on March 14 and on or around March
18 he started coughing up blood clots according to a coworker. Patient lived
alone and was unable to be reached on Sunday March 21. I went over to his
house and found him deceased in his bed. Patient had a trashcan beside his
bed and it appeared to have some blood in it. Patient had thick mucus
coming out of his mouth and blood coming out of his nose. According to
paramedics he had passed a few hours before finding him. Unfortunately
Patient has been cremated so there is no way to say that this was related to
the Covid 19 shot from Johnson and Johnson, however there are new reports
that blood clots have been a side effect. I would like to speak with someone
from the Department of Health to discuss this further. I feel this could be
related to the vaccination and I would to know how long the Health
Department knew about this possible side effect. If patient would have
known sooner that the blood clots were a side effect I feel he would have
gone to the Emergency Room. Patient had no health insurance and he was
trying to prevent getting Covid. This has caused our family so much
heartache and we are all very apprehensive about getting the Covid Vaccine
ourselves. Please contact me as soon as possible, I am also patient's
executor so I am able to speak to you on behalf of patient and our family.
Thank you.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1215510-1

Woke up Sunday the day after and couldn't walk. Waited to see if it would
wear off the next day was admitted into emergency with a minor stroke
caused by a blood clot

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1215800-1

High fever for 3 days, lost of taste. Stomach pains and heavy menstrual
cramps and bleeding. Blood cloths while menstrual cycle.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1216052-1

Approximately 5 hours after the vaccine I developed a very bad headache
followed by chills, sweats, congestion, chest pain, body pain, muscle pain,
fatigue and fever. The muscle pain and weakness was so bad I would loose
balance when walking. I then started to menstruate clots, not my normal
cycle timing, which lasted about 2 days. The clots subsided but I am still
bleeding today. I was in bed for 4 days with severe immune response
symptoms. After those symptoms subsided the fatigue was so extreme it
was hard to function.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1216619-1

On 03/18/2021 at 03:30AM I had a lot of arm pain from my shoulder to my
elbow in my left arm. This lasted until 03/31/2021. On 03/18/2021 I woke
up with a headache that would not go away. Next, at about 03:15PM I was
not able to walk for about 10 minutes. Then, at about 05:00PM I started
menstruating. At 07:00PM I had severe pain in my pelvic area for an hour
and a half. At approximately 08:30PM I passed a softball sized blood clot
vaginally. I bled heavily through the night. On 03/19/2021 I still had a
headache and no energy at all. I continued to bleed heavily all day as well.
03/20/2021 was the exact same as the days prior. 03/21/2021 I was still
bleeding heavily throughout the day with no energy. I still had the headache
as well. I started feeling dizzy while walking on this day. 03/22/2021 I went
to work like normal. I was cold all day. I was still bleeding, headache and
dizziness. It was hard to stand for 30 minutes. While climbing the stairs I got
very light headed and dizzy. I could not go up the stairs at a normal pace.
03/23/2021 I had the same symptoms all day but I was getting short of
breath walking short distances. I still had very little energy and a headache.
I also lost all color in my face and hands. I was still cold all day. I noticed
some slight swelling in my ankles. 03/24/2021 The symptoms were getting
more intense. I was still cold. I finally took some aspirin for the headache
because it was very severe. The medication didn't help with it. This routine
went on for the next week and the symptoms intensified with each day.
Throughout this time I was still passing clots that ranged in size from
golf/ping pong ball to baseballs. They were very painful when they passed.
The days from 03/25/2021 to 04/01/2021 were all the same as far as how I
felt. On 04/02/2021 I woke up with the same symptoms but now I could not
stay awake for anything. I slept on and off all day. I only ate one meal a day
because I was so tired and I had no appetite. The headache was getting
worse as the days went on. The bleeding was still happening. It was not as
heavy as the weeks before, but enough to be painful still. I also started
having abdominal pain. On 04/03/2021 I was seeing stars when I moved too
quickly. My heart rate was elevated with shortness of breath along with the
rest of the previous symptoms. My headache however was very intense.
04/04/2021 I still couldn't stay awake on top of all the other symptoms. The
dizziness and stars were more frequent. I couldn't move my head without
seeing stars. 04/05/2021 I couldn't get warm and I still felt the same way. I
called and made a doctor?s appointment for Wednesday the 7th. I had all
the same symptoms still and they were getting worse. I had to move in slow
motion so I could try to function. 04/06/2021 I woke up drained of all my
energy and color. I couldn't shower because of the pain in my body. I
couldn't stand because I felt like I was going to fall down. I could barely
stand up straight let alone walk very far. I was shaking from being so cold. I
had all the same symptoms from the days prior. I was in severe pain. I
couldn't sit because of the pain in my abdomen I couldn't stand because of
the weakness in my legs. I could barely see anything because of the stars I
was seeing. At this point I had no color and I was barely conscious. That is
when my family took me to the emergency room.

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1217619-1

Systemic: Blood Disorder (diagnosed by MD)-Severe, Systemic: blood clut in
the lungs and legs-Severe, Additional Details: Per patient he went to the
hospital on 3/17/21 and 3/23/21 and was diagnosed with a blood clut in his
lungs as well as his legs. He was treated with Pradaxa but still continues to
have difficulty walking and has overal body aches.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1217752-1

SHORTNESS OF BREATH; CHEST PAIN; SEVERE BLOOD CLOTS; This
spontaneous report was received from a female patient of unspecified age.
The patient's weight, height and medical history were not reported. The
patient received COVID-19 vaccine Ad26.CoV2.S (suspension for injection,
route of administration not reported), dose not reported, on 29-MAR-2021
for prophylactic vaccination. The batch number was not reported and has
been requested. No concomitant medications were reported. On an
unspecified date, within a week of receiving the vaccine, the patient reported
that she began experiencing shortness of breath and increasing chest pain.
On 11-APR-2021, the patient was admitted to the hospital and a diagnosis of
severe blood clots was made. After a full work-up, no etiology was
determined. The action taken with COVID-19 vaccine Ad26.CoV2.S was not
applicable. The outcomes of the shortness of breath, chest pain and severe
blood clots were not reported. This report was serious (caused
hospitalization).; Sender's Comments: V0:This female patient of unspecified
age was hospitalized due to shortness of breath and increasing chest pain an
unspecified time after blinded COVID-19 VACCINE Ad26.COV2.S was
administered intramuscularly for prevention of symptomatic SAR-CoV-2 virus
infection. No concomitant medications, past medical history has been
reported. On an unspecified date, within a week of receiving the vaccine, the
patient reported that she began experiencing shortness of breath and
increasing chest pain. the patient was admitted to the hospital and a
diagnosis of severe blood clots was made. After a full work-up, no etiology
was determined. At the time of the report the outcome of the event is
unknown. Based on the limited information the event is inconsistent with the
causal association to immunization, per the WHO causality classification for
adverse events following immunization. The event is considered not related
to the blinded study vaccine. Additional information has been requested for
further assessment.

THROMBOSIS

CovVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1217874-1

"Per client self report: Experienced LLE extremity pain beginning on
4/11/2021, but thought nothing of it at the time. Client was previous
scheduled for testing/procedure for asthma with pulmonologist on
4/15/2021, with pre-test/procedure lab work scheduled for Monday,
4/12/2021. Client presented for lab work on 4/12/2021 as scheduled and
shortly thereafter received phone call from pulmonologist's office stating that
the labs showed and elevated D-dimer and that she would be scheduled for a
follow-up CT Scan of the chest and ultrasound of the lower extremities,
which was scheduled on 4/14/2021. Client presented for CT scan of chest
and ultrasound of lower extremities as directed and returned home on
4/14/2021. Client reported in conversation that she ""didn't feel right"" and
noticed some SOB, and had planned to rest outside of going in for scheduled
tests. Client received a phone call on 4/14 from pulmonologist's office
advising her to go immediately to the emergency room due to a blood clot
being found in the left lung as per CT scan report. Client presented to
Emergency Room and was started on Eliquis 5mg tablets - 2 tablets by
mouth twice daily X1 week and then 1 tablet by mouth twice daily and
discharged to home. Client remains at home at the time of interview with no
additional or worsening symptoms."

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1218182-1

Asthma flair up, abdominal pain, blood clot, headache, and lack of sleep.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1218425-1

Patient received the COVID 19 vaccine on March 18, 2021 @6:00pm. On
April 5, 2021 @8:00am the patient began to feel pain in L leg which
progressed to area red and tender to touch and increased in pain with each
day. Patient went to the ER on April 9, 2021 and an ultrasound revealed a 10
cm blood clot in left leg. Patient was not admitted but sent home on Zarelto
15 mg 2x daily. Patient did see physician as a follow up.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1218886-1

Bilateral arm swelling: 1. Occlusive thrombus is present within the right
cephalic vein extending from the upper arm to the elbow. 2. Nonocclusive
thrombus is present within the left basilic vein in the mid and distal arm. also
developed acute appendicitis 04/06/2021 and underwent lap appendectomy.



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3
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Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
"Per hospital chart notes, known timeline of events is pieced together as
follows: 2021-03-23 - patient received J&J COVID-19 vaccine at Drug Store
2021-03-24 - patient developed myalgias, headache, shortness of breath,
and chills - resolved within 24 hours 2021-04-02 - patient developed
headache intermittent from right to left side of head for which patient was
seen at an urgent care. Patient was prescribed Fioricet
(butalbital/acetaminophen/caffeine). 2021-04-05 - patient developed right-
sided neck pain 2021-04-06 - patient got tested for COVID-19, resulted
negative on 2021-04-07 2021-04-08 - patient seen at Medical Center
emergency department for headache and right-sided neck pain that shoots
to (2021-04-08 cont.) the head and shoulder, for which patient self-
medicated with ibuprofen. Patient reported to ED provider that using
ibuprofen nearly relieves headache and makes her functional and had the
most improvement the day she visited the ED prior to her visit. Patient
COVID19 received a CT scan of the head without contrast that was unremarkable.
(COVID19 Patient was diagnosed with headache and neck sprain and was prescribed
THROMBOSIS (JANSSEN)) JANSSEN 1218973-1 | ibuprofen 600 mg, take 1 tablet by mouth every 8 hours, and diazepam 5
(1203) mg, take 1 tablet by mouth 3 times a day as needed for muscle spasm.
2021-04-12 - patient developed left lower extremity pain 2021-04-14 -
patient followed up with Neurologist outpatient as directed by ED provider
and was advised to get an MRV and left lower extremity doppler. Patient was
prescribed tramadol 50 mg and butalbital/acetaminophen/caffeine (Fioricet)
by the Neurologist. 2021-04-15 - patient presented to Medical Center ED
before outpatient MRV and LLE doppler could be done due to worsening
right-sided neck pain and inability to ambulate comfortably due to lower
extremity pain that had been worsening over several days. Upon
examination, there is subtle swelling to left lower extremity and doppler
revealed multiple DVTs in left lower extremity. CT head without contrast was
unremarkable, however, CT venogram of the brain reveals thrombi of the
right transverse sinus and sigmoid sinuses, as well as 1J. Patient was
initiated on argatroban and admitted to inpatient at the time of this report.
""Heparin induced platelet antibody"" and ""lupus anticoagulant evaluation""
tests are ordered and pending."
COVID19
THROMBOSIS gﬂ‘l’é%?m) JANSSEN 12190771 | clotting in left leg
(1203)
Patient was in store and top of chest started hurting and down left arm.
Patient states that they called 911 and ambulance took her to the hospital.
COVID19 She was tested and found to have mild heart attack with blood clot in vein of
(CovibD19 her heart. Had procedure to remove clot was put on blood thinner and is now
THROMBOSIS (JANSSEN)) JANSSEN - wearing a heart monitor for the next 30 days. Is on Brelinta for the next 30
(1203) days as well. Patient went back to ER on Tuesday night (4/13/21) due to
SOB spent 12 hours at ER before being transferred back to hospital. She
spent another day and half before discharge diagnosed with fluid buildup.
Per pt report: Pt started having body aches within a couple hours of vaccine,
COVID19 developed severe 9/10 pain over the next several days. L shoulder pain
(COVID19 radiating to ribs and neck w/ muscle spasms, causing HA, R hip and sacral
THROMBOSIS (JANSSEN)) JANSSEN 1220641-1 | pain, flank pain radiating down R leg. Pt reports that vision in L eye is blurry,
(1203) R eye vision intact, numbness to L arm and hand, able to move. Pt reports
lin x 0.5 in blood clot when blowing nose Thursday morning, small clot
subsequently about 1/2 the size, smaller clots later.
CoOVvID19 Blood cl .
(COVID19 ood ¢ ots (i started heavy menstru_al cramps a day after the §hot and _I saw
THROMBOSIS (JANSSEN)) JANSSEN 1220652-1 | exceeding amount of blood clots which has never happened this excessively
(1203) before) Fever, chills, headchae, nausea (all very severe level)
COVID19 Unusual Heavy menstrual bleeding with clots starting hours after receiving
(Covib19 shot. Headache and fatigue day after shot. Menstrual heavy bleeding
THROMBOSIS (JANSSEN)) JANSSEN - continued for 6 days outside of normal cycle. Day 7 having moderate leg
(1203) pains and stomach pains and occasional headaches.
COoVID19
(CoviD19 Patient woke up to get ready for work and noticed blood coming out of right
THROMBOSIS (JANSSEN)) JANSSEN - ear. Clots were in the blood that came out of the ear.
(1203)
COVID19 Seemed to very much effect my menstruation. My period came 10 days late,
(CoviD19 then this month?s period was 2 weeks early. Very bad clotting with
THROMBOSIS (JANSSEN)) JANSSEN [A2s0EE menstrual bleeding. I am normally very regular so this was extremely
(1203) unusual.
COVID19 It started with pain on the left side and shortness of breath. She was taken
(CoviD19 to Medical Center and there diagnosed with splenic infarction due to blood
THROMBOSIS (JANSSEN)) JANSSEN e clotting. Was prescribed pain medication and blood thinners (Lovenox) to be
(1203) injected daily for three months.
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Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
"Patient reports tear in esophagus on 3/24/21 in the evening whenever she
felt sick to her stomach. She did not feel well, drank one beer, and ate a
packet of tuna. She continued to not feel well and felt the food did not go
down correctly, so she reached into her throat and noticed blood. She called
her doctor and the doctor recommended monitoring for increased bleeding.
Later that night, she reports not feeling well again, made herself throw up,
and noticed the vomit was all blood. The patient then called 9-1-1, and
COVID19 presents to the hospital. During the hospital visit she noticed that she saw
(COVID19 'blood clots about the size of a quarter' when she went to the bathroom.
THROMBOSIS (JANSSEN)) JANSSEN 1223301-1 | Patient reports the hospital gave her 4 pints of blood, 4 bags of 'yellow stuff'
(1203) (patient assumes its plasma), protonix, antibiotics, and NS. Patient was in
the ICU and reports being in the hospital for about 5 days total, whenever
the doctor recommended being put on hospice. The patient did want to be
put on hospice and wants to be treated, so she contacted her heart doctor
and is waiting on an appointment with him on the 28th of April. Patient
reports that doctor told her that she 'needs a new heart', but that she is not
a good candidate, and that the Dr. told her this just a day or two ago. Patient
reports that she did not know it was a tear in her throat (esophagus) until
they ""stuck a scope down there""."
received Janssen J &J shot 9:15 am on April 7th approx, 24 hours later had
to leave work for home because I became incredibly weak, tired and without
energy. struggled at driving home had to repeatedly slap my face to stay
awake. checked my temp. when arrived home, had a low fever (100.1) went
::COO\CIIDD1199 to bed slept for 4 hours, checked temp (100.1) went back to sleep. woke 9
THROMBOSIS JANSSEN 1223502-1 | am on 4/9/2021 checked temp. (normal) fever broke on 4/9/2021 used
(JANSSEN)) X
(1203) restroom at 11:01 am 4/9/2021_Iarge amount of .bleedlng from rectum
LARGE AMOUNTS of blood clots in stool (shaped like Candy) Contacted
medical provider. Spoke to a triage nurse, explained my concerns about
bleeding from rectum and blood clots in stool... she dismissed that my
restroom issues were related to the vaccine,
CoOVvID19
THROMBOSIS fff&'é'?s?m) JANSSEN 1223667-1 | Blood clots - minor stroke
(1203)
My sister, received the J & J vaccine on March 5th. I now know that she was
not feeling well for a few days afterwards. She then felt better until day nine
after the vaccine. On the evening of the ninth day, she began having
abdominal pain, vomiting & diarrhea, headache. This was Sunday evening.
Unfortunately I wasn?t aware of how she was feeling and she didn?t go to
the emergency rm. until Tuesday morning. Tests determined her platelet
COVID19 level was low and abdominal CT showed bleeding from her adrenal glands.
(Covib19 She was given platelets, pain meds and admitted into the hospital. Later that
THROMBOSIS (JANSSEN)) JANSSEN e night staff felt she wasn?t responsive and a head CT was performed. It was
(1203) determined she had a brain hemorrhage and emergency surgery was
performed. It is my understanding that there was brain damage at that
point. During the early morning hours of the 10th day, post surgery, a repeat
CT scan was done showing more hemorrhaging and blood clots. She also
developed a DVT and PE and was kept on a respirator until the 13th day post
vaccine to allow family to say their goodbyes. On the morning of the 13th
day patient was removed from life support and she passed.
COoVvID19 Chills 12 h after receipt of vaccine followed by low grade fever (101 F) and
(CoviD19 body ache with minor headache. Symptoms subsided by the end of the
THROMBOSIS (JANSSEN)) JANSSEN - following day. 1st menstrual period post-vaccination was noticeably heavier
(1203) with more clots than usual.
CoOVvID19
THROMBOSIS ffm’énsgm) JANSSEN 12242381 | Left leg pain Mild Chest pain (resolved)
(1203)
4/11/2021 830PM I NOTICED MOISTURE IN MY UNDERWEAR. WENT INTO
BATHROOM , PANTIES BLOODIED, BRIGHT RED AND A QUARTER SIZED
COVID19 CLOT WAS INTHE TOILET. I SUFFERED NO PAIN. HOWEVER I HAD A TOTAL
(CoviD19 HYSTERECTOMY IN 1997, AND SHOULD NOT HAVE ANY BLEEDING WHATSO
THROMBOSIS (JANSSEN)) JANSSEN zEsTEe EVER. TOOK A SHOWER, ADVISED MY HUSBAND OF THE INCIDENT. WENT
(1203) TO BED , 230AM 4/12/2021 SAME THING HAPPENS, ONLY NOW I AM
WIPING BRIGHT RED BLOOD AND I FELT A LARGER SIZED CLOT LEAVE MY
BODY. I WENT TO THE ER IMMEDIATELY.
"Eight days after receiving the vaccine, my wife developed shortness of
breath, headache, fatigue, and unusual vision problems. She was taken to
the emergency room on 4/15 where she underwent a battery of tests (see
details below). She was admitted to the hospital (where she currently is) and
was diagnosed with blood clots in the lungs and two strokes in the area of
the brain that affects vision. She then underwent ultrasound tests of her legs
COVID19 and carotid artery, which were negative for signs of blood clots. Although my
(Covib19 wife's symptoms are different than the symptoms of others that led to the
THROMBOSIS (JANSSEN)) JANSSEN - vaccine pause, her doctors strongly encouraged us to report it to the VAERS.
(1203) My wife had no underlying or pre existing conditions that would lead to blood
clots in her lungs, and stroke. After extensive testing there is no evidence
that the blood clots in her lungs as well as the clot/clots that went to her
brain initiated in her legs. They believe that some sort of ""event"" would
have had to happen to cause these blood clots, and the only unusual thing in
the time frame of this condition is the vaccine. As I mentioned earlier, my
wife is still hospitalized."
CoOVvID19
(Covib19 Vomiting and Diarrhea day after vaccine. 6 days after shot blood clot and
THROMBOSIS | (;AnsseN)) [VANSSEN 1226722-1 | i1 oke, currently in ICU

(1203)
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1226730-1

Big blood clots following Prostate Surgery 3 days after Vaccine applied Please
see attached explanation and pictures

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227128-1

THREE BLOOD CLOTS IN THE LUNG; TWO BLOOD CLOTS IN THE LEG; HEART
ENLARGEMENT OF LOWER CHAMBERS; This spontaneous report received
from a consumer concerned an 86 year old female patient. Initial information
received on 13-APR-2021 and processed with additional information received
on 15-APR-2021. The patient's weight was 161 pounds, and height was 67
inches. The patient's past medical history included hip fracture in 2015, and
uncomplicated hip replacement surgery in 2015. Patient's concurrent
conditions included non-smoker and no alcohol use. No recent travel or
trauma was reported. No varicose veins or known cancer was reported.
Patient saw her doctor for annual checkups and cancer screening. She is an
active person who lives alone, still drives, and performs activities of daily
living independently. The patient received vaccination with covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: 1805029) dose was not reported, administered on 08-MAR-2021 for
prophylactic vaccination. Vaccination site was not reported. No concomitant
medications were reported as it was reported that the patient denied HRT
and chronic medications. Approximately 1 week later, on or about 15-MAR-
2021, she began to feel fatigue, tiredness, and shortness of breath which
she thought might be due to the start of a heavy pollen season. On 11-APR-
2021, the patient's fatigue, shortness of breath, and tiredness did not
improve, so her son took her to the Emergency Room (ER), where CT scan
found 3 clots in her lungs and duplex scan found 2 clots in her legs (patient's
son was not certain if bilateral or unilateral). Patient's oxygen saturation was
in 80s. On 11-APR-2021, a test also revealed that the lower chambers of her
heart were enlarged. On 12-APR-2021, patient underwent EKOS procedure
to treat lung clots. Tissue Plasminogen Activator (TPA) had been put into the
lungs via EKOS procedure 'with ultrasound inserted into blood clot in the
lung'. Patient initially was treated with heparin but was stopped. Patient was
treated with unspecified anticoagulant as patient's son did not know. Pulse
rate was 139. On 12-APR-2021, patient was admitted to Intensive Care Unit
(ICU) (no beds were available on 11-APR-2021). He had no information
regarding lab results. On 15-APR-2021, patient was transferred out of ICU to
a room on regular floor. Patient was still very tired. Oxygen saturation was in
90s. The action taken with covid-19 vaccine ad26.cov2.s was not applicable.
The patient had not recovered from three blood clots in the lung, two blood
clots in the leg, and heart enlargement of lower chambers. This report was
serious (Hospitalization Caused / Prolonged, and Life Threatening).; Sender's
Comments: VO: This 86 year-old active, independent female was hospitalized
for 3 blood clots in her lungs and 2 blood clots in her legs 5 weeks after
receiving Janssen Covid-19 vaccination. Medical history includes hip surgery
after a hip fracture with uncomplicated course 6 years prior; she is a
nonsmoker, does not have varicose veins, no known cancer, no history of
recent trauma or travel and takes no chronic medications. Approximately 1
week after vaccination, the patient began to feel fatigue and shortness of
breath. She initially thought her symptoms were due to the start of heavy
pollen season. When symptoms did not improve 4 weeks later, she went to
the emergency room where CT scan found 3 clots in her lungs and duplex
scan found 2 clots in her legs. Oxygen saturation was in the 80s at that time.
The following day she underwent EKOS procedure to treat the lung clots and
was initially treated with heparin. The anticoagulant was subsequently
changed after a public health announcement. She was admitted to the ICU
and transferred to a regular room 3 days later. She was told the lower
chambers of her heart were enlarged. She still feels very tired but her 02
saturation has improved to the 90's. No laboratory results were available to
the reporter. Based on the limited information, the event is inconsistent with
the causal association to immunization, per the WHO causality classification
for adverse events following immunization.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227129-1

"BLOOD CLOT; RIGHT LEG PAIN; HEADACHE; This spontaneous report
received from a patient concerned a patient of unspecified age and sex. The
patient's height, and weight were not reported. The patient's concurrent
conditions included COVID-19. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: 1805022, and expiry: UNKNOWN) dose was not reported,
administered on 06-MAR-2021 at 02:19 for prophylactic vaccination. No
concomitant medications were reported. The patient reported that she had a
blood clot/pain in right leg 2-3 days after she received the vaccine. She
reported that she used compression socks for a week. The patient also
reported that she experienced headaches (date unspecified), which still come
and go every other day. The patient stated that she had the same blood clot
pain in the same leg as when she had COVID-19 infection in MAR-2020. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient had not recovered from headache, and the outcome of blood clot and
right leg pain was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO: A patient of unspecified age
and sex reported a ""blood clot/pain"" in right leg 2-3 days after vaccine.
The patient had a history of ""blood clot pain" in the same leg when she had
COVID infection one year ago. History of thrombosis would provide a
plausible alternative explanation for the event, although there are insufficient
details to make a meaningful medical assessment. The patient was contacted
and could not be immediately reached. Additional information has been
requested for further assessment."
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227130-1

PNEUMONIA; BLOOD CLOTS; This spontaneous report received from a
consumer concerned an 89 year old male. Initial information was received on
13-APR-2021 and processed with additional information received on 15-APR-
2021. The patient's height, and weight were not reported. The patient's past
medical history included congestive heart failure (ejection fraction 20%),
large lower left groin hernia, atrial fibrillation, and dementia. No known drug
allergies was reported. There was no history of blood clots. The patient
received vaccination with covid-19 vaccine ad26.cov2.s (suspension for
injection, intramuscular, batch humber: Unknown) dose was not reported,
administered on 04-MAR-2021 for prophylactic vaccination. Vaccination site
was not reported. Batch number was not reported, will be requested.
Concomitant medications included apixaban twice a day for atrial fibrillation.
On 11-MAR-2021, the patient was taken to Emergency Room (ER) and
diagnosed with pneumonia. Patient was awake over 48 hours 'felt due to
dementia and illness'. On 14-MAR-2021, the patient was taken back to
hospital and X-ray and CAT scan showed saddle pulmonary embolism. On
15-MAR-2021, the patient was discharged to a home with hospice. On 23-
MAR-2021, the patient deceased. It was unknown if autopsy was performed.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. This
report was serious (Death, Hospitalization Caused / Prolonged).; Sender's
Comments: VO: An 89-year old man experienced fatal saddle pulmonary
embolism 10 days after vaccine. Relevant medical history included
congestive heart failure with ejection fraction 20%, atrial fibrillation (A Fib),
and dementia. Relevant concomitant medication (others not reported)
included Eliquis for A fib. The patient was diagnosed with pneumonia in the
Emergency Department 7 days after vaccine, and 3 days later was brought
back to the hospital and diagnosed with saddle pulmonary embolus. He was
discharged home on hospice the next day and died 19 days after vaccine.
There was no reported thrombocytopenia. The patient's age, concurrent
pneumonia, and complicated past medical history are confounders. There is
insufficient information to make a meaningful medical assessment. Additional
information has been requested, including attempts to contact the patient's
treating physicians.; Reported Cause(s) of Death: PNEUMONIA; BLOOD
CLOTS

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227818-1

BLOOD CLOT; This spontaneous report received from a consumer via media
by a company representative concerned a female of unspecified age. The
patient's height, and weight were not reported. The patient was prone to
blood clots her entire life, but managed it. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of administration and
batch number were not reported) dose (1 total), start therapy date were not
reported, for prophylactic vaccination. The batch number was not reported.
Per procedure, no follow-up will be requested for this case. No concomitant
medications were reported. On an unspecified date, the patient developed a
blood clot. A day after the vaccination, the patient died from the blood clot.
It was unknown if an autopsy was performed. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. This report was serious (Death, and
Other Medically Important Condition).; Sender's Comments: This anecdotal
report from media involves a female patient of unspecified age who was
prone to blood clots her entire life and on an unspecified date developed a
blood clot and died from the blood clot a day after received the Janssen
COVID-19 Vaccine Ad26.COV2. Concomitant medications, and details of the
event were not reported. This case has insufficient information to make a
meaningful medical assessment. The case will be assessed further when
additional information is received.; Reported Cause(s) of Death: BLOOD
CLOT
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THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1227819-1

BLOOD CLOT IN LEFT THIGH; SWELLING; FATIGUE; This spontaneous report
received from a consumer concerned a 55 year old female. Initial
information received on 13-APR-2021, processed along with information
received via telephone communication on 15-APR-2021 The patient's weight
was 100 pounds, and height was 152.4 centimeters. The patient's concurrent
conditions included progressive multiple sclerosis, swelling of the left leg and
foot, and non smoker, and other pre-existing medical conditions included the
patient had no known drug allergies. the patient was not a pregnant at the
time of reporting. The patient had no family history of thrombosis, no prior
deep vein thrombosis (DVT). The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: 1808609, expiry: UNKNOWN) dose was not reported, 1 total,
administered on 22-MAR-2021 for prophylactic vaccination. Concomitant
medications included baclofen, escitalopram oxalate, and risedronate sodium
(received 2 doses and stopped after the event). The patient's husband
reported that in MAR-2021, the patient had symptoms of fatigue. On 23-
MAR-2021, the patient had swelling and fatigue. Her fatigue was resolved on
24-MAR-2021 and swelling was resolving. On 05-APR-2021, the patient
developed left thigh swelling. On 06-APR-2021, the patient's swelling was
not going down and she visited her primary care physician. The physician
could not determine the cause of swelling (left thigh very noticeable clot
swollen around where clot was located) and the physician suspected clot and
performed an AD dimer (fibrin degradation) test to look for potential blood
clotting. The patient also had a venous duplex ultrasound that showed left
leg clot. At 19:00 on the same day, the patient's physician advised to visit
emergency room and determined there was a clot on left thigh and she was
prescribed Eliquis Starter Pack (apixaban) for 3 months treatment and
recommended another scan in several months. On 06-APR-2021, the
patient's vitals were reported as blood pressure 124/70 mmHg, heart rate 88
bpm and oxygen saturation of 99%. Laboratory data included prothrombin
time (PT) 13.4 sec, International normalized ratio (INR) 1.2 and activated
partial thromboplastin time (APTT) 34.8 sec. (Normal range not reported for
all) d-dimer and platelet count results were not available and Covid-19 test
was not performed. Body max index was 19.5 kg/m2. On an unspecified
date the patient was feeling better but had not recovered from the event.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient recovered from fatigue on 24-MAR-2021, had not recovered from
blood clot in left thigh, and recovering from swelling. This report was serious
(Other Medically Important Condition).; Sender's Comments: VO: This case
concerns a 55-year- old female subject, immobile due to progressive
multiple sclerosis who developed a left thigh swelling 12 days after Janssen
COVID-19 vaccine was administered intramuscularly for the prevention of
symptomatic SARS-CoV-2 virus infection. The patient's concurrent conditions
included body max index of 19.5 kg/m2, progressive multiple sclerosis and
swelling of the left leg and foot. She is a non-smoker, no known drug
allergies, no family history of thrombosis, or prior deep vein thrombosis
(DVT). Symptoms started with swelling of the left thigh and fatigue. The
fatigue resolved the next day. The patient's swelling in the left thigh was not
going down and she visited her primary care physician who checked her D-
dimer dimer (level not known to patient) and scheduled a venous duplex
ultrasound that showed a clot in the left thigh. Her vital signs were blood
pressure of 124/70 mmHg, heart rate 88 bpm and oxygen saturation of
99%. and she was prescribed Eliquis Starter Pack (apixaban) for 3 months
treatment and recommended another scan in several months. Laboratory
data included PT 13.4 sec, INR 1.2 and APTT 34.8 sec. D-dimer and platelet
count results were not available and Covid-19 test was not performed. The
patient is feeling better but had not recovered from blood clot in the left
thigh, and is recovering from the swelling. Given underlying progressive
multiple sclerosis with immobility and preexisting swelling of the left leg and
foot on the same lower extremity, the clotting of the left thigh is considered
not related to Janssen COVID-19 vaccine. Additional information has been
requested.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227917-1

BLOOD CLOT IN LEG; This spontaneous report received from a patient
concerned a 72 year old male. The patient's height, and weight were not
reported. The patient was reported to be over 6 feet tall and not overweight.
The patient's past medical history included cataract surgery (in his 60s); and
concurrent conditions included former smoker (ex-smoker who quit 1 year
ago). The patient had no chronic medical conditions and had no history of
recent travel or trauma. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number: Unk)
dose was not reported, administered on 01-APR-2021 for prophylactic
vaccination. The batch humber was not reported and has been requested.
The patient was not taking any concomitant medications. On 04-APR-2021,
the patient's leg felt abnormal and on 05-APR-2021, the patient went to
urgent care center, where an ultrasound found a blood clot. The patient was
prescribed Eliquis (apixaban) and was since feeling better, however, still had
leg discomfort. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient was recovering from blood clot in leg. This report was
serious (Other Medically Important Condition). Additional information was
received from consumer (daughter of patient) via telephone follow up on 16-
APR-2021. The following information was updated and incorporated into the
case narrative: patient details, medical history, concurrent conditions,
medical story including treatment, and event details.; Sender's Comments:
V1: Follow up from the patient's daughter provided additional clinical details.
This case concerns a 72 year-old male without significant medical history
who was diagnosed with a blood clot in his leg 4 days after receiving the
Janssen Covid-19 vaccine. He is not overweight, is not taking chronic
medication, and had no recent trauma or travel. He quit smoking one year
ago. Three days after vaccination, his leg felt abnormal. The following day,
he went to an urgent care center where an ultrasound revealed a lower
extremity blood clot. He was sent home with apixaban. No information
regarding blood testing was provided. As of the time of the report (i.e. 11
days after his diagnosis), he is feeling better but still has leg discomfort.
Based on the limited information, the relationship with Janssen Covid-19
vaccine is considered inconsistent. Additional information is being sought.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227919-1

BLOOD CLOT IN LEG; BLOOD CLOT IN LUNG; This spontaneous self-report
was received from a patient of unspecified age and sex. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: 1805029, expiry: unspecified) dose and therapy start date
were not reported for prophylactic vaccination. No concomitant medications
were reported. On an unspecified date, 2 weeks after getting vaccination,
the patient experienced blood clot in leg and blood clot in lung. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
the thrombosis leg and thrombosis pulmonary was not reported. The patient
also reported to VAERS (no reference number provided). This report was
serious (Other Medically Important Condition).; Sender's Comments: A
patient of unspecified age and sex experienced thrombosis leg and
thrombosis pulmonary 2 weeks after vaccine. No concomitant medications
were reported. No additional history, diagnostics, treatment, or other
information was reported. There is insufficient information to make a
meaningful medical assessment. Additional information has been requested.

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1227922-1

BLOOD CLOT; BROKE TAIL BONE; VACCINE EXPOSURE DURING PREGNANCY;
This spontaneous pregnancy report was received from a pharmacist via a
company representative, and concerned an approximately 40 year old
female. The patient's height, weight, and medical history were not reported.
The patient received Covid-19 vaccine Ad26.COV2.S (suspension for
injection, route of administration not reported, batch number: unknown)
dose and vaccination site were not reported, administered in 2021 for
prophylactic vaccination. No concomitant medications were reported. In
2021, the patient experienced vaccine exposure during pregnancy. The date
of the patient's last menstrual period and expected delivery date were not
provided. In 2021, the patient experienced broke tail bone during labor and
gave birth (live birth). On an unspecified date in 2021, the patient
experienced a blood clot and died. It was noted that she was at high risk for
clots because she was 4 weeks post partum (gravida 1, para 1). Action taken
with Covid-19 vaccine Ad26.COV2.S was not applicable. The patient died of a
blood clot and broke tail bone in 2021; the outcome of vaccine exposure
during pregnancy was not reported. It was unspecified if an autopsy was
performed. This report was serious (Death). This case, from the same
reporter is linked to 20210430297.; Sender's Comments: VO: The case
concerns a pregnant female subject around age of 40, who developed
thrombosis, skeletal injury and exposure during pregnancy an unspecified
time after Janssen COVID-19 vaccine was administered intramuscularly for
prevention of symptomatic SARS-CoV-2 virus infection. The subject's past
medial history, last menstrual period, estimated date of delivery and
concomitant medications were not provided. Per the reporter (pharmacist)
the patient was at a high risk for blood clots because she was 4 weeks post-
partum. The patient broke her tail bone during the labor, gave a birth, and
later died of a blood clot. No additional information was provided. It is not
known whether the autopsy was performed. Given alternative explanation
and risk factors of pregnancy, labor and skeletal injury (trauma) the event of
thrombosis is considered inconsistent with the causal association to
immunization, per the WHO causality classification for adverse events
following immunization. Events of skeletal injury was result of an accident
and therefore not considered related. Company causality for event of
thrombosis is considered not related to Janssen COVID-19 vaccine (Level 4 -
Insufficient information available to confirm a possible, probable or a
definitive case of venous thrombosis, per the Brighton Collaboration case
definition); Reported Cause(s) of Death: BLOOD CLOTS; BROKE TAIL BONE
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227923-1

COLD SYMPTOMS; DECREASED PLATELET COUNT; SADDLE PULMONARY
EMBOLUS; BLOOD CLOT IN RIGHT LEG; This spontaneous report was
received from a physician, and concerned a 58 year-old male patient. Initial
report was processed along with additional information received on 16-APR-
2021. The patient's height was 76 inches, weight was 266 pounds, body
mass index 32.4. The patient's concurrent conditions included hypertension,
and non-smoker. The patient had no personal or family history of clotting
disorders, no recent trauma or travel. He had an active lifestyle (an
outdoorsman who cut his own firewood). The patient received Covid-19
vaccine Ad26.COV2.S (suspension for injection, route of admin not reported,
batch/lot number: 1808609) dose was not reported, administered on 02-
APR-2021 vaccine anatomical site unknown, for prophylactic vaccination.
Concomitant medications included hydrochlorothiazide for hypertension. On
03-APR-2021, the patient experienced cold symptoms. It was reported that
some days later, he developed shortness of breath, dyspnea on exertion,
decreased exercise tolerance and right calf swelling. On 13-APR-2021, the
patient went to the doctor's office for his symptoms. An electrocardiogram
(EKG) was normal, and the ultrasound of right leg revealed a blood clot. As
the patient preferred to keep costs down, he was not hospitalized and was
started on anticoagulant Eliquis (apixaban). He was not hypoxic. On 14-APR-
2021, he called the doctor after a syncopal episode and was advised to go to
the emergency room (ER) where a computerized tomography (CT) scan
showed a saddle pulmonary embolus with evidence of right heart strain. His
oxygen (02) saturation was 97-98%. No treatment was given in the ER as
he already had started apixaban (2 doses received by that time). Laboratory
data included a normal comprehensive metabolic profile, normal troponin,
white blood cell count 9, hemoglobin 16, platelet count 120 (lower limit
normal: 130). No other tests were performed, and no prior complete blood
count (CBC) was available. On 16-APR-2021, the doctor called the patient for
follow up, and noted that he was feeling better. Action taken with Covid-19
vaccine Ad26.COV2.S was not applicable. The outcome of the blood clot in
right leg, saddle pulmonary embolus, decreased platelet count, and cold
symptoms was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO: This 58 year-old obese (BMI
32.4) male was diagnosed with a right leg blood clot and saddle pulmonary
embolus 11 and 12 days, respectively after vaccination with the Janssen
Covid-19 vaccine. Medical history included hypertension controlled with
hydrochlorothiazide. He is a non-smoker who leads an active lifestyle; there
was no recent trauma or travel and he had no personal or family history of
clotting disorders. The day after the vaccination, he experienced cold
symptoms. Then, an unspecified number of days later, he developed right
calf swelling, shortness of breath, dyspnea on exertion, and decreased
exercise tolerance. Eleven days after vaccination, he went to see his doctor
who ordered an ultrasound which revealed a blood clot in his right leg. EKG
was normal and he was not hypoxic. Apixaban was started as an outpatient.
The following day, the patient called the doctor after a syncopal episode and
was advised to go to the emergency room; CT scan revealed a saddle
pulmonary embolus with evidence of right heart strain. Oxygen saturation
was 97-98%. Labs included normal comprehensive metabolic profile,
troponin, white blood cell count of 9, hemoglobin 16, platelet count 120
(lower limit normal: 130). No treatment was provided in the ER as he had
already started apixaban. No other tests were performed, and the patient
returned home. Two days later, when his physician called him in follow up, he
was reportedly feeling better. Of note, platelet count was not checked on the
day of leg thrombosis diagnosis prior to apixaban initiation and no other
prior values were available for comparison; thrombocytopenia is a known
adverse reaction with apixaban. Based on the available information, the
relationship of the blood clot in the leg and pulmonary embolus with Janssen
Covid-19 vaccine is considered indeterminant.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1227926-1

BLOOD CLQOT; This spontaneous report received from a consumer via a
company representative and concerned a male of unspecified age. The
patient's weight, height, and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown) dose, start therapy date were
not reported for prophylactic vaccination. The batch number was not
reported. The Company is unable to perform follow-up to request batch/lot
numbers. No concomitant medications were reported. On an unspecified
date, a week or so after the Covid-19 vaccination the patient passed away in
his sleep. The patient had no underlying condition. An autopsy was
performed on an unspecified date and the patient was found to have blood
clot. The action taken with covid-19 vaccine ad26.cov2.s was not applicable.
This report was serious (Death).; Sender's Comments: VO: A male patient of
unspecified age passed away in his sleep an unspecified time after receiving
the Janssen COVID-19 vaccine for prevention of COVID-19 infection. It
stated that the patient had no underlying condition. A blood clot was found
by autopsy; no further details are provided. There is insufficient information
to make a meaningful medical assessment. Additional information is being
sought.; Reported Cause(s) of Death: BLOOD CLOT,; Autopsy-determined
Cause(s) of Death: BLOOD CLOT
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227928-1

"POTENTIAL DEEP VEIN THROMBOSIS; SMALL BLOOD CLOT; ANKLE CALF
BOTH SWOLLEN; This spontaneous self-report was received from a patient
and concerned a 64 year old female. The patient's height and weight were
not reported. The patient's concurrent conditions included no known allergies
and smoker. Other relevant history included no alcohol intake, nor any drug
abuse/illicit drug use. The patient received COVID-19 VACCINE
AD26.COV2.S (suspension for injection, route of administration and dose not
reported, batch number: 1805029, and expiry: unknown) administered on
14-MAR-2021 on the left arm for prophylactic vaccination. No concomitant
medications were reported. On 17-MAR-2021, the patient had ""ankle calf
both swollen"" indicating potential deep vein thrombosis. She went to
hospital emergency room, and ""HCP confirmed small clot"". The action
taken with COVID-19 VACCINE AD26.COV2.S was not applicable. The patient
was recovering from ""ankle calf both swollen"" and had not recovered from
potential deep vein thrombosis and small blood clot. This report was serious
(Other Medically Important Condition).; Sender's Comments: VO: This is a
spontaneous report of a 64 year old female who developed a swollen calf and
ankle swelling indicating a potential deep vein thrombosis 3 days after
receipt of Janssen COVID 19 vaccine. Patient was seen in the emergency
room by HCP, who confirmed a small clot. No other medical history was
reported but patient was noted to be a smoker, reported as 2x a year. Age
increases the risk of deep vein thrombosis, but the there is insufficient other
details to make a meaningful medical assessment."

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1227930-1

BLOOD CLOT; ARM SORENESS; TIREDNESS; This spontaneous report
received from a patient and concerned a 36 year old female. The patient's
weight was 177 pounds and height was 165 centimeters. The patient's past
medical history included fibroid surgery (fibroid was taken out 2 months),
and concurrent conditions included alcohol drinker (once a week -
occasionally), non-smoker, no drug abuse or illicit drug use, no known
allergies. The patient received COVID-19 vaccine ad26.cov2.s (suspension
for injection, intramuscular (right deltoid), batch number: 043A21A) dose
was not reported, administered on 05-APR-2021 for prevention of covid-19
disease. No concomitant medications were reported. On 05-APR-2021, an
unspecified amount of time after vaccination, the patient experienced arm
soreness and tiredness that resolved within 3 days. On 15-APR-2021, 10
days after vaccination, the patient experienced calf pain and blood clot. It
was reported the patient felt a very sharp pain on her right calf while
walking, pain scale was 8/10, and it was so painful that she could not put
pressure on it. Therefore, she decided to go to the hospital to have it
checked. Her attending physician confirmed based on ultrasound that she
has a blood clot on her right leg. She was prescribed blood thinner Eliquis
(apixaban) however she was still undecided because her insurance denied to
cover it and it was out of pocket. Once she returned home, she stated that
the sharp pain was gone and it was just achy. After conversation with her
physician, her physician postponed the medication for now because he
wanted to make sure that her blood was not already thin before prescribing
a blood thinner. She will go to the hospital again on 16-APR-2021 to see a
hematologist for blood works and her physician advised her not to work until
20-APR-2021 as a preventive measure. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient recovered from arm
soreness, and tiredness on 08-APR-2021 and had not recovered from blood
clot. This report was serious (Other Medically Important Condition, and Life
Threatening).; Sender's Comments: VO: a 36-year-old female experienced a
blood clot in her right leg, 10 days after receiving the Janssen COVID-19
vaccine for prevention of COVID-19 infection. The patient is a non-smoker,
her BMI is 34.5; she has no other relevant medical history and reported no
concomitant medications. Ten days after receiving the vaccine, she felt a
sharp pain, graded 8/10, in her right calf while walking. Ultrasound showed a
blood clot on her right leg. She was prescribed Eliquis but did not fill the
prescription and the pain subsided; she was to have further blood tests and
see a physician the following day. Additional information is being sought.
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"THROMBOSIS ARM; SHORTNESS OF BREATHE; ARM BURNING; ARM
DISCOMFORT; SWOLLEN ARM; This spontaneous report received from a
patient concerned a 59 year old of unspecified sex. The patient's height, and
weight were not reported. The patient's past medical history included blood
clots treated with Eliquis. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
1805020, and expiry: UNKNOWN) dose was not reported,1 total
administered on 08-MAR-2021, left arm for prophylactic vaccination. No
concomitant medications were reported. On 22-MAR-2021, two weeks after
vaccination the patient experienced swollen arm and arm discomfort. On 29-
MAR-2021, the patient experienced shortness of breathe and arm burning.
On 30-MAR-2021, the patient experienced thrombosis arm. Laboratory data
(dates unspecified) included: Scan (NR: not provided) Right Arm Occluded.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
COVID19 patient was recovering from swollen arm, and shortness of breathe, and had
(Covib19 not recovered from thrombosis arm, arm discomfort, and arm burning. This
THROMBOSIS (JANSSEN)) JANSSEN e report was serious (Other Medically Important Condition).; Sender's
(1203) Comments: VO: This 59-year-old of unspecified gender, currently on Eliquis
for history of blood clots noted swelling of arm with discomfort and burning
(described as ""like from a match"") as well as shortness of breath 14 days
after receiving COVID-19 VACCINE AD26.COV2.S on left arm. Scan showed
right arm was occluded. Treatment for the events was not reported; the
patient is recovering from swelling of arm and shortness of breath; the
patient have not recovered from thrombosis of arm and arm
discomfort/burning. The event is confounded by the underlying history of
blood clots that is being treated medically. However, the events are assessed
as indeterminate with a causal association to immunization, per the causality
classification for adverse events following immunization based on a lack of a
definitive plausible biological mechanism. Considering temporal relationship
and recently evolving theories in the literature about COVID infections and
vaccinations, potential vaccine contribution cannot be excluded. Additional
information has been requested for further assessment."
COoVvID19
(CoviD19 I was ill with diarrhea, sick to stomach, blood clots coming out of my rectum
THROMBOSIS | (;AnsseN)) [VANSSEN 12283041 | ¢ 24 hrs., body aches.
(1203)
COVID19 My symptoms i had sever hef'adache! Once April 1st I—!it! Thats Was_the day I_
(COVID19 Had a Heart stro_ke at store, i don?t rememper anything and once i wok(_e up i
THROMBOSIS JANSSEN 1228668-1 | was at the hospital, and they told me that i had a heart stroke because i had
(JANSSEN)) . . )
(1203) lots of blood clots in my boc_ly. And_ they told me i vomit and peed myself
durong the whole situation i went in store
Received Janssen vaccine 4/6. Started menstrual cycle 12 hours after
vaccine even though had just completed last cycle 1 week prior. Normally
cycles are 28-30 days apart. They have not been quite as regular since Covid
and has had some shorter periods between normal cycles. After the vaccine
COVID19 bleeding was heavier than normal with large clots but by end of last week
(CovibD19 had changed color and looked like it was ending. Today had no discharge
THROMBOSIS (JANSSEN)) JANSSEN - upon awakening but again has a small amount of bright blood. Of course,
(1203) there is concern for coagulopathy related to the vaccination. No leg pain, no
shortness of breath. Has had HA off and on since had Covid but no worse
now than in previous weeks. Left ear pain has been painful since Covid but
now has pain in both ears when that occurs. Quit taking ibuprofen last week
for discomfort and switched to Tylenol.
Janssen COVID-19 Vaccine EUA: patient presents to the emergency
COVID19 deaprtment (I_ED) reportil_'lg headache_ (_10 out of 10 pain, difficult tg keep
(COVID19 eyes open) with neck pain, blurred vision, nausea, and photophobia for two
THROMBOSIS (JANSSEN)) JANSSEN 1229690-1 | weeks prior to arrival. Patient is four month post partum and breastfeeding.
(1203) Patient diagnosed with cerebral venous sinus thrombosis and
intraparenchymal hemorrhage. Admitted and underwent venous sinus
thrombectomy. Currently still hospitalized.
Ccovip13 St feel ch i h f breath 3 days after th i
(COVID19 arted to_ eel chest pam and shortness o rgat 3 ays after t e_vaccme.
THROMBOSIS (JANSSEN)) JANSSEN 1230134-1 | Ended up in the hospital 5 days after the vaccine and diagnosed with blot
(1203) clots in the lungs.
According to patient, she woke up at 2:00 a.m. to use the restroom and
COVID19 noticed she had a very dry mouth and was thirsty. She passed out and when
(COVID19 she came to she experienced decreased vision. She was taken to the
THROMBOSIS JANSSEN 1230341-1 | emergency room via ambulance for tests. She was diagnosed with a blood
(JANSSEN)) -
(1203) clot to her lungs aft_er (;T scans. She also_ had aditional scans gnd blood work
and stayed at Hospital in town (I am having trouble adding this to the
shaded area in question 21).
COVID19 Six days after receiving the Johnson & Johnson/Janssen vaccine, the patient
(COVID19 complained about strong pain in the right arm (same as vaccination arm).
THROMBOSIS (JANSSEN)) JANSSEN 1230405-1 | She went to the ER on the 7th day after receiving the vaccination and after
(1203) doing EKG, ultrasound, and CT scan, they found multiple blood clots in her
right arm where she receive the vaccine.
COVID19 . . . .
(COVID19 patient came to clinic ¢/o right lower leg S\_Nelll_ng on 4/6/2021, on 4/13_/2021
THROMBOSIS (JANSSEN)) JANSSEN 1230877-1 | she underwent a doppler us and was dx with right common femoral vein

(1203)

thrombus. her platelets are normal



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3
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I received the vaccine on 3-12-21 and woke up 3-15-21 with pain in the
bottom of my left foot. I scheduled an apt with my PCP on 3-16-21. My PCP
scheduled an ultrasound on 3-24-21 where the nurse discovered blood clots
COVID19 in my lower left leg. I started taking Eloquis later that afternoon. I then had
(CoviD19 an apt with a blood dr. on 4-9-21 where she drew blood for tests. I was
THROMBOSIS (JANSSEN)) JANSSEN - experiencing my heart racing and she scheduled me an apt with a
(1203) cardiologist on 4-13-21 where the cardiologist suspected that the clots had
moved into my lungs. The cardiologist did an EKG on the same day. I have a
heart echo scheduled for 5-7-21. I am experiencing side effects from Eloquis
S0 4-19-21 I switched to Xeralto.
Around 5:30 pm in the evening following my vaccine I started having chills,
headache, nausea, and fever of 101. Chills got worse, whole body was
shaking and shivering. Nausea progressed into constant dry heaving. Head
was pounding with the worst pain I have ever felt in my life, worse than
natural child birth and worse than running marathons. The nausea was so
bad and I could feel my fever burning and getting worse. I was about to
vomit so got out of bed to go to the toilet to vomit and the whole room
started spinning completely out of control. My heart was racing and I could
hear it and feel it pounding rapidly through my ears. I couldn?t walk and was
COVID19 so disoriented I crawled to the bathroom to throw up in the toilet. My
(COVID19 husband heard me and came and picked me up off the bathroom floor and
THROMBOSIS (JANSSEN)) JANSSEN 1231266-1 | carried me to our bed. As the night progressed fever got worse, head was in
(1203) almost unbearable pain, severe body aches over my whole body, heart racing
and horrible nausea and dry heaving. I made it through the night. For two
days after I had a headache and fever and nausea and body aches and
couldn?t get out of bed to care for my children. By the third and fourth day I
was able to get out of bed at times and still felt fatigue, nausea, headache
and body aches. Anytime I would stand up for 10 days after the vaccine it
felt like I was rocking on a boat. I am almost at 2 weeks and still feel fatigue
and dizziness at times. On April 15th, 9 days after my vaccination I had
symptoms of a blood clot in my leg. I went to the Emergency Room and was
diagnosed with a superficial blood clot of the leg as well as swelling in the
vein. I am thankful to be alive!
::COO\CIID[;% 5 Blood clots coming from right nostril, headache, fatigue, stomach pains
THROMBOSIS (JANSSEN)) JANSSEN 1231692-1 | Nose bleed with clots lasted 15-20 minutes. Headache, fatigue, stomach
(1203) pains lasted throughout the day.
?C%\CII)I;‘?Q pt developed symptoms on 4/19/2021 after receiving shot on 4/7/2021.
THROMBOSIS (JANSSEN)) JANSSEN 1231985-1 | Patient was admitted to hospital and discovered to have a clot in left leg.
(1203) Patient is receiving Lovenox.
COVID19
THROMBOSIS gfﬂ‘l’é%?m) JANSSEN 1231997-1 | He developed a blood clot in his right arm.
(1203)
pt says one of her toes on her left foot went completely humber. Within a
couple of days she started swelling between her left big toe and the toe next
to it. Her entire left foot started swelling and then her leg started swelling.
She went via ambulance to ER. They did an US of her leg and found 2 blood
COVID19 clots in the back of calve. She was given a RX for blood thinner. She went to
(Covib19 3 pharmacies and could not find it so she went home. She went home and
THROMBOSIS (JANSSEN)) JANSSEN - then her right foot swelling as well. She went back via ambulance to ER. She
(1203) was given blood thinner injection, and IV and took blood work. Pt was
admitted where she stayed for 5 days. She was released and prescribed
Eliquis. She has to take 20 mg a day for first week and then 10mg a day the
following week for 3 months. She still has constant pain and her left foot
continues to swell. Pt will have to have another US in 3 months.
?C%\(}Fgfg "patient had a headache, weak arm, slept a lot more, experienced pain in
THROMBOSIS (JANSSEN)) JANSSEN 1232940-1 | arm as well, and a ""funny feeling"" in her chest. Patient went to the ER and
(1203) said they found a blood clot."”
COVID19
(CoviD19 Received shot on 3/12. Starting having pain in chest on 3/22. Was diagnosed
THROMBOSIS (JANSSEN)) JANSSEN - with blood clots in the lungs on 3/26 via blood test and CT scan.
(1203)
Patient states that while vacationing, 3 weeks and 1 day after receiving her
Janssen vaccine, she woke up at 8:30am with numbness in her left foot.
When attempting to stand she fell to floor. After checking her blood pressure
and blood sugar she took 2 tylenol and sat down to rest. Around 10:30am
COVID19 she began to have numbness in her Ie_ft hand and on the I_eft side of her face.
(COVID19 She was taken by ambulance at that time to Hospital. While there they ran a
THROMBOSIS (JANSSEN)) JANSSEN 1233202-1 | number of tests and scans diagnosing her with have a stroke caused by a
(1203) small blood clot in right side of her brain. She was admitted to the hospital
and was not discharged until 4/3/2021. Upon returning home, she has been
seeing her PCP, APRN and a neurologist. She has since been released on
4/19/2021 to go back to work and has no residual side effects from stroke.
She states she is now on blood pressure and cholesterol medication and is
taking a daily baby Aspirin.
A week and a half after taking the Janssen COVID shot I had a knot and pain
COVID19 come up in my lower back. After going to the chiropractor two times the knot
(CoviD19 and pain ended up in my right leg. I then went to Urgent Care where they
THROMBOSIS (JANSSEN)) JANSSEN - diagnosed me with a large blood clot. They sent me to imaging and after
(1203) scanning the area confirmed that there was a blood clot in my right leg.

Urgent Care then set me up with a specialist.
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COVID19 In the morning I noticed a pinching feeling in my lower right leg. I called my
(COVID19 doctor to check on this. She sent me for an ultrasound of the leg on
THROMBOSIS (JANSSEN)) JANSSEN 1233630-1 | 04/15/2021. During a follow-up visit she informed me that it was a
(1203) superficial blood clot and set up a second ultrasound on 04/28/2021 for
confirmation that it had cleared.
COVID19
(CoviD19 i . )
THROMBOSIS (JANSSEN)) JANSSEN 1233818-1 | Purple , looking like blood clots on the back of her leg
(1203)
COVID19
(Covib19 1233912-1 Intermediate Risk PE-diagnosed due to symptoms of pre-syncope,
THROMBOSIS (JANSSEN)) JANSSEN - palpitations. Clinical history includes long car ride
(1203)
Received a Janssen vaccination on 4/7/21 from a home visiting nurse from
the County Health Department. On approximately 4/13/21, the family
noticed slight signs of an issue, with patient slumping towards the right, and
showing some signs of weakness on right side of body. Family contacted the
COVID19 PCP, who advised to take her to the ED. Family was hesitant to do that
(COVID19 because patient had been bedridden for past few years. She seemed to
THROMBOSIS (JANSSEN)) JANSSEN 1234046-1 | improve somewhat on 4/15/21. Then the morning of 4/16/21, the family
(1203) found her on the floor of her bedroom. She appeared to have had a
moderate to severe stroke. Right side of body paralyzed, cannot speak.
Uncertain whether mental faculties further deteriorated. PCP ordered a
hospice facility for care. Stroke likely caused by blood clot but unsure if
related to 1] vaccine. She has not been evaluated in person by her health
care providers.
?C%K}Fgfg Went to the hospital with chest pain. They performed a catheter to check for
THROMBOSIS (JANSSEN)) JANSSEN 1234108-1 | blockages and instead found an extremely rare blood clot that ultimately
caused a mild heart attack.
(1203)
COVID19
(coviD19 ) : ,
THROMBOSIS (JANSSEN)) JANSSEN 1234132-1 | Blood clot in left leg , Found out on April 15 2021
(1203)
COVID19 We got a call from Doctor from ER to inform us that this patient came to the
(Covib19 i ER today & got swollen arm @ the injection site (left arm). They did the ultra
THROMBOSIS (JANSSEN)) JANSSEN - sound & found there's a clot in brachial vein on the opposite arm (right arm).
(1203) Doctor said they'll give pt Eliquist today.
THROMBOSIS |COVID19 JANSSEN 1234257-1 | "a 27 y.o. female with a history of Covid infection December 26, 2020,
(COVID19 positive covid test December 29, 2020. She had approximately 2 weeks of
(JANSSEN)) symptoms including generalized body ache and generalized weakness.
(1203) Fatigue and some headache. Had some persistence of symptoms after that

time. Had some benefit from ibuprofen. Was seen at emergency room on
January 27, 2021 stating that she felt that all her symptoms of Covid had
resolved except for some chest pain which awoke her on January 27. She
presented to the emergency room. Had sinus tachycardia at 113 but
otherwise unremarkable physical exam, laboratory studies with white blood
count elevated 16,004-20, hemoglobin 13.7 g hematocrit 41.8%, MCV 87.1,
RDW 12.7%, platelet count 329,000, segs 72.8%, lymphs 20.6%,
monocytes 4%, eosinophils 1%, basophil 0.6%. BUN 10.1, creatinine 0.8,
AST 24, ALT elevated 56, alkaline phosphatase 68, total protein 7.6, total
bilirubin 0.3, albumin 3.6, globulin by subtraction 4.0, troponin less than
0.02, D-dimer quantitative 0.22, urine pregnancy test normal. Chest x-ray
normal. Chest pain appears to be musculoskeletal and was reproduced by
palpation of her chest wall. No evidence of deep venous thrombosis or
pulmonary embolism. D-dimer was normal. Heart rate returned to normal
after some intravenous fluids. Patient discharged on Zithromax 500 mg day
1 and then to 50 mg days 2 through 5. Also continued on ibuprofen.
Received Johnson and Johnson vaccine April 5, 2021. Over the next week
patient started having increasing soreness. Her joints hurt more than usual
and her headache was worse. She had a sensation that her legs were
""numb and tingly"" starting at her buttocks and extending down her leg.
Because of reported incidence of cerebral sinus thrombosis or cerebral vein
thrombosis patient appropriately presented for screening in the emergency
room and was sent for appropriate imaging. April 16, 2021 CT scan of head
with and without contrast no acute intracranial hemorrhage, no mass-effect
or midline shift. On contrast-enhanced images there appears to be a lobular
nonocclusive filling defect in the far lateral right transverse sinus. Lobular
occlusive filling defect is also likely present in the mid to central right
transverse sinus. Short segment filling defect in the medial left transverse
sinus. Remainder of sinuses and internal cerebral veins are patent. Focal
lobular filling defect within the confluence of the right and transverse sinus
most likely related to arachnoid granulation. No edema hemorrhage of the
cerebellum or cerebrum. No other significant findings. April 16, 2021
confirmatory MRI angiogram of head without contrast with no restricted
diffusion to suggest acute or subacute infarct. Contrast void in the middle to
central right transverse sinus consistent with occlusive thrombus.
Nonocclusive thrombus in the far lateral right transverse thrombus.
Narrowing of the medial left transverse sinus without complete occlusion.
April 16, 2021 2345 hrs. inital hematology consultation. D-dimer and
fibrinogen levels have been requested stat and are still pending. If fibrinogen
level is low will replace with cryoprecipitate. If D-dimer is elevated barely
confirms diagnosis of possible vaccine related thrombosis. The fact the
patient is not thrombocytopenic at this time is encouraging, however despite
the lack of thrombocytopenia she still has clearly documented symptomatic
nonocclusive and occlusive thrombus in her cerebral sinus. From
UPtoDate.com Ad26.COV2.S (Janssen COVID-19 vaccine, also referred to as
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Administration (FDA) and Centers for Disease Control and Prevention (CDC)
recommended pausing administration of AD26.COV2.S to further investigate
rare cases of cerebral venous sinus thrombosis and thrombocytopenia [33].
As of that date, six cases had been reported, all in females aged 18 to 48
years with onset 6 to 13 days after vaccination; during this period, 6.8
million doses were administered (with 1.5 million doses in females of that
age range) [121-123]. Since some vaccine recipients have not been followed
for longer than the time frame over which these symptoms develop, the
incidence may change with additional follow-up. Initial symptoms included
headache, backache, chills, and fatigue, and progressed to focal neurologic
deficits. Intracerebral hemorrhage and thromboses at other sites were also
seen in some patients. All of the five patients who were tested for the anti-
PF4 HIT antibody tested positive. Another case, in a young male who was a
vaccine recipient in one of the pre-emergency use authorization efficacy
trials, had been previously reported. These cases appear similar to those
reported following ChAdOx1 nCoV-19/AZD1222, another adenovirus-vector
vaccine. Although rare, the observed number of events exceeded the
expected rate among females <50 years old. Given the extreme rarity of
these events, the FDA and CDC acknowledge that they recommended the
pause out of an abundance of caution and to ensure awareness of these rare
events. ?Evaluation and management of possible thrombotic complications ?
Recipients should be aware of the possible association and seek immediate
care for signs and symptoms suggestive of thrombocytopenia (eg, new
petechiae or bruising) or thrombotic complications (including shortness of
breath, chest pain, lower extremity edema, persistent severe abdominal
pain, unabating severe headache, severe backache, new focal neurologic
symptoms, and seizures) [117]. In such cases, some experts suggest
evaluation with complete blood count and differential (including the platelet
count), quantitative D-dimer, HIT testing, and imaging of any suspected site
of thrombosis [113,114,125]. Onset 4 to 20 days after vaccination, platelet
count <150,000/microL, elevated D-dimer, and a positive anti-PF4 antibody
(HIT antibody) suggest the diagnosis. Treatment with a non-heparin/non-
warfarin anticoagulant (eg, argatroban or direct oral anticoagulant) and
intravenous immune globulin has been suggested. The CDC recommends not
using heparin in individuals with thromboses following receipt of
Ad26.COV2.S unless HIT testing is negative [126]. (See ""Cerebral venous
thrombosis: Etiology, clinical features, and diagnosis"" and ""Clinical
presentation and diagnosis of heparin-induced thrombocytopenia"", section
on 'Terminology and HIT variants' and ""Management of heparin-induced
thrombocytopenia"", section on 'Role of IVIG'.) As stated above all the 6
cases were ""all in females aged 18 to 48 years with onset 6 to 13 days after
vaccination"" this would certainly fit the timeframe that we are seeing in this
case. Recommendations from national guidelines would be to start treatment
with dexamethasone immediately while awaiting intravenous
gammaglobulin. To pursue intravenous gammaglobulin treatment at 1 g/kg
over 1 to 2 days. It is recommended to avoid heparin and instead use direct
factor X inhibitor such as Eliquis, which this patient is already been started
on. There is unfortunately considerable risk that even though patient's
symptoms appear mild at this time, that she may deteriorate in the very
near future and I would recommend treating her aggressively at this time
with dexamethasone and intravenous gammaglobulin while we are awaiting
further testing. Patient clearly has had unusual thrombosis, especially in a
27-year-old. With the fact that she had headache dating back to January, it
is impossible to determine the acute versus chronic nature of her venous
sinus thrombosis. Covid infection does cause increase in coagulation as well.
However, given the small risk of tragic outcome with cerebral vein and sinus
thrombosis in the setting of Covid vaccinations, we will proceed aggressively
with treatment starting tonight with intravenous gammaglobulin and
intravenous dexamethasone. Will require rapid fasting glucoses to evaluate
possible hyperglycemia from high-dose dexamethasone. Will consider
stopping dexamethasone at 48 hours. Current recommendation for
gammaglobulin would be single 1 g/kg or 500 mg/kg over 2 days. No
recommendations for treatment beyond this point. Current recommendations
for gammaglobulin dosing would recommend using an adjusted dose for
patients with greater than 125% of their ideal body weight. This patient at
122 kg on a 5 foot 2 inch frame does qualify for adjusted dose and her
orders reflect that. I appreciate the opportunity see this patient this evening
and consultation requested by Dr. We will follow patient in hospital. Hopefully
she will have gradual improvement and avoid any serious or tragic
complications of her cerebral sinus thrombosis. We will have pharmacy
report possible adverse reaction to Johnson & Johnson vaccine to the FDA as
required by law. April 17, 2021 follow up. No new events. Laboratory studies
remained excellent. White blood count is further elevated, however, this may
be secondary to high-dose dexamethasone with a white blood count of
16,060. Hemoglobin 14.0 g hematocrit 42.8%, MCV 86.8, RDW 12.9%.
Platelet count is actually increased slightly at 374 as of 9:10 AM this
morning. Differential shows left shift as expected with dexamethasone.
Results from yesterday showed fibrinogen normal at 369 (180?415) pro time
normal at 10.4 seconds with INR of 0.97, PTT 26.7. D-dimer 0.23 (0.19?
0.50). With platelet count, fibrinogen and D-dimer normal I am inclined to
believe that this is not an acute post vaccination HIT-like phenomena. If it
were I would still expect to see some degree of thrombocytopenia elevated
D-dimer and perhaps low fibrinogen. The other explanations for her cerebral
venous sinus thrombosis are either idiopathic spontaneous and merely
coincidentally associated at the exact same time as her Covid infection or
more likely, cerebral venous sinus thrombosis secondary to hypercoagulable
state secondary to her Covid infection from December 2020. Unfortunatly
there is no way to accurately date the acuity of the venous thrombosis in her
cerebral sinus. HIT Testing is still pending and most likely will not be
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laboratory and asked them to check with our outside reference lab what the
expected return time is on this test. (LabCorp says ""Tuesday April 20,
2021). Patient refused intravenous gammaglobulin infusion which has been
ordered last night. Patient has been receiving dexamethasone which was a
bridge until intravenous gammaglobulin could be administered. Current
guidance from the expert hematology panel (EHP) on Covid vaccine induced
thrombosis dated April 7, 2021 from the public health would state that a
patient who has a reduced platelet count without thrombosis with a D-dimer
normal and normal fibrinogen or thrombosis with a normal platelet count and
D-dimer normal and normal fibrinogen are ""unlikely cases"". They
recommend for probable cases who have D-dimers that are elevated to send
HIT assay and then give immediate intravenous gammaglobulin while
awaiting results. They recommend fibrinogen supplementation, if needed.
They recommend a direct acting antithrombin agents such as the Eliquis this
patient is receiving. They recommend steroids particularly if there is a delay
in getting intravenous gammaglobulin delivered. With the fact that we now
have 24 hours in the hospital with no evidence of thrombocytopenia, no
evidence of increased fibrinolytic activity or active thrombosis, and no
evidence of hypofibrinogenemia, I would argue that her presentation is
subacute. In this setting, I do not feel intravenous gammaglobulin would be
necessary and does involve a small risk as well as considerable cost.
Dexamethasone also involves small risk and negligible cost. I have
discontinued both of these medications. My overall impression would be that
this was not related to her Johnson & Johnson vaccination which was recent,
but rather her more distant Covid infection. It is impossible to definitively
answer the question however. The next question is duration of
anticoagulation. Risk of recurrent cerebral sinus venous thrombosis is
relatively small but the morbidity can be high. Studies have been performed
showing medications in the same class as Eliquis have been associated with
a decrease in incidence of the recurrence. Most hematologist recommend 3
months of anticoagulation for provoked venous thrombosis including cerebral
sinus venous thrombosis. I feel this patient's thrombosis is ""provoked"",
with her association at the same time of her Covid infection (and possibly
vaccination). I would recommend Eliquis (apixaban) 5 mg twice daily or
Xarelto (rivaroxaban) 20 mg daily with food. I would feel comfortable in
discharging patient for outpatient follow up IF Dr and other speciality
services agree. Plan 3 months of full dose anticoagulation with direct factor X
inhibitor. Circulation 2010 Jun 29;121(25):2740-6 ""Long-term evaluation of
the risk of recurrence after cerebral sinus-venous thrombosis"", Background:
The clinical course of cerebral sinus-venous thrombosis (CSVT) is largely
unknown because prospective studies with a long follow-up and with the goal
to assess thrombosis recurrence rate and predisposing factors for recurrence
are lacking. Methods and results: One hundred forty-five patients with a first
CSVT were followed up for a median of 6 years after discontinuation of
anticoagulant treatment. End points were recurrent CSVT or other clinical
manifestations of venous thromboembolism. CSVT recurred in 5 patients
(3%) and other manifestations of venous thromboembolism (deep vein
thrombosis of the lower limbs or pulmonary embolism) were seen in 10
additional patients (7%), for a recurrence rate of 2.03 per 100 person-years
(95% confidence interval, 1.16 to 3.14) for all manifestations of venous
thromboembolism and 0.53 per 100 person-years (95% confidence interval,
0.16 to 1.10) for CSVT. Nearly half of the recurrences occurred within the
first year after discontinuation of anticoagulant therapy. Risk factors for
recurrent venous thrombosis were male sex (adjusted hazard ratio, 9.66;
95% confidence interval, 2.86 to 32.7) and, for thromboses other than CSVT,
severe thrombophilia resulting from antithrombin, protein C, protein S
deficiency, anti-phospholipid antibodies, or combined abnormalities (adjusted
hazard ratio, 4.71; 95% confidence interval, 1.34 to 16.5). Conclusions: The
risk of recurrent CSVT is low and is higher in the first year after
discontinuation of anticoagulant treatment and among men. Mild
thrombophilia abnormalities are not associated with recurrent CSVT, but
severe thrombophilia entails an increased risk of deep vein thrombosis of the
lower limbs or pulmonary embolism. April 19, 2021 Follow up, no change in
condition. Discussed case with Dr, will order Factor V Leiden, prothrombin
gene mutation, anti phospholipid and anti cardiolipin antibodies, if she will
allow draw. Expect Heparin Induced Thrombosis testing result tomorrow, but
with no thrombocytopenia after given heparin, expect will be normal. Will
await result. If discharged, would recommend 3 months direct thrombin
inhibitor (Eliquis/Xarelto/Pradaxa) at full anticoagulation dose. Then stop, no
taper. Overall still feel ""provoked"" thrombosis due to December Covid,
unrelated to J&J Covid vaccine, but can not definitively prove that.."

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1234500-1

Blood clot leading to stroke

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1234526-1

Blood clot in left leg on 3/22/2021 and 3/29/2021

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1234907-1

On April 16 patient came home fatigue, pale and legs hurting. The next day
complained of right knee pain, Fatigue and looked pale. He woke up in the
middle of the night complaining of right calf tightness and pain. On Sunday
18th he started to limp and when we looked at his calf it was double in size,
warm to touch, and redness. We then went to the ER and had an ultrasound
and CT scan . We were told he has multiple blood clots in the right leg and
clots in both lungs. He was then transported to a hospital and given blood
thinner shots in stomach. He was released from the hospital 4/20 and given
blood thinners and assigned a hematologist. He?ll be on blood thinners 6-12
months, out of work a month and tested reaularlv to check platelets
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"Patient presented to the ER on 4/20/21 with headache. On Saturday
(4/17/2021), the patient had ""the worst headache I have ever had"" along
with severe inner left ear pain. Patient took an ibuprofen which helped with
the pain for about an hour then the pain came back. Pain got worse 2 hours
later when she drove home from work. She called the RN line and was told
COVID19 to take ibuprofen and follow up in the AM. The next day 4/18/2021, patient
COVID19 went to urgent care and received Toradol and was told it was a migraine.
THROMBOSI ( ANSSEN 1235447-1
OMBOSIS (JANSSEN)) JANSS - Today 4/20/21, patient still had pain and noted feeling left sided facial
(1203) numbness and blurry vision that correlated with when she got the headache.
Patient went to an urgent care today and CT scan revealed a blood clot. She
was then sent to the ED for evaluation. In the ED, she has no headache and
facial numbness and has minimal left ear pain. Her headache is localized to
the left side of her head. Patient denies fever, chills, and COVID symptoms.
Patient was started on argatroban drip per hematology recommendation."
"I received the Janssen vaccine on 3/5/2021. My first menstrual cycle after
the vaccine, which started on 3/21/21, was significantly different than any
other period. I woke in the middle of the night to extreme pain in my
COVID19 abdomen and bled along the floor as I walked to the bathroom. There were
(COVID19 clots in the blood in addition to extraordinarily heavy blood flow. The period
THROMBOSIS (JANSSEN)) JANSSEN 1235593-1 | was so significantly different from any other that I scheduled an appointment
(1203) with a nurse practitioner that works with my primary care doctor. I asked her
to ""run"" all tests that were available and approved by insurance, which she
did. All came back normal. Due to the significant difference in my period this
month, the ARNP requested an inner-uterine ultrasound which found the
below:"
"IN ICU WITH CLOTS; This spontaneous report was received from social
media via a company representative and concerned a male patient of
unspecified age. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, intramuscular, batch number: Unknown) dose, start therapy date
were not reported, for prophylactic vaccination. The batch number was not
reported. The Company is unable to perform follow-up to request batch/lot
COVID19 numbers. No concomitant medications were reported. On an unspecified
(COVID19 date, the patient was hospitalized in the intensive care unit (ICU) with clots
THROMBOSIS (JANSSEN)) JANSSEN 1236116-1 | (date unspecified). The action taken with covid-19 vaccine ad26.cov2.s was
(1203) not applicable. The outcome for the event of clots was not reported. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: v0 This report involves a male patient of unspecified age who
received the Janssen COVID-19 Vaccine Ad26.COV2 and, after an unspecified
period of time, was hospitalized in the intensive care unit (ICU) with ""clots""
(site unspecified). Medical history, concomitant medications, and details of
the event were not reported. This case has insufficient information to make a
meaningful medical assessment. The case will be assessed further when
additional information is received."
I began having pain in my lower left leg later on Sunday (felt like a pulled
COVID19 muscle) but by Monday it was more painful. Since I had surgery (see above)
COVID19 my doctor sent me fir an ultrasound where a clot was found. Went to
THROMBOSI ( ANSSEN 12 -1
OMBOSIS (JANSSEN)) JANSS - emergency room to further evaluate and get treated. Was given elequis and
(1203) am taking for 3 months. Was told clot was likely related to immobility from
injury, but wanted to report just for your consideration
COVID19
THROMBOSIS gffx)r\llgjs?m) JANSSEN 1236759-1 | Foot and ankle swelled and went to doctor - found blood clot in right leg
(1203)
CoOVID19
THROMBOSIS ffm’énsgm) JANSSEN 1237651-1 | Possible cerebral venous sinus thrombosis
(1203)
COVID19
THROMBOSIS gfﬂ‘l’g’s?m) JANSSEN 1237936-1 | Blood clot in right arm , SOB, CHEST PAIN, arm pain,
(1203)
CoVvID19
(CoviD19 i
THROMBOSIS (JANSSEN)) JANSSEN 1238061-1 | Blood clot
(1203)
COVID19 States she developed leg pain 6 days after shot and didn't think it was
COVID19 anything to worry about until she saw the J&J blood clot news and decided to
THROMBOSI ( ANSSEN 12 -1
OMBOSIS (JANSSEN)) JANSS 38583 get checked. Had appt and ultrasound on 4/19/2021 with NP. Found to have
(1203) two non-occlusive, small blood clots in the right leg.
COoVvID19 verse event: Ischemic Colitis most likely from a blood clot Symptoms:
Ad t: Ischemic Coliti t likely f blood clot S t
(Covib19 1238678-1 stomach pain -> severe diarrhea -> diarrhea of only blood, no stool for 24
- rs Symptoms began Saturday after vaccination (which was administere
THROMBOSIS (JANSSEN)) JANSSEN 38678 hrs S ¢ b Saturd ft ination (which dministered
(1203) Thursday afternoon) Treatment: hospitalization, steroids, antibiotics
COVID19 Pt experienced pain/cramping in his right leg on or about 4-15-21. Thought
this was due to new work shoes. Pain continued through the weekend and on
(CoviD19
THROMBOSIS (JANSSEN)) JANSSEN 1238925-1 | Monday 19th visited his PCP where a scan was preformed confirming a clot
(1203) in his right leg between his thigh and ankle. Pt started on therapy and has a
follow up with his physician on Friday 23rd. Pt doing well and in good spirits.
COVID19 2 weeks and 2 days after receiving the vaccination I had a blood clot blown
(COVID19 from my nose no before issues with a bloody nose and not after it was a
THROMBOSIS (JANSSEN)) JANSSEN 1239051-1 | large blood clot there was not any continued bleeding before or after. Also
(1203) where the shot was given is still sore in that area and does not seem to get

better this is my right arm I am exercising and not any improvement.
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1239726-1

Super sick 2-6 days after shot. Fever, chills, aches, headache, vomiting

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1240565-1

"BLOOD CLOT; This spontaneous report received from a male patient of
unspecified age. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: Unknown) dose was
not reported, frequency 1 total administered on MAR-2021(2weeks ago from
date of reporting) for prophylactic vaccination.The batch number was not
reported. The Company is unable to perform follow-up to request batch/lot
numbers. No concomitant medications were reported. The patient wanted to
know about the blood clots with the JNJ shot and was thinking that he had a
blood clot on 13-APR-2021. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of blood clot was not reported.
This report was serious (Other Medically Important Condition).; Sender's
Comments: VO: A consumer of unknown age or gender called company to
inquire what is going on with blood clots after vaccine. The subject stated
that he thinks he has a blood clot 2 weeks after vaccine, but did not provide
details, did not see a doctor or have an any diagnosis, and refused to see a
doctor despite encouragement. He did not share any contact information or
other information stating he would ""wait for our lies to come out about
clots."" This case is confounded by a lack of meaningful history, a lack of
diagnosis, a lack of workup, and a lack of contact information for any follow
up. A meaningful medical assessment can not be made."

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1240708-1

Delayed menstrual cycle by 4 days, when started very painful and heavy.
Much more clots than usual and lasting longer than usual. Uncomfortable
enough to require rest. Still going heavy when it should be tapering off.?

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1241054-1

BLOOD CLOT IN LEFT CALF; This spontaneous report received from a patient
and concerned a female of unspecified age. The patient was called to obtain
additional information on 21-APR-2021 and message was left on a voicemail.
The patient's height, and weight were not reported. The patient has no
family history of thrombosis. The patient does not have any underlying
conditions. The patient received covid-19 vaccine ad26.cov2.s (suspension
for injection, route of admin not reported, batch nhumber: unknown) dose
was not reported, administered on 13-MAR-2021 for prophylactic
vaccination. The batch number was not reported and has been requested. No
concomitant medications were reported. On 14-APR-2021, the subject
experienced blood clot in left calf. The patient noted that she did not have
any underlying conditions or family history that may have made her more
predisposed to this diagnosis. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient had not recovered from blood
clot in left calf. This report was serious (Other Medically Important
Condition).; Sender's Comments: VO: This spontaneous report concerns a
female patient of unspecified age who experienced a blood clot one day after
Janssen COVID-19 vaccine was administered for prevention of symptomatic
SARS-CoV-2 virus infection. The patient's height, and weight were not
reported. The patient has no family history of thrombosis and has not
reported any underlying conditions. No concomitant medications were
reported. The patient did not provide details related to the blood clot, except
it was not resolved at the time of the report. Given lack of alternative
explanation and temporal plausibility the event is considered possibly related
to Janssen COVID-19 vaccine.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

12411431

BLOOD CLOT; This spontaneous report received from a consumer via a
company representative concerned a female (consumer's wife) of unspecified
age. The patient's weight, height, and medical history were not reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch humber: Unknown) dose, start therapy
date were not reported, for prophylactic vaccination. The batch number was
not reported and has been requested. No concomitant medications were
reported. On an unspecified date, the patient experienced blood clot. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clot was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: VO: This is a
spontaneous report of a female patient of unspecified age, who developed a
blood clot an unspecified time after receiving the Janssen COVID-19 vaccine.
No medical history or concomitant medications were provided. There is
insufficient information to make a meaningful medical assessment. Additional
information is being sought.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

12411851

BLOOD CLOT IN LEFT LEG; LEFT LEG CALF PAIN; This spontaneous report
received from a patient concerned a 78 year old Asian, Not Hispanic or
Latino male. The patient's weight was 220 pounds, and height was 67
inches. The patient's past medical history included stent (unknown where
stent was placed), and concurrent conditions included non alcohol user, and
non smoker. The patient had no known drug allergies and no any drug abuse
/ illicit drug use. The patient was previously treated with Clopidogrel
bisulfate for drug used for unknown indication. The patient received Covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: 1805031, and expiry: UNKNOWN) dose was not reported, 1
total administered on 18-MAR-2021 to left arm for prophylactic vaccination.
Concomitant medications included amlodipine, metformin, metoprolol, and
vitamin b complex all for drug used for unknown indication. On 28-MAR-
2021, the subject experienced left leg calf pain. Patient reported that he
experienced left leg pain below calf muscle and went to hospital and was
further diagnosed with blood clot in left leg on 16-APR-2021. He was on
Plavix and asked to stop Plavix on 16-APR-2021 by physician and placed on
Eliquis 10 mg for the first 7 days twice a day and then 5 mg once a day for
blood clot in left leg as treatment administered and with further concern to
physician. He had appointment to hematologist for further follow up on 26-
APR-2021. Laboratory data included: Diagnostic ultrasound (NR: not
provided) Blot clot to left lower leg on 16-APR-2021. The action taken with
Covid-19 vaccine ad26.cov2.s was not applicable. The patient had not
recovered from left leg calf pain, and blood clot in left leg. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO:
This is a 78 year old male patient, who experienced left leg calf pain 10 days
after receiving the Janssen COVID-19 vaccine on his left arm. 29 days after
receiving the vaccine, patient sought consult for the left leg pain and was
further diagnosed with blood clot on the left leg by diagnostic ultrasound.
Patient's weight is 220 pounds and has a height of 67 inches. Patient is non
smoker and does not take alcoholic beverages. Patient has no known history
of drug allergies or drug abuse. Past medical history include having stent
placed on him but he could not recall where the stent was placed. Patient
was on Clopidogrel bisulfate but was asked to stop on the day he was
diagnosed with the blood clot. Other concomitant medications include:
amlopidpine, metformin, and vitamin B complex,. Indication for all
medications being taken is unknown. Age and obesity (BMI = 34.5 per
weight and height provided) are known risk factors for developing blood clot
in the lower leg. Having a stent and concomitant medication suggest a
cardiac problem. Based on the available information and considering the
temporal relationship, the events of left leg calf pain and blood clot are
assessed as indeterminate per WHO causality classification of adverse events
following immunization.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1241572-1

My period was supposed to start on 04/09 the day I got the vaccine. It was
delayed until 04/13 when it began to bleed BLACK clotty sticky sludge. It
had the appearance and consistency of vegemite or molasses. Black sludge.
At first it was extremely heavy with very large black clots. Then it became
tiny little black clots suspended in a brown sludge. This continued for 6 days
until 04/18. Then on 04/19 my menstruation turned bright red with no clots,
but has not abated at all for another 4 days. I am currently today on
Thurday 04/22 still bleeding almost 2 weeks after taking the J&J shot. I
cannot believe I am still bleeding after 10 full days!!! Never in 30 years of
menstruating have I had a 10 day period. I am very scared and upset.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1241772-1

I have severe swelling in both legs from knee to my feet, severe itching and
hives, legs have blistered and burst open. I also have a Blood clot in my
lower left leg. Have tried 2 kinds of antibiotics, I am on Xarelto 10 mg tab for
the blood clot

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1241867-1

Received the vaccine approximately 12:22 PM on Saturday, April 10, 2021.
At approximately 6:55 pm that same day (Saturday, April 10, 2021) my
husband collapsed in our living room. I called 911 and the operator talked
me through how to do chest compression CPR on my husband until the
paramedics arrived. My husband was then taken by ambulance to hospital
where doctor performed an emergency procedure wherein he removed the
blood clot in one of my husband's stints (he has three) that he had put in in
2017. Doctor was able to eventually stabilize my husband's heart. My
husband spent 5 days in the hospital as a result of this.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

12419571

Thrombosed Hemorrhoid (blood clot). Rapid onset of initial pain. Still
experiencing pain.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1241986-1

I had 2 adverse reactions to the Janssen Covid-19 Vaccine EUA: AE #1)
Roughly 15 minutes after receiving the vaccination, the lower half of my face
went numb for approximately 3 hours. The people who administered the
vaccine made me stay at the site for about an hour and a half to make sure
that the reaction did not get worse. AE #2) 10 days after receiving the
vaccination, the lower part of my left leg began to swell significantly. I went
to the emergency room on 4/13/2021. When I was there, they did tests and
confirmed that I have a blood clot behind my knee. To treat the blood clot,
the emergency room doctor gave me lovenox 110mg and warfarin 5mg.
Since then, I have followed up with my primary doctor who has me taking
warfarin 10mg ( 1x daily) and lovenox (as needed).

THROMBOSIS

CoVID19
(covip19
(JANSSEN))
(1203)

JANSSEN

1242233-1

Blood clots in the Liver and Kidney also Pulmonary Embolism. went to ER
was admitted and spent 6 days there. was put on Heparin as well as
antibiotics. currently on Warfarin to maintain proper blood INR numbers.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
On March 13, I received the Johnson & Johnson vaccine at the clinic The
pharmacist monitored me for symptoms but there were none right away. I
did have a fever and some body aches in the two or three days that followed
but those were short-lived. While driving on March 16, I started experiencing
some irregular breathing and periods of shortness of breath about three
hours after leaving home. I stopped at the emergency room at the Health
COVID19 Center where Dr diagnosed me with an acute pulmonary embolism after
(COVID19 discovering a small blood clot in one of my lungs. He prescribed me with
THROMBOSIS (JANSSEN)) JANSSEN 1242493-1 | Eliquis, which I am still taking today. Their phone number is provided if you
(1203) have questions. I haven't had too many shortness of breath episodes lately
but do not know if the blood clot is still there. I am scheduled to see my
hematologist on April 27 to get further updates on this. My hematologist Dr
is located in clinic number provided While it has not yet been proven that the
vaccine caused the blood clot in my lung, I feel the need to report this in the
wake of recent news about the Johnson & Johnson vaccine. My hematologist
and primary care physician are both aware that I have received the vaccine
but I have not received any further communication from them.
03/19/21 woke up with numbness on whole right side of body (head to toe).
COVID19 Referred to ER by Family Physician on 03/20/21. admitted to hospital for
(COVID19 testing. MRI confirmed a blood clot caused a Lacuna Infarcts Event (type of
THROMBOSIS (JANSSEN)) JANSSEN 1242694-1 | mini stroke) The patient continues to have numbness and difficulty walking,
(1203) driving and has affected her normal daily activities. The patient will be
required to start Plavix and baby aspirin. Waiting for requirement for Prolong
numbness which affects her daily activity.
I took the vaccine at 2:10pm on 4/8/21 and 20 minutes later at 2:30pm on
COVID19 4/8/21 my cycle started a whole week early, which is very abnormal for me.
(Covib19 i I am bleeding clots of blood for 5 days now with weakness and pains. My
THROMBOSIS (JANSSEN)) JANSSEN - normal cycle is very regular and lasts 3 days, the first day is heavy then
(1203) moderate, then light on the third day i barely need a liner. This has been
heavy bleeding with sizable blood clots.
On Sunday night, 04/11/2021 around 7:00pm, patient stated she started
getting sick to her stomach. She complained of headaches and fatigue. At
COVID19 midnight she vomited, couldn't lay down and symptoms lasted all night. She
COVID19 complained of back pain too. she noticed blood in her urine with a clot of
THROMBOSIS ( JANSSEN 1243646-1 - . .
(JANSSEN)) — | blood in it and had shortness of breath. She vomited twice. In contact by
(1203) phone with her daughter at the time. Patient refused to go the the
emergency room or call her physician. She has a cardiologist who is her
primary care physician.
COoVvID19
THROMBOSIS E-(J:/(\)f}l,é%?N)) JANSSEN 1244000-1 | Swelling in ankle, then in right leg.
(1203)
Experienced blood clots in my nose every night for about 10 nights after
receiving vaccine injection. Didn't think anything of it until I mentioned it to
COVID19 my mom who received her vaccine at the same time & place from the SAME
(Covib19 i BOTTLE and she too was waking with bloody clots in her nose. I experienced
THROMBOSIS (JANSSEN)) JANSSEN - a reoccurrence for 4 days in mid April. I wouldn't have said anything but
(1203) friends nagged us after the J&J blood clotting issue. (We both also
experienced severe piercing & throbbing pain in the bone beneath the
injection for about 14 days.) I mentioned both events to my GP on 3/26/21
?C%K}II)IJ‘?Q My Mom received the J&J Vaccine. Apprx 10 days later fell, fractured hip,
THROMBOSIS (JANSSEN)) JANSSEN 1245227-1 | Surgery April 3rd - On April 5th doctor at medical center said she has a
(1203) blood clot and low platelets. Was in Hospital from April 2 to April 12th
Multiple pulmonary embolisms in bilateral lungs with lung infart, superficial
COVID19 blood clot in the right groin area, significant right abdominal pain, shortness
COVID19 of breath, low oxygen saturation levels admitted 3 days in the hospital. 36
THROMBOSI ( ANSSEN 1245290-1 !
OMBOSIS (JANSSEN)) JANSS - hours of Lovanox injections followed by transition to Eliquis 10 mg twice per
(1203) day, respiratory exercises, oxycodone given for pain Pain has diminished in
lower right lung area, clotting appears to be under control
COVID19
(CoviD19 i PATIENT EXPERIENCE A BLOOD CLOT IN LEG AND HAD TO BE
THROMBOSIS (JANSSEN)) JANSSEN 1246172-1 HOSPITALIZED
(1203)
COVID19
THROMBOSIS ffﬂ‘l’é%?m) JANSSEN 1246956-1 | Stroke and blood clot in right leg.
(1203)
After vaccination, at 10pm I started feeling flu like symptoms, fever chills
shakes feeling miserable and this lasted 3 days straight, I also had diarrhea,
nausea and vomiting. I woke up with a swollen juggler vein that ended up
being a blood clot, 10 days later my arm was swollen up twice the size of my
leg, the juggler was still swollen. I call the urgent care nurse they said to go
COVID19 to ER. I went to hospital got a CAT scan and ultrasound, I was given a shot
COVID19 of warfarin that was supposed to last for 12 hours. I went home and the next
THROMBOSI ( ANSSEN 124 -1
OMBOSIS (JANSSEN)) JANSS - morning instead of going to the hospital, I went to hospital and they found 2
(1203) blood clots in brain, arm and leg and neck. I have had no history of blood

clots and this all happened after the J&J vaccine. They did a procedure where
they tried to put a balloon to relieve the pressure. The blood clots in the
brain cannot be removed because of their location and it would be dangerous
to remove and I am on blood thinners for the rest of my life. Multiple blood
clots in body brain, arm and shoulder.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1247921-1

4/15/2021 approximately 1030 am client found to be AMS, non-responsive,
aphasic, aphagic, left-sided facial droop, teeth clenched, left eye closes, right
eye with deviated gaze. 911 called, client to hospital ER, work up/evaluation,
admission for stroke related to blood clots found left frontal and right
temporal lobes, per spouse. Client discharged 4 days later to home s/p CVA,
bed-bound, remains aphasic, aphagic, non-communicative, no response to
verbal stimuli. PLEASE NOTE: hospital admission. Unable to complete section
21. Admit for 4 days.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1248189-1

Blood clot in superficial vein in right heel of foot

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1248235-1

Pain and swelling in Left Calf muscle. Treating the blood clot with Xeralto

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1248330-1

Patient has leg cramps starting on Monday, April 19th. She went to the
hospital at later date. Doctor diagnosed her with leg clot.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1249220-1

"ELEVATED CLOT LEVELS; DIZINESS/LIGHTHEADED; NAUSEA; BRUISE ON
LEG; SWELLING; WISDOM TOOTH PULLED; This spontaneous report was
received from a consumer and concerned a female of unspecified age and
sex, White, Hispanic or Latino. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of administration not reported, batch number
and expiration date: Unknown) dose was not reported,1 total administered
on 11-MAR-2021 for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were
reported. The patient's father reported that on 06-Apr-2021, in urgent care
patient's wisdom tooth was pulled. On 08-APR-2021, the subject experienced
diziness/lightheaded, nausea, bruise on leg, swelling 4x4 inches on lower
right calf. The next day, the patient's bruise/swelling move to inside of right
knee, she had new bruise on leg and went to urgent care; the doctor told her
she hit it. On 09-APR-2021, the bruise moved to inside of knee, and the
patient was taken to emergency room (ER) where ""clot test"" showed
elevated clot levels and rivaroxaban (Xarelto) was prescribed for treatment.
On 10-APR-2021 (Saturday morning), ultrasound was done; result not
reported. At the time of report there was decreased in swelling. The patient's
father stated that, the event's might be related to wisdom tooth pulled. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient was recovering from elevated clot levels, diziness/lightheaded,
nausea, bruise on leg, and swelling. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO: This is a female patient,
unspecified age, unspecified ethnicity, who experienced elevated clot levels
29 days after receiving the Janssen COVID-19 vaccine and 3 days after the
patient's wisdom tooth was pulled out. The patient had her wisdom tooth
pulled out 26th day post vaccination. 2 days later (28 days after the
vaccination), the patient experienced dizziness and nausea and was noted to
have bruise and swelling (around 4x4 inches) on the right lower leg. The
next day, bruise/swelling was noted to reach the area of the right knee,
probably the medial side, which prompted consult at the ER. The ""clot test""
done as was noted to be elevated (no actual results provided). An ultrasound
was also done but the result was not reported. Long periods of immobility
(sitting in the dental chair) and the temporal plausibility from the dental
procedure to the event of elevated clot levels confounds the temporal
plausibility of the elevation of clot level and the vaccine; hence this is
assessed as indeterminate per WHO classification of adverse event following
immunization. Additional information requested."

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1249239-1

BLOOD CLQOTS; This spontaneous report received from a company
representative via social media post and concerned a patient of unspecified
age and sex. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch humber: Unknown) dose, start
therapy date were not reported, one total dose is administered for
prophylactic vaccination. The batch number was not reported. Per procedure,
no follow up will be requested. No concomitant medications were reported.
On an unspecified date, the subject experienced blood clots. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
blood clots was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO: This patient reported via
social media to have blood clots and to have received the COVID-19 vaccine
ad26.cov2.s. No other information provided. There is insufficient information
to make a meaningful assessment. Additional information will be requested.
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Vaccine

Vaccine
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1249328-1

BLOOD CLOT; This spontaneous report was received from a female patient of
an unspecified age. The patient's weight, height, and medical history were
not reported. The patient received Covid-19 vaccine Ad26.COV2.S
(suspension for injection, route of administration, and batch humber were
not reported) dose, vaccination site, and start therapy date were not
provided, for prophylactic vaccination; and was treated with XARELTO
(rivaroxaban; film-coated tablet, oral, batch number was not reported) dose,
frequency, and therapy dates were not provided, for an unknown indication.
The Company is unable to perform follow-up to request batch/lot numbers.
No concomitant medications were reported. On an unspecified date, the
patient experienced a blood clot. The patient reported she got a blood clot
after receiving her vaccine, and that she had just started taking rivaroxaban.
Action taken with Covid-19 vaccine Ad26.COV2.S was not applicable, and
action taken with rivaroxaban was not reported. The patient outcome for the
event of blood clot was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: v0 This report
involves a female patient of unspecified age who experienced a blood clot on
an unspecified date after receiving the Janssen COVID-19 Vaccine
Ad26.COV2. Concomitant medications included rivaroxaban (recently
started). The patient's past medical history and details of the event were not
reported. The recent starting of rivaroxaban infers a recent clot or a
condition that would predispose the patient to develop a clot, however this
case has insufficient information to make a meaningful medical assessment.

THROMBOSIS

CovVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1249336-1

"THROMBOSIS IN MY RECTAL AREA; ARM VERY SENSITIVE TO THE TOUCH;
SEVERE HEADACHE; CHILLS; SORE ARM; This spontaneous self-report was
received from a patient of unspecified sex, age, race and ethnicity. The
patient's weight, height, and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
administration, dose, vaccination site, and batch number were not reported,
) administered on 16-MAR-2021 at 13:00 for prophylactic vaccination. The
batch number will be requested in follow up. No concomitant medications
were reported. On 16-Apr-2021 in the evening post vaccination, the patient
had severe headache and chills. The headache continued the whole next day,
but was not as bad as the first evening. Her arm was very sore, and it hurt
to move it the first day, and then very sensitive to the touch the next day,
and continued for a whole week. On 29-Apr-2021 (13 days post vaccination),
"" thrombosis (according to my doctor) appeared in my rectal area that still
hasn't gone away"". The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The patient recovered from arm very sensitive to the touch,
severe headache, and sore arm, had not recovered from thrombosis in my
rectal area, and the outcome of chills was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO:
This patient of unspecified age, gender, and ethnicity reported to have
""thrombosis (according to my doctor) appeared in my rectal area that still
hasn't gone away"" 13 days after receiving Janssen COVID-19 vaccine for
the prevention of symptomatic SARS-CoV-2 virus infection. The patient also
reported severe headache and chills on the day of vaccination that persisted
until the following day, as well as arm soreness that persisted for a whole
week. No other details was reported. Based on the information that is
available, the event is assessed as indeterminate with the causal association
to immunization, per WHO causality classification of adverse events following
immunization based on a lack of a definitive plausible biological mechanism.
However, considering the temporal relationship and recently evolving
theories in the literature about COVID infections and vaccinations, potential
vaccine contribution cannot be excluded. Additional information is requested"

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1249343-1

"CLOT OF ABOUT 3-4 INCHES; LOWER LEG PAIN; This spontaneous report
received from a patient via a company representative concerned a 35 year
old male. The patient's weight, height, and medical history were not
reported. The patient had no history of blood clots and is active. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: unknown, expiry: unknown) dose was
not reported, 1 total administered on 23-MAR-2021 for prophylactic
vaccination. The batch nhumber was not reported. Per procedure, no follow-
up will be requested for this case. No concomitant medications were
reported. On an unspecified date in 2021, the patient experienced lower leg
pain. About a week after that, on an unspecified date in 2021, the patient
experienced clot of about 3-4 inches confirmed by ultrasound. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
the lower leg pain and clot of about 3-4 inches was not reported. This report
was serious (Other Medically Important Condition).; Sender's Comments:
VO: This 35-year-old male patient of unknown ethnicity was reported in
social media to have ""clot of about 3-4 inches confirmed by ultrasound""
after an unspecified duration from receiving Janssen COVID-19 vaccine for
the prevention of symptomatic SARS-CoV-2 virus infection. This was
preceded by symptom of lower leg pain 1 week prior. No other details was
reported. The information available precludes a complete and meaningful
assessment. The case will be re-assessed once additional information is
received."
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
"CLOTS ON RIGHT LEG; HEADACHE; PRESSURE ON BOTH LEGS; PRESSURE
ON HANDS; This spontaneous report received from a patient via a company
representative concerned a 64 year old Hispanic or Latino female. The
patient's height, and weight were not reported. The patient's concurrent
conditions included high blood pressure and diabetes. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: 1805029 expiry: UNKNOWN) dose was not
reported, 1 total administered on 17-MAR-2021 at left arm for prophylactic
vaccination. No concomitant medications were reported. On 17-MAR-2021,
the patient had experienced headache after vaccination. On 27-MAR-2021,
the patient began to experience intermittent pain on right leg. On 30-MAR-
2021, she experienced headache again and was still having leg pain; she
visited the Emergency Room (ER) and was admitted on 30-MAR-2021. On
02-APR-2021, the patient experienced clots on right leg. On APR-2021, a
catheter was placed in catheterization procedure and her right leg vein was
unclogged of a clot. A second clot did not require removal because the vein
had already unclogged itself after medication. The patient was administered
unspecified anticoagulants. She was discharged on 5-APR-2021 and was
prescribed ticagrelor which was then changed to clopidogrel. On 18-APR-
COVID19 2021, the patient experienced a headache again and feeling of pressure on
(COVID19 legs and hands. Patient was advised to visit ER. The action taken with covid-
THROMBOSIS (JANSSEN)) JANSSEN 1249414-1 | 19 vaccine ad26.cov2.s was not applicable. The patient recovered from clots
(1203) on right leg and intermittent pain on right leg on 02-APR-2021, recovered
with sequelae from headache on 19-MAR-2021, and had not recovered from
pressure on both legs and pressure on hands. This report was serious
(Hospitalization Caused / Prolonged, and Other Medically Important
Condition).; Sender's Comments: VO: This 64 year-old Hispanic or Latino
female with history of high blood pressure and diabetes was hospitalized for
clots in her right leg 13 days after receiving the Janssen Covid-19 vaccine.
Concomitant medications were not reported. On the day of her vaccination,
she experienced a headache. Ten days later, she began to experience
intermittent leg pain. Three days later (ie, 13 days post vaccination), she
went to the emergency room (ER) and was admitted to the hospital. During
the hospitalization, a clot was removed via catheterization and she was
administered unspecified anticoagulants. A second clot resolved on its own
without surgical intervention. After 6 days in the hospital, she was
discharged with ticagrelor which was later changed to clopidogrel. She
recovered from the clots. Thirteen days after discharge, she began to
experience headache and ""pressure"" in both legs and hands. She was
advised to go to the ER; no further information was provided. Based on the
limited information, the relationship of the serious events with Janssen
Covid-19 vaccine is considered indeterminant. Additional information is being
sought.”
COVID19
(COoVID19 PT STATED HE WENT TO THE CLINIC AND THEN THE ER WITH A BUMP ON
THROMBOSIS | (;ANssEN)) [VANSSEN 1251088-1 | 11E BACK OF HIS LEG. PT WAS TOLD IT WAS A BLOOD CLOT.
(1203)
Events: Vaccine was given on 3/19/21; Hysterectomy on 3/25/21; blood
clots diagnosed on 3/30/21 Left forearm was swollen, with a light reddish
COVID19 tint to it, and tender. After getting an ultra sound on my forearm a DVT was
(CoviD19 found and I was sent to the emergency room. I then had a CT scan done of
THROMBOSIS (JANSSEN)) JANSSEN faslaes my chest and it was discovered I had several pulmonary emboli. I was
(1203) admitted to the hospital and put on a heparin drip. I am currently taking
Eliquis and will be following up with a pulmonologist and a hematologist in a
week or two.
13th of April. I had a blood clot in my hand. My index finger on my left hand
was numb and black and blue all around the knuckle area and into my hand
area. I went to my primary care - I went to the acute center there. She said
COVID19 the hand was cold and could see the black and blue. They put me on Plavix
(CoviD19 for 30 days and I haven't had any reoccurrence of that. I think it was the
THROMBOSIS (JANSSEN)) JANSSEN - 21st, I couldn't sleep all night, I had a kidney stone - the pain was so bad I
(1203) got nauseous - around my back and side and in my front. I didn't have a
fever. I went to the doctor office and they checked urine - and said there was
blood in the urine. I was prescribed - Tamsulosin HCL. They thought I had
passed most of it by the time I got there.
?C%\CII)I;% Feeling quite ill. Did not sleep night before trip to hospital. Terrible taste in
THROMBOSIS (JANSSEN)) JANSSEN 1251445-1 | mouth. Taken to hospital emergency room morning of April 18, 2021.
(1203) Admitted to hospital by ER physician. Reason: blood c lots in both lungs.
?C%\(}Fgfg Patient stated she needed to go to hospital for adverse reaction of pain in
THROMBOSIS (JANSSEN)) JANSSEN 1251532-1 | leg. After asking MD to check her leg, they discovered a blood clot per
(1203) patient. She is now doing well per her.
CoOVID19
(CoviD19 Severe pain in left thigh groin & knee area. Went to ER, confirmed blood clot.
THROMBOSIS (JANSSEN)) JANSSEN 12516201 Sent home w/blood thinners - Xarelto
(1203)
"On 4/16/2021 went to the emergency room with high blood pressure that
COVID19 was noted as a ""hypertensive emgrgency"". Was admittec_j into the _hospital
(COVID19 the next day where a CT scan confirmed that a blood clot in the brain
THROMBOSIS (JANSSEN)) JANSSEN 1252018-1 | occurred which led to a basal ganglia stroke. After a 5 day stay in the
(1203) hospital, patient is now in a full time rehab facility to attempt to recover her
cognitive and speech skills, while also attempting to regain use of her right
hand which is currently not functioning due to the stroke."
COVID19
(CovibD19 Left lower medial aspect swelling , warmth and thrombosis noted. Placed on
THROMBOSIS (JANSSEN)) JANSSEN - Naproxen 500mg BID Compression stockings Heat and Cold compresses
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(1203)

Symptoms Vaccine ‘I:I::lctll?:cturer VAERS ID Adverse Event Description
During my menstrual cycle I usually have no symptoms other than tender
breasts. So these symptoms were very unusual. Leg pains, pain and
pressure in pelvis, clitoral pain, pain around vaginal opening, stinging like
COVID19 acid during urination that sent a shock through my entire body,
(COVID19 uncontrollable bladder, nausea, large blood clots, lower stomach pain, flank
THROMBOSIS (JANSSEN)) JANSSEN 1256715-1 | pain, hot/cold chills, if I touch my belly button the pain radiated to my
(1203) vagina, ovaries hurt, cervix pain, dryness, unable to get comfortable,
crawling out of my skin, and constant urge to urinate, depression. I landed
myself in the ER where they told me to take Tylenol and Motrin and sent me
on my way. These medications were not able to control the amount of pain I
was in. I have now reached out to a couple specialists.
COVID19 Patient's daughter came to the pharmacy on 04/24/2021 and stated that her
COVID19 mother, the patient, got the Janssen vaccine here and within a week, she
THROMBOsIs |! ANSSEN 1256798-1 ' ’ '
OMBOSIS (JANSSEN)) JANSS - had a blood clot and has been in the hospital ever since. This is all the
(1203) information we received.
My first menstrual period following the vaccine was exceedingly heavy in flow
COVID19 for the first two days, which is atypical for me. Heavy clots of menstrual
(Covib19 1257910-1 discharge were observed. It is not yet known whether these side effects will
THROMBOSIS (JANSSEN)) JANSSEN - continue for my next menstrual cycle. Lesser effects followed two days after
(1203) the vaccine with fatigue, sore arm, armpit, and glands in the injection arm.
These side effects dissipated by day 3 status post vaccine administration.
COVID19
(COoVID19 ) .
THROMBOSIS (JANSSEN)) JANSSEN 1258387-1 | 3 Blood clots formed in the bottom of my left leg.
(1203)
::COO\CIIDD1199 Heart went into Atrial fibrillation causing blood clotting. He has no prior heart
THROMBOSIS (JANSSEN)) JANSSEN 1258576-1 | condition. A blood clot traveled to his brain causing a Posterior Cerebral
(1203) Artery Stroke. He has been in ICU since 04/22/2021.
COoVID19
(COovID19 ) . .
THROMBOSIS (JANSSEN)) JANSSEN 1258629-1 | Blood clots in the left leg and in the lungs.
(1203)
COVID19 ultrasound the left lower extremity shows extensive occlusive lower
(Covib19 i extremity DVT involving multiple veins. Labs otherwise unremarkable,
THROMBOSIS (JANSSEN)) JANSSEN [ASEeen patient appears well, denies chest pain or shortness of breath. He had the
(1203) J+] vaccine less than 3 weeks ago.
COVID19 Went to er on April 11 th for cough and shortness of breathe they said
(COVID19 nothing was wrong and sent me home. Did a virtual apt on 21st because my
THROMBOSIS (JANSSEN)) JANSSEN 1259704-1 | leg hurt and shortness of breathe. They told me to go see doctor in person .
(1203) Went to Er April 23rd and was diagnosed with a massive blood clot in my
lower right leg.they prescribed xarelto.
I woke up from almost like a pop in my brain and fluid started pouring down
my throat and I started choking. I woke up and was able to spit some of it
COVID19 out. It was clear and also tinged with blood. It stopped once I stood up. I
(CoviD19 i immediately thought my brain was leaking. I told my daughter about this the
THROMBOSIS (JANSSEN)) JANSSEN - next day. My balance was off and I had a weird flapping in my head for the
(1203) next few days. As well as a headache. A few days after I heard about the
blood clots. I am not 100% sure if it was from the shot but it was literally
hours from when I received it. It was very scary.
?c%\(;ﬁ;fg Soreness & lump in left lower thigh size of tic tac Swollen and sore left foot
THROMBOSIS (JANSSEN)) JANSSEN 1260272-1 | Diagnosed with ultrasound as superficial blood clot Heat applied and aspirin
Still swollen
(1203)
Patient came in this evening 4/26 after emergency room visit for blood clot
COVID19 in leg/shin. She received Janssen IMZ 4/10. Her symptoms of painful leg
(COVID19 began several days after her IMZ and continued to worsen with her leg shin
THROMBOSIS (JANSSEN)) JANSSEN 1260342-1 | swollen, painful, bruised with a knot until she sought medical help in the ER.
(1203) Ultrasound was done and ruled out deep vein thrombosis, determined to be
peripheral blood clot. She was sent home on meloxicam for pain and
inflammation.
CoOVvID19
(Covib19 i posterior tibial vein non-occlusive thrombus. RLE pain starting 4/23,
THROMBOSIS (JANSSEN)) JANSSEN 1260781-1 diagnosed 4/26

(1203)
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

126119241

BLOOD CLOT FROM NOSE; TEMPORARILY UNABLE TO WALK, RICKETY
KNEES; BURNING LEG PAIN; JOINT PAIN/ SHOULDER PAIN; SHOULDER FEEL
TIGHT; This spontaneous report received from a patient concerned a 30 year
old male. The patient's height, and weight were not reported. The patient's
concurrent conditions included cigarette smoker (occasional pot; rarely). The
patient's grandfather died from blot clot under knee (thrombosis). The
patient had no history of bloody nose. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: 1808609, expiry: UNKNOWN) dose was not reported, administered
on left arm on 28-MAR-2021 for prophylactic vaccination. No concomitant
medications were reported. On 30-MAR-2021 (two days after vaccination)
the patient experienced really bad burning leg pain for few days and his
joints in shoulder and knees were affected two days after vaccination and he
could not walk (temporarily unable to walk). The patient also experienced
rickety knees. On the same day, the patient blew out a huge blood clot from
his nose. On 2021, the patient's shoulder felt tight. At the time of this
report, the patient's knees and shoulders were still feeling tight like there
was hardly any cartilage. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The patient recovered from blood clot from nose, and
temporarily unable to walk, rickety knees, was recovering from joint pain/
shoulder pain, and the outcome of burning leg pain and shoulder feel tight
was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0-Covid-19 vaccine ad26.cov2.s-blood
clot from nose. This event(s) is considered not related. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There are other factors more likely to be associated
with the event(s) than the drug. Specifically: MEDICAL HISTORY

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1261249-1

"BLOOD CLOT; LEG CRAMPS; ACHE; HEADACHE; FEVER; This spontaneous
report received from a patient concerned a 50 year old female. The patient's
height, and weight were not reported. The patient's concurrent conditions
included overweight, high blood pressure, and high cholesterol. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: 207A21A expiry: unknown) dose was not
reported, 1 total administered on 06-APR-2021 to left arm for prophylactic
vaccination. No concomitant medications were reported. On 07-APR-2021,
the patient experienced a mild fever. On 08-APR-2021, the patient was achy
and had a mild headache. The headache continued for several day and
became pretty bad for about two days. On an unspecified date in Apr-2021
the patient was treated with Tylenol for headache. On 12-APR-2021, the
patient experienced leg cramps in her right leg. On 15-APR-2021, the patient
had an ultrasound and a blood clot was found in her right leg. The patient
started on Apixaban (Eliquis). The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient recovered from headache on an
unknown date in APR-2021, and the outcome of blood clot, ache, leg cramps
and fever was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO: This 50-year-old female
was found to have blood clot in her right leg 9 days after receiving Janssen
COVID-19 vaccine for the prevention of symptomatic SARS-CoV-2 virus
infection. There was reported mild fever, headache, and ""aches"" 1 to 2
days after vaccination that was treated with Tylenol. The symptom reported
was leg cramps on right leg 5 days after vaccination, and ultrasound showed
blood clot in her right leg 3 days after the symptom of cramps was noted. No
other laboratory/diagnostic test reported. The patient was treated with
apixaban. The outcome of blood clot in leg was not reported. Based on the
information that is available, the event is assessed as plausible with the
causal association to immunization, per causality classification of adverse
events following immunization based on a lack of a definitive plausible
biological mechanism. However, considering the temporal relationship and
recently evolving theories in the literature about COVID infections and
vaccinations, potential vaccine contribution cannot be excluded. Additional
information is requested"

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1261282-1

LARGE BLOOD CLOT; SWOLLEN BALL ON SIDE OF KNEE; This spontaneous
report received from a female patient of unspecified age reporting on self.
The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: Unknown, Expiry: Unknown)
dose was not reported, 1 total administered on 05-APR-2021 for prophylactic
vaccination. The batch number was not reported and has been requested. No
concomitant medications were reported. On an unspecified date, the patient
experienced large blood clot and swollen ball on side of knee. The swollen
ball on side of knee was going on for a couple days now. The action taken
with covid-19 vaccine ad26.cov2.s was not reported. The patient had not
recovered from large blood clot, and swollen ball on side of knee. This report
was serious (Other Medically Important Condition).; Sender's Comments:
VO0: This is a report of a female patient, unspecified age, unknown ethnicity,
who experienced a large blood clot and swelling on the side of the knee
(laterality not reported) on an unspecified number of days after receiving the
cobid-19 vaccine ad26.cov.2. The information provided precludes a
meaningful medical assessment. Additional information requested.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1261284-1

BLOOD CLOT IN FOOT; This spontaneous report was received from a patient
via a company representative and concerned a male patient of unspecified
age. The patient's weight, height, and medical history were not reported.
The patient received COVID-19 vaccine Ad26.COV2.S (suspension for
injection, route of admin not reported) 1 total dose, start therapy date were
not reported for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were
reported. On an unspecified date, two days after vaccination, the patient
experienced a blood clot in his foot. The action taken with COVID-19 vaccine
Ad26.COV2.S was not applicable. The outcome of blood clot in foot was not
reported. This report was serious (other medically important condition).;
Sender's Comments: VO: This male of unspecified age and ethnicity reported
to have experience blood clot in foot 2 days after receiving Janssen COVID-
19 vaccine for the prevention of symptomatic SARS-CoV-2 virus infection. No
other information was reported. Based on the information that is available,
the event is assessed as plausible with the causal association to
immunization, per WHO causality classification of adverse events following
immunization based on a lack of a definitive plausible biological mechanism.
However, considering the temporal relationship and recently evolving
theories in the literature about COVID infections and vaccinations, potential
vaccine contribution cannot be excluded. Additional information is requested

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1261322-1

CLOT BLOOD; ACUTE ISCHEMIC STROKE IN LEFT FRONTAL LOBE; PARTIAL
LOSS OF USE IN RIGHT LEG; MUSCLE WEAKNESS; This spontaneous report
received from a patient concerned a 46 year old female. The patient's height,
and weight were not reported. The patient's concurrent conditions included
amoxicillin and flexeril allergy, and migraine. The patient experienced drug
allergy when treated with cyclobenzaprine hydrochloride. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection,
intramuscular, batch number: 042A21A, and batch number: 042A21A expiry:
UNKNOWN) dose was not reported, administered on 08-APR-2021 11:30 on
left arm for prophylactic vaccination. Concomitant medications included
ascorbic acid, ascorbic acid/ergocalciferol/folic
acid/nicotinamide/panthenol/retinol/riboflavin/thiamine hydrochloride,
ergocalciferol, iron, and withania somnifera. Approximately three days after
the vaccine, on 11-APR-2021 08:20, the patient experienced clot blood.
Which caused an acute ischemic stroke in left frontal lobe resulting in partial
loss of use in right leg and muscle weakness. The patient had a blood test,
CT scan, Carotid artery ultrasound, diagnostic ultrasound, electrocardiogram
(EKG) and an MRI, results are unknown. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient had not recovered from
clot blood, acute ischemic stroke in left frontal lobe, muscle weakness, and
partial loss of use in right leg. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO: This is a report of a 46 year
old, female patient who experienced a blood clot that caused an acute
ischemic stroke in the left fontal lobe 3 days after receiving the covid-19
vaccine ad26.cov.2. Patient's height and weight were not reported. Patient
has migraine and allergies to amoxicillin, flexeril and cyclobenzapine
hydrochloride. Concomitant medications included ascorbic acid, ascorbic
acid/ ergocalciferol/folic acid/ nicotinamide/ panthenol/retinol/ riboflavin/
thiamine hydrochloride, ergocalciferol, iron, and withania somnifera.
Smoking history, drug abuse and alcohol intake were not reported. Three (3)
days after receiving the vaccine, patient was noted to have a blood clot
(unspecified area) that caused an acute ischemic stroke in the left frontal
lobe, resulting in muscle weakness and partial loss of use of the right leg.
Patient had blood tests done as well as CT Scan, carotid artery ultrasound,
electrocardiogram and MRI but the results were not reported. The
information provided precludes a meaningful medical assessment. Additional
information requested.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1261329-1

THROMBOSIS; Dizziness; Pass Out; Weakness in the all side of the body;
This spontaneous report received from a patient. The patient's height, and
weight were not reported. The patient's concurrent conditions included sea
food allergy, and other pre-existing medical conditions included the patient
did not had any other illness at the time of vaccination and to one month
prior and chronic or long standing health condition. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin, and
batch number were not reported) dose was not reported, administered on
02-APR-2021 11:25 for prophylactic vaccination. The batch number was not
reported. As per procedure, no follow-up will be requested for this case.
Concomitant medications included metformin for drug used for unknown
indication. On an unspecified date, the subject experienced thrombosis,
dizziness, pass out, and weakness in the all side of the body, and was
hospitalized (date unspecified). Laboratory data (dates unspecified)
included: X-ray (NR: not provided) heart, head and lungs. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered
from thrombosis, dizziness, pass out, and weakness in the all side of the
body. This report was serious (Hospitalization Caused / Prolonged, and Life
Threatening).; Sender's Comments: VO: This is a report of a patient, who
was noted to have thrombosis on unspecified time after receiving the covid-
19 vaccine ad26.cov.2. Patient's height and weight were not reported.
Patient medical history was not reported. Concomitant medications included
metformin for unknown indication. Patient is allergic to seafoods. On an
unspecified date, the subject experienced dizziness and passed out. She also
had weakness on the left side of the body. Patient was noted to have
thrombosis. Patient was hospitalized, where laboratory and diagnostic tests
were done. Results were not reported. The information provided precludes a
meaningful medical assessment. Additional information requested.
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"SWOLLEN NECK; SWOLLEN RIGHT ARM; 6 BLOOD CLOTS; SICK; This
spontaneous report received from a patient concerned a male of unspecified
age. The patient's height, and weight were not reported. The patient's past
medical history included surgery. There was no history or family history of
blood clots. Prior to vaccination, the patient had several physicals performed
due to other health concerns and CAT-scans and MRIs were performed that
showed his body was totally without any blood clots. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported for prophylactic indication. Batch number was not reported and has
been requested. No concomitant medications were reported. After getting
the vaccine patient was sick for 3 days. On an unspecified date, the patient
woke with a with swollen neck, swollen right arm that was twice its normal
size. The patient went to the hospital and they were concerned it was a
COVID19 blood clot further so he was then sent to hospital where they performed an
(COVID19 ultrasound which revealed 6 blood clots. The patient was hospitalized and
THROMBOSIS (JANSSEN)) JANSSEN 1261384-1 | underwent surgery on his arm to ""open up the vein that was causing the
(1203) swelling"". The patient reported he was scheduled for several more surgeries
of this kind. Corrective treatment included intravenous blood thinners. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient had not recovered from swollen neck, swollen right arm, 6 blood
clots, and sick. This report was serious (Hospitalization Caused / Prolonged,
and Other Medically Important Condition).; Sender's Comments: VO: This
male patient of unspecified age noted swelling of righ arm and neck that the
ultrasound showed 6 blood clots after an unspecified duration from receiving
Janssen COVID-19 vaccine for the prevention of symptomatic SARS-CoV-2
virus infection. The patient was hospitalized and underwent corrective
surgery and was started on unspecified blood thinners. No other details was
reported. The information available precludes a complete and meaningful
assessment. However, considering the temporal relationship and recently
evolving theories in the literature about COVID infections and vaccinations,
potential vaccine contribution cannot be excluded. Additional information was
requested.”
COVID19
(CovibD19 i Blood clots, heart attack, died, cpr 5 times survived Blood is very thick blood
THROMBOSIS | (;AnsseN)) [VANSSEN 12618671 | thinners unable to thin
(1203)
Throbbing pain at injection site and entire arm. Unable to move up without
assistance. Pain grew more and more intense. Went to urgent care on
unspecified date. NP examined me and discovered a lump in my arm. Both
COVID19 the lump and the vaccination site hurt when she pressed on them. She
(COVID19 prescribed presdone and gave me a work order for a vascular ultrasound to
THROMBOSIS (JANSSEN)) JANSSEN 1262401-1 | be performed on my left arm. I went on unspecified date for the scan. It was
(1203) discovered that a DVT blood clot had formed in my brachial vein in the left
arm. I was then prescribed eliquis, 20 mg a day for 7 days and told not to
take the predesone. NP called my pcp, his office immediately called me and
asked me to come in as they are concerned about the high dosage of the
eliquis.
COoVvID19
(CoviD19 i RESIDENT COMPAINED OF PAIN TO BILATERAL THIGHS AND LOWER BACK
THROMBOSIS (JANSSEN)) JANSSEN fesadia SENT TO ER. NOTIFIED BY ER, PATIENT HAS BLOOD CLOTS IN ABDOMIN
(1203)
?COO\CIIJIJ% blood clot in my left eye, swelling of the eye and under the eye. headaches
THROMBOSIS (JANSSEN)) JANSSEN 1262540-1 | at the base of my skull so bad nothing helped. Joint pain so bad I couldn't
(1203) walk for 2 days.
CoOVvID19
THROMBOSIS fff&'é'?s?m) JANSSEN 1262556-1 | Clotting was present
(1203)
Blood clot in my left forearm. I first noticed it on 4/20 around 7pm. There
COVID19 was a bump (the size of a dime) and small bruise. Overnight the bump got a
(COVID19 bit smaller and the bruise expanded. Over the next several days the bump
THROMBOSIS (JANSSEN)) JANSSEN 1262566-1 | kept diminishing. The bruise remained about the same size and kept getting
(1203) darker. It?s been one week now and the bump is very tiny (size of a small
pea), and the bruise is incredibly dark, but showing more of a healing
process color.
COVID19 Patient was driving on 3/24 when her vision became blurry in her left eye.
(Covib19 1262688-1 She saw her eye doctor on 4/21 and was sent to a specialist. On 4/23 she
THROMBOSIS (JANSSEN)) JANSSEN - was diagnosed with a blood clot in her left eye. She is to begin eye injections
(1203) for treatment.
COVID19 Fever over 105, chills, cough, soar throat. aches and pain for 2 days. Led
(Covib19 ) patient to go to the ER on monday 4/12. MD found blood clot at that point.
THROMBOSIS (JANSSEN)) JANSSEN - No treatment was given patient was told to follow up with her PCP. Did not
(1203) go to PCP as yet.
COVID19
THROMBOSIS ffmé%?m) JANSSEN 1263180-1 | Increase short of breadth, chest pain, & blood clog
(1203)
COVID19
(CoviD19 i .
THROMBOSIS (JANSSEN)) JANSSEN 1263254-1 | Blood clot in left calf muscle

(1203)
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
COVID19 patient had a blood clot 2 days after receiving the J & J vaccine; she was
(COVID19 hospitalized and released. We just learned of this when the patient was in to
THROMBOSIS (JANSSEN)) JANSSEN 1263472-1 | pick up a Rx--we are unsure if this was already recorded by the hospital that
(1203) treated her--we were advised by our market manager to submit just in case
they didn't submit at the hospital.
COVID19
THROMBOSIS §chr\1’é%159m) JANSSEN 1263497-1 | Blood clot, L arm (where pic line was located)
(1203)
"Left leg pain started about 4/16/21. Reports evaluated by nurse practitioner
at the medical office of primary care provider on 4/23/21. Ultrasound
COVID19 ordered a hospital and diagnosed with a blood clot in the left leg on
(CovibD19 i 4/23/2021. Placed on a ""blood thinner"" to take orally BID for one month
THROMBOSIS (JANSSEN)) JANSSEN - then once daily for undetermined duration. States MD is not considering the
(1203) vaccination as the reason for the blood clot because of the duration of time
between when the vaccine was given and the onset of the blood clot. When
asked, pt reports a platelet count was done."
Covib19 My sister suffered ive stroke with blood clots. Totall lyzed
(COVID19 ly sister suffered a massive stroke wi ood clots. Totally paralyzed on
THROMBOSIS (JANSSEN)) JANSSEN 1264000-1 | right side and limited speech. Unable to function on her own, receiving care
(1203) at a Nursing Home
?COO\CIIJIJ% The pt said she developed a blood clot on her posterior hand. I asked her if it
THROMBOSIS (JANSSEN)) JANSSEN 1264082-1 | was a bruise on the back of her hand and she said it was a blood clot. She
(1203) said she slapped the bumb/clot and it subsequently went down/away.
CoOVvID19
THROMBOSIS gfp?&’é%?m) JANSSEN 1264375-1 | Headache, leg swelling Sent to ED for evaluation blood clot in leg
(1203)
COVID19
(CoviD19 i Blood clot in each lung, chest pain, labored breathing, leg pain and upper
THROMBOSIS (JANSSEN)) JANSSEN 1265163-1 back pain.
(1203)
STROKE; BLOOD CLOT IN LEG; This spontaneous report received from a
consumer concerned a 51 year old male. The patient's height, and weight
were not reported. The patient's pre-existing medical conditions included the
patient was healthy with no health issues. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin, and batch
number were not reported) dose, start therapy date were not reported, 1
total administered for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were
reported. It was reported that on an unspecified date in 2021, the patient
started with symptoms after 13 days of vaccination. The patient woke with
leg pain That morning, he got in the vehicle to go to work and pulled over
due to heaviness in his left arm and slurred speech. An ambulance was
called and they took him to the emergency room. From there he was life
flighted to another hospital and was continued with laboratory tests.
Laboratory data included: doppler ultrasound (NR: not provided) not
reported, MRI (magnetic resonance imaging) (NR: not provided) not
reported, scan (NR: not provided) not reported and other tests. It was due
COVID19 to the blood clot in his leg that caused him to suffer a stroke. He spent days
(Covib19 12658731 in the hospital and had to wear a heart monitor for two weeks. He was on
THROMBOSIS (JANSSEN)) JANSSEN - blood thinners until further notice to prevent this from happening again. The
(1203) action taken with covid-19 vaccine ad26.cov2.s was not applicable. The

outcome of the blood clot in leg and stroke was not reported. This report was
serious (Hospitalization Caused / Prolonged).; Sender's Comments: VO: This
case concerns a 51 year-old male with no prior medical issues who was
hospitalized for a stroke and blood clot in his leg 13 days after receiving the
Janssen Covid-19 vaccine. Concomitant medications, family history, and
social history were not reported. Thirteen days post-vaccination, the patient
awoke with leg pain. While driving to work, he experienced heaviness in his
left arm and slurred speech and pulled his car over. An ambulance took him
to a local hospital and from there, he was air-lifted to another hospital where
doppler ultrasound, MRI, and other unspecified tests were performed. He
spent an unspecified number of days in the hospital and wore a heart
monitor for 2 weeks. He was treated with blood thinners. Per the reporter
(patient's daughter), the blood clot caused the stroke. Outcome was not
reported. Based on the available information, the relationship with Janssen
Covid-19 vaccine is considered indeterminant. More information (e.g. platelet
count, D-dimer, fibrinogen, anti-platelet factor 4 antibodies, medical records)
is being sought.
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As soon as I took the vaccine shot I had an immediate headache, after
taking the vaccine I took Tylenol and slept in the rest of the day. The next
day I woke up and my arm was red and swollen. I was running fever, still
had the headache and now blurry vision. My entire body was hurting. My left
side of my body felt humb and tingling. The next two days the pain became
worse. I did not really have an appetite. When I did eat I could barely hold
my food down. On Wednesday morning I could barely get out of bed, I also
felt extreme pain in my lower legs, stabbing pain in stomach and right lower
side. I also had ringing in my ears, more in the right ear. I then notice a
bruise on my left leg, that it was not originally there, and was also tender to
touch. I went to the emergency room on the same day and I was admitted. I
COVID19 was in there for 4 days, they tested my leg and stated it was not a blood
(COVID19 clot, although it look and felt like one. They discharge me and advise me
THROMBOSIS (JANSSEN)) JANSSEN 1266095-1 | that it was a migraine that was causing all my pain. This was on Sunday, I
(1203) had a follow up with my PCP on the Friday, however to being in so much pain
and shortness of breath, and arm pain I was advise to go to the ER on the
Thursday and was admitted again. I was told in the ER I had a blood clot in
my right arm and it was most likely from the IV from the previous visit. My
blood pressure and heart rate was so high that they put me on medication.
No matter the pain medication they gave me, it would not completely take
the pain away. They discharge me again on Monday and after me begging
them to get run any and all test, they said they found nothing. I'm still in the
same amount of pain and same symptoms, still having trouble keeping my
food down. The only thing that changed is my left arm is not as sore,
however I still have a huge knot and its still warm to touch. I don't know
what else to do that is why im contacting the CDC for help. I'm in a extreme
amount of pain and pounding headaches. Please help
?C%\CFIJ;;Q For the past 2 1/2 - 3 weeks I have had a pain in my left leg. Today it was
THROMBOSIS (JANSSEN)) JANSSEN 1266356-1 | extremely painful so I went into the dr. office and after an examination and
(1203) ultra sound it was determined that I have a blood clot.
COVID19
(CoviD19 Patient stated that her doctor says she has blood clots and believe it could
THROMBOSIS (JANSSEN)) JANSSEN 12664221 | o due to the vaccine.
(1203)
?c%\cﬁ;fg BLOOD CLOTS IN BOTH LUNGS. SHORTNESS OF BREATH. UPPER BACK PAIN.
THROMBOSIS (JANSSEN)) JANSSEN 1266689-1 | WEAKNESS. SWEATING AND COLD. NO COLOR IN FACE -- GREY. LOSS OF
(1203) EYE SIGHT -- STARTED WITH BLURRED VISION.
?C%\CIIJIJ% "patient developed severe chest pain, ambulance was called and patient was
THROMBOSIS (JANSSEN)) JANSSEN 1267199-1 | taken to ER. Patient was transferred to higher level facility and was told he
(1203) had a heart attack and that it was caused by a ""blood clot"""
CoOVvID19
(Covib19 I have a major blood clot in my left leg. I had two ultrasounds and now
THROMBOSIS (JANSSEN)) JANSSEN - starting blood thinners.
(1203)
COVID19 4/19/2021: Woke up in the middle of the night with an achy arm. Had this
(COVID19 for a week. Went to chiropractor as she thought it was neck trouble.
THROMBOSIS (JANSSEN)) JANSSEN 1267579-1 | Chiropractor states arm is swollen and see MD. MD sent patient for
(1203) ultrasound and blood clot confirmed in right arm pit. Patient started on
eliquis.
COVID19
(CoviD19 Two blood clots in right leg below the knee, calf pain, swelling of lower leg
THROMBOSIS (JANSSEN)) JANSSEN 12680891 and foot, painful to walk
(1203)
Patient received Johnson Johnson COVID vaccination on March 5th (Its not
listed as an option for me to choose - Hence Janssen). Two weeks later
COVID19 patient and wi_fe d_escribed symptoms of sigr)ificant abdominal_ pain apd
(COVID19 headache, which improved after 24 hours, since then, abdominal pain on and
THROMBOSIS (JANSSEN)) JANSSEN 1268363-1 | off with worsening, nausea vomiting and diarrhea. Presented to Hospital with
(1203) sepsis, negative evaluation, possibly GI etiology, given symptoms. MRI of the
abdomen shows left portal vein thrombosis/which is an unusual site. Patient
has no liver cirrhosis or metastatic cancer. Is being investigated for idiopathic
or acquired thrombophilia
COVID19
THROMBOSIS ff/?r\l'é%?m) JANSSEN 1268669-1 | Ended up with a blood clot in left leg, not a dvt clot.
(1203)
?C%\CII)D"‘?Q Flu-like symptoms chills fever up and down shortness of breath itchy skin dry
THROMBOSIS (JANSSEN)) JANSSEN 1268686-1 | cough shaky hands restless urinating frequently urination blood clotting in

(1203)

calves
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1268728-1

HEADACHE/PAIN IN HEAD; HEAD FELT FLUIDY,FLOATING,FOGGY,/FREAKING
OUT,; FLUCTUATING LUCIDITY/FELT LUCID; PAIN IN NECK; WOKE UP AND
STUMBLED; RED BLOOD (AND CLOT) WHEN BLEW NOSE; RED BLOOD (AND
CLOT) WHEN BLEW NOSE; DREAMING DIZZY/DIZZY; FEELS JITTERY/NOT
FEELING WELL; This spontaneous report received from a 49 year old female
patient reporting on self. The patient's height, and weight were not reported.
The patient's concurrent conditions included seasonal allergies. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: 1808982,expiry: UNKNOWN) dose was
not reported, 1 total administered on 12-APR-2021 09:00 in right arm for
prophylactic vaccination. No concomitant medications were reported. On an
unspecified date, in the evening she had headache. On 12-APR-2021 the
patient was dizzy and not feeling well at night she woke up in sleep feeling
dizzy as she was dreaming dizzy, got up from bed and stumbled. She told
her husband not feeling well but he tried to brush it aside. up from bed and
stumbled. She took Advil. The doctor on-call told her to calm down and to
take 2 Advil and went to sleep and if it did not went away to ER. The
consumer did so. On 13-APR-2021, (Tuesday morning) the consumer blew
her nose and noticed red blood and clots (coming from further up higher
than sinuses). She was concerned and talked to people (friends). On 14-
APR-2021, around 3:00 Wednesday morning she was freaking out she called
her doctor and was not available she was referred to another physician. The
patient was lucid, head felt fluidy, floating and dizzy. She had pain in the
head and the neck. On 15-APR-2021, Thursday morning the physician called
her back and said to stop taking Advil and went to ER. Her head was heavy
and fog, everything was slow and lucid. In the hospital as soon as they gave
her saline 1V fluid, the fog was half lifted. Laboratory data (dates
unspecified) included they also did MRI and blood work which were normal.
They discharged her the same day and suggested she could take Tylenol
which she did Thursday night. On 16-APR-2021, Friday she felt jittery but
good and will buy some Gatorade for hydration and patient also stated that
both dizzy and heavy head was reduced to faint (coming down from 10 to
3.5 on a scale). The consumer suggested that the dose of the vaccine may
be too much for certain individuals and suggested to reduce the dose to like
half the dose or to give it in 2 shots. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient recovered from red blood (and
clot) when blew nose, and stumbling on 15-APR-2021, was recovering from
dizziness, fluctuating lucidity, head felt fluidy, floating, foggy,/freaking out,
pain in neck, and feels jittery/not feeling well, and the outcome of
headache/pain in head was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: 20210436432- covid-
19 vaccine ad26.cov2.s-head felt fluidy, floating, foggy,/freaking out, red
blood (and clot) when blew nose. This event(s) is considered unassessable.
The event(s) has a compatible/suggestive temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1269209-1

On Jan. 26, 2021, I had an accident at home an suffered broken ankle, tibia
and fibula broken from tarsus. I was rushed to hospital and had ORIF
surgery. I later found out the surgeons failed to order blood thinners and
about a month later, I was rushed to the hospital with 5 blood clots, one in
each lobe or each lung and one forming in the calf muscle on the left leg. I
have been taking Eliquis since late February and will be on it through May. I
have had an echocardiogram which was normal but the doppler I had on my
legs may have indicated the problem is still on-going. I don't know yet. I did
contract JCCT to ask if I should get checked out due to recent clotting
incidents and was told I did not. I decided I should report it anyway and my
clotting situation probably has nothing to do with vaccine but I just want to
make sure.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1269940-1

"BLOOD CLOT IN ARM; FEELING SICK; This spontaneous report received
from a patient via a company representative concerned a 47 year old female.
The patient's weight, height, and medical history were not reported. The
patient was not pregnant at the time of report The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: Unknown) dose was not reported, 1 total, administered on
05-APR-2021 for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were
reported. On an unspecified date in APR-2021, the patient experienced
burning sensation in arm, tenderness of arm, and pronounced veins on arm;
also she was feeling sick. She saw the healthcare professional (HCP) after
these symptoms. She was told about a blood clot (tenderness / burning
sensation/ pronounced veins) in the arm. HCP recommended her taking
aspirin and applying heat to the arm. Treatment medications (dates
unspecified) included: acetylsalicylic acid. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient had not recovered from
blood clot in arm, and the outcome of feeling sick was not reported. This
report was serious (Other Medically Important Condition).; Sender's
Comments: This 47-year-old female patient reported burning sensation and
tenderness in arm, pronounced veins in arm, and feeling sick after an
unspecified duration from receiving COVID-19 VACCINE AD26.COV2.S for
the prevention of symptomatic SARS-CoV-2 virus infection. HCP was
consulted and was ""told"" about a blood clot and prescribed aspirin with
advice to apply her to the arm. No other details reported. The information
available precludes a complete and meaningful assessment. However,
considering the temporal relationship and recently evolving theories in the
literature about COVID infections and vaccinations, potential vaccine
contribution cannot be excluded. Additional information was requested.”
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1269951-1

"BLOOD CLOT IN UPPER THIGH; NO PULSE FROM KNEE DOWN ON RIGHT
LEG; RINGING AND BUZZING IN EARS; PURPLE TOE; COULD NOT MOVE;
FEELING CRAPPY; TIRED; NAUSEOUS; This spontaneous report received
from a patient concerned a 58 year old male. The patient's height, and
weight were not reported. The patient's concurrent conditions included
Barrett's esophagus, and controlled high blood pressure. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection,
intramuscular batch number: 1805031, and expiry: unknown) dose was not
reported, 1 total administered in left arm on 24-MAR-2021 for prophylactic
vaccination. Concomitant medications included Nexium (esomeprazole
sodium) for Barrett's esophagus, and lisinopril for high blood pressure. On
25-MAR-2021, the day after the vaccination, patient felt crappy and could
not move, had tiredness and nauseous. After 10 to 12 days of vaccination on
an unspecified date in APR-2021, the patient had ringing and buzzing in
ears, pain in the bottom of feet on walking, and purple discoloration to front
of the right toe. The patient had visited health care professional (HCP). The
patient had undergone some tests and HCP identified no pulse from the knee
down on his right leg and a blood clot in upper thigh. The patient had
experienced pins and needles and buzzing on his leg. He has also has a
ringing and a buzzing in his ears and the bottom of his feet hurt when he
walked on them. The patient was scheduled for an appointment with
cardiovascular surgeon on 28-APR-2021, prior to the visit the patient has to
tested negative for COVID. The patient went to take test on 23-APR-2021
and results not yet received. Laboratory data included: Peripheral pulse
absent (NR: not provided) no pulse from the knee down on right leg. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the feeling crappy, tired, nauseous, no pulse from knee down on
right leg, blood clot in upper thigh, ringing and buzzing in ears and could not
move was not reported. This report was serious (Other Medically Important
Condition). This case, from the same reporter is linked to.This spontaneous
report received from a patient concerned a 58 year old male.; Sender's
Comments: VO: This 58-year-old male patient was found to have blood clot
in upper thigh with no pulse from the knee down 10 to 12 days after
receiving COVID-19 VACCINE AD26.COV2.S for the prevention of
symptomatic SARS-CoV-2 virus infection. Concurrent conditions include
Barret's esophagus and ""controlled"" high blood pressure; concomitant
medications includes Nexium and lisinopril. The symptoms reported were
ringing and buzzing in ears, pain in the bottom of feet on walking, pins and
needles and buzzing on his leg, and purple discoloration to front of the right
toe that prompted consult with HCP, who advised the patient that there was
no pulse from the knee down on his right leg and a blood clot in upper thigh.
Prior COVID test was negative. No other details reported. The information
available precludes a complete and meaningful assessment. However,
considering the temporal relationship and recently evolving theories in the
literature about COVID infections and vaccinations, potential vaccine
contribution cannot be excluded. Additional information was requested.”
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1269952-1

"BLOOD CLOT IN LEG; SHORTNESS OF BREATH; HEART RATE INCREASED;
GANGRENE IN TOE; RIGHT LEG SWOLLEN; RIGHT FOOT SWOLLEN; CHILLS;
RUNNY NOSE; FEELING HOT; This spontaneous report received from a
patient concerned a 50 year old male. The patient's height and weight were
not reported. The patient's concurrent conditions included high blood
pressure and diabetes. The patient received COVID-19 vaccine Ad26.CoV2.S
(suspension for injection, route of administration not reported, batch humber
1802070, expiry date unknown), dose not reported, 1 total administered on
19-APR-2021 for prophylactic vaccination on left arm. Concomitant
medications included amlodipine besilate for drug used for unknown
indication, empagliflozin for drug used for unknown indication, fenofibrate for
drug used for unknown indication, insulin aspart for drug used for unknown
indication, insulin glargine for drug used for unknown indication, losartan for
drug used for unknown indication, and pioglitazone hydrochloride for drug
used for unknown indication. On an unspecified date (reported as 22-MAR-
2021; 28 days prior to vaccination), the patient experienced shortness of
breath, heart rate increased, runny nose, chills and was hospitalized (date
unspecified). He reported that on this past Saturday, 17-APR-2021 (2 days
prior to vaccination), he went to the emergency room. He reported that his
toenails were coming off, the skin on his toes was coming off, and he had
swelling in his right foot and up his leg. He says there was no circulation
going to his toe and he was diagnosed with having a blood clot in his right
leg. He says he had surgery to open up the arteries in his leg, and also
reported gangrene in his toe. The subject was discharged on 21-APR-2021.
On 23-APR-2021, the patient experienced feeling hot. He also reported that
he may need to have his right pinky (fifth) toe amputated because it has
gangrene. He reported that he is going to go back to the hospital, to which
he would seek medical attention if he was having issues. Treatment
medications (dates unspecified) included paracetamol. When called back due
to his vaccination dates being after event start dates, the patient said that
his memory is not too good, so he 'had to take his time to remember the
correct dates'. The action taken with COVID-19 vaccine Ad26.CoV2.S was
not applicable. The patient was recovering from blood clot in leg, and had
not recovered from runny nose, shortness of breath, heart rate increased,
chills, feeling hot, gangrene in toe, right leg swollen, and right foot swollen.
This report was serious (caused hospitalization).; Sender's Comments: VO:
This 50-year-old hypertensive and diabetic male patient reported that he
was feeling hot and may need to have his fifth toe amputated because it has
gangrene 4 days after receiving COVID-19 VACCINE AD26.COV2.S for the
prevention of symptomatic SARS-CoV-2 virus infection and 2 days after
discharge form the hospital. The patient was hospitalized for shortness of
breath, heart rate increased, runny nose, and chills 28 days prior to
vaccination. The patient went to the emergency room 2 days prior to
vaccination because his toenails/skin on his toes were coming off, swelling in
his right foot and up his leg, gangrene in his toe; he reported that there was
no circulation going to his toe and was diagnosed with having a blood clot in
his right leg; the patient reported he had surgery to ""open up"" the arteries
in his leg. Four days after vaccination, the patient felt hot and reported
reported that he may need to have his right pinky (fifth) toe amputated
because it has gangrene. The patient is taking paracetamol as treatment. No
other details was reported. Based on the lack of temporal association, the
causality is considered not related for the events blood clot in leg, shortness
of breath, heart rate increased, right leg swelling, right foot swelling, chills,
and runny nose. The information available regarding event gangrent of fifth
toe and feeling hot precludes a complete and meaningful assessment.
However, considering the temporal relationship and recently evolving
theories in the literature about COVID infections and vaccinations, potential
vaccine contribution cannot be excluded. Additional information was
requested."

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1270153-1

Left leg start swelling And hurting

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1270278-1

Next day full body red rash, 103-104 degree fever, deep body aches, skin
sensitivity, joint pain, headache, brain fog,lasted 4 days, One week later
period started with large chicken-egg sized blood clots, heavy flow lasted 2
days longer than typical period for me. Second cycle after vaccine started
4.22.21 with same very large clots, intense cramping and bloating

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1270282-1

She got the vaccine, when they put the needle in she said it was far in. The
pain was bad, but she could deal with it. Then 5 days later something hit her
and hit her bad. She went to the ER and they gave her Bentyl, diarrhea
medicine as she was vomiting, not eating anything, and they gave her some
anti-vomiting medicine. They sent her home and said she would feel better.
The diarrhea and vomiting stopped but she then started with a rash. it's all
over her hands, arms, back, itching, and taking Claritin for it. it won't go
away. Her symptoms continued to worsen, and woke up one morning and
had so much pain that she could not move or breath and her husband called
an ambulance and they took her hospital and diagnosed with a blood clot.
She was in the hospital for 3 days and now discharged on Eliquis. She has
bruises all over her coming out and very upset that she is still feeling bad
and doesn't know how the rash is going to go away. She was also prescribed
Oxycodone for pain and also Tessalon Perls to take for coughing.
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a few days after the shot i was having a hard time breathing, made
appointment with Pulmanologist he ordered a ct scan but no ultra sound. ct
scan showed no clots in the lungs at that time. Woke up a day or two later
COoVID19 with severe back and leg pain was transported to the emergency room. I
COVID19 was then transported to facillity because i could not move my left leg and
THROMBOSI ( ANSSEN 1270837-1
OMBOSIS (JANSSEN)) JANSS 12708371 was in severe pain. During my stay i coughed up a blood and requested the
(1203) doctor to do blood work. The blood work showed high levels of clots. I was
not taken to the hospital or treatment for the clots at that time. When i left
the facility i saw my Doctor she ordered immediatly another ct scan of the
chest and an ultra sound
Blood clot in right wrist area: On the evening of 3/17/21, 1 felt sudden pain
COVID19 in the palm of my right hand, just above the wrist. Then the vein just below
(COVID19 my wrist swelled up and turned blue. The next morning when I woke, the
THROMBOSIS (JANSSEN)) JANSSEN 1271703-1 | vein was no longer swollen, but the area below my wrist had a large bruise,
(1203) which lasted several days. I contacted my physician that day (3/18) who
said just to monitor/observe and come in if continuing issues (which there
were not).
starting have shortness of breath/difficulty breathing and back and chest
pain. light headed, pain unbearable. Saturday April 23rd Went to er was
treated for kidney stones but they could only find one small one, Was sent
COVID19 home with pain medication. Shortness of breath persisted as did bloody
(Covib19 i cough and pain in chest and all over. Went back to the er on 4/28 as pain
THROMBOSIS (JANSSEN)) JANSSEN - was unbearable (chest pain) once given a cat scan and diagnosed with blood
(1203) clots in my lungs and then an ultra sound and found a blood clot in my leg
(just above knee). It is thought that I was mis-diagnosed on the original trip
to the er with kidney stones. I have been put on blood thinners and pain
medication and will be following up with my doctor.
COVID19
(CoviD19 i . . o
THROMBOSIS (JANSSEN)) JANSSEN 1272388-1 | is at the er with blood clots in right leg
(1203)
COVID19
THROMBOSIS (CoviD19 JANSSEN 12724921 Patient experienced a severe heart attack and was diagnosed with a blood
(JANSSEN)) - | clot
(1203)
"Patient received the Janssen COVID 19 Vaccine on 04/07/2021. No physical
adverse assessment findings observed during the post-vaccine
administration observation period. During the observation period, the patient
verbalized that she was ""feeling fine and had taken an Alive(medication)"".
Patient was later seen, after the observation period and engaged in a
discussion stating that she ""continued to feel okay but felt a little queasy
COVID19 (confirmed as nauseated)"" and denied additional symptoms requiring
COVID19 immediate medical attention. On 04/29/2021, patient informed the clinical
THROMBOSI ( JANSSEN 1272700-1 . . . . ! . -
SIS (JANSSEN)) SS — | nursing team at the administering facility that she experienced adverse side
(1203) effects 13 days after receiving the vaccine and was hospitalized on
04/20/2021 - 04/24/2021. Patients adverse side effects related to the
vaccine are self-reported as blood clotting. Medical documentation not
provided. The vaccine administrating facility's clinical staff is not unable to be
verified by and confirm are deny adverse medical findings at the time of this
dictation. Please contact patient for the selected healthcare provider where
care was rendered for detail specific related adverse medical event."
COVID19 On the 28th of April, 18 days from the shot, I went for a walk and came
COVID19 home around 6:30 p.m. to the outside of my right calf bright red and hot. I
THROMBOSIS gJANSSEN)) JANSSEN 1274347-1 | went to the ER where an ultrasound was performed and they found a DVT
(1203) blood clot. I am now on an anticoagulant, Xarelto and have an appointment
with my doctor on the 5th to schedule more imaging and blood work.
On April 16, 2021 (Day 13 after Vaccine) I was diagnosed with acute deep
vein thrombosis (DVT) of my femoral vein in my left leg by Hospital. In other
COVID19 words, I was diagnosed with a blood clot in my upper left leg. Pain in both
(COVID19 my legs had started on April 13, 2021 (Day 10 after Vaccine). On April 16, I
THROMBOSIS (JANSSEN)) JANSSEN 1274563-1 | had a virtual appointment with my doctor who prescribed an ultrasound to
(1203) rule out DVT. I went to an ultrasound appointment at Radiology at 3:30pm
where a blood clot was found in my left leg. I was admitted into the
emergency room at Hospital and prescribed medication and follow ups from
there...
?COO\CFS% Patient states he had no soreness to his left arm. Patient states he got a
THROMBOSIS (JANSSEN)) JANSSEN 1274581-1 | blood clot. He went to the doctor and his doctor told him that the blood clot
(1203) he had was not related to the vaccine.
COoVvID19
(Covib19 i Swelling in right leg following workout. Became painful as day went on.
THROMBOSIS (JANSSEN)) JANSSEN e Swelling, pain continued. After three days, visited doctor.

(1203)
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276388-1

BLOOD CLOTS; SEVERE PAIN; This spontaneous report received from a
consumer concerned a patient of unspecified sex and age. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, intramuscular, batch
number: Unknown) dose, start therapy date were not reported for
prophylactic vaccination. No concomitant medications were reported. On an
unspecified date, the patient experienced blood clots and severe pain, and
was hospitalized (date unspecified). The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of the blood clots and severe
pain was not reported. This report was serious (Hospitalization Caused /
Prolonged).; Sender's Comments: VO: This is a report of a patient,
unspecified age, unspecified gender, unknown ethnicity, who was hospitalized
for pain and blood clots on an unspecified number of days after receiving the
covid-19 vaccine ad26.cov.2.s. The information provided precludes a
meaningful medical assessment. Additional information requested.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276394-1

LOSS OF BLOOD; VOMITING; BACK PAIN; ABDOMINAL PAIN; FEELING
WEAK; HEADACHE; BLOOD CLOTTING; COULD NOT MOVE; ONLY COULD DO
5 MINUTES OF WORK; This spontaneous report received from a patient
concerned a 45 year old female. The patient's height, and weight were not
reported. The patient's concurrent conditions included fibroids. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: 1802070CCHD,expiry: UNKNOWN) dose
was not reported,1 total administered on 20-MAR-2021 for prophylactic
vaccination to left arm. No concomitant medications were reported. On 22-
MAR-2021, the patient experienced blood clotting which lasted for three
weeks and resolved as per physician on same day the patient experienced
headache which got resolved on 22-Apr-2021. On 18-APR-2021, the patient
experienced loss of blood, vomiting, back pain, abdominal pain and patient
felt weak. On an unspecified date in 2021, the patient went to hospital, it
was also reported that patient was not able to move and could do only 5
minutes of work. Patient got confused between clotting with menstruation.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient recovered from blood clotting on 12-APR-2021, and headache on 22-
MAR-2021, was recovering from loss of blood, feeling weak, vomiting, back
pain, and abdominal pain, and the outcome of could not move and only could
do 5 minutes of work was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: In narrative of source
document vaccination date is 20-Mar-2021 and in the structured field of
source document vaccination date is 20-Apr-2021. So as per conservative
approach, date given in narrative 20-Mar-2021 is taken as vaccination date.
V0 20210440392-COVID-19 VACCINE AD26.COV2.S-Blood clotting and loss
of blood. This event(s) is considered not related. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There are other factors more likely to be associated
with the event(s) than the drug. Specifically: MEDICAL HISTORY.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276398-1

POSSIBLE BLOOD CLOT; INCREASED HEART RATE; CHEST TIGHTNESS;
HIGH BLOOD PRESSURE; NECK PAIN; ARM PAIN; HEAD PAIN; BODY
SHAKING; CHILLS; HIP JOINT PAIN; BACK PAIN; This spontaneous report
received from a patient concerned a 48 year old female. The patient's height,
and weight were not reported. The patient's concurrent conditions included
high blood pressure, osteoarthritis, fibromyalgia, non smoker, and non
alcohol user. The patient experienced drug allergy when treated with
diphenhydramine hydrochloride. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, intramuscular, batch number:
1805022) dose was not reported, 1 total, administered on right arm on 14-
MAR-2021 for prophylactic vaccination. No concomitant medications were
reported. On 14- MAR-2021, around 9 pm the patient experienced body
shaking, and chills for which she took Theraflu. On 15-MAR-2021, morning
the patient experienced high blood pressure, chest tightness and increased
heart rate of 156 BPM for which she went to the ER. She also experienced
neck pain, arm pain and head pain. lung and chest examination was normal.
Laboratory data included: Blood pressure (NR: not provided) increased,
Fibrin D dimer (NR: not provided) 780, and Heart rate (NR: not provided)
156 pm. As the- d dimer test result was high, the doctor said she has a
blood clot. She was given a shot of Toradol at the ER. On 17-MAR-2021,
Laboratory data included: Fibrin D dimer (NR: not provided) 650. On 30-
MAR-2021, She had another episode, she was in a lot of pain. She went back
to ER. Laboratory data included: CAT scan (NR: not provided) normal. They
sent her home and prescribed her Meloxicam. The patient went to see her
Cardiologist after that, She stated that her cardiologist didn't do any blood
work or mention anything regarding a blood clot. Treatment medications
(dates unspecified) included: ketorolac tromethamine, acetylsalicylic acid,
meloxicam, and dextromethorphan. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient recovered from high blood
pressure, chest tightness, increased heart rate, body shaking, chills, and
head and neck pain and arm pain on MAR-2021, had not recovered from hip
joint pain, back pain, and the outcome of blood clot was not reported. This
report was serious (Other Medically Important Condition).; Sender's
Comments: V0:-covid-19 vaccine ad26.cov2.s-possible blood clot. This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276413-1

COVID-19; BRONCHITIS; This spontaneous report received from a consumer
(patient's husband) concerned a 43 year old female. The patient's height,
and weight were not reported. The patient was not pregnant at the time of
report. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of administration not reported, batch number: 042A21A, and
expiry: 21-JUN-2021) dose was not reported, administered at Left Deltoid on
09-APR-2021 for prophylactic vaccination. No concomitant medications were
reported. On 09-APR-2021, the patient was given a dose of the vaccine and
she did not show up. On next day 10-APR-2021, she started shivering very
badly and was feverish. On 11-APR-2021, the patient also had a headache.
On 12-APR-2021, all symptoms gone. The next day on 13-APR-2021 when
she got up she had chest tightness and went to doctor due to fever, chills,
headache resumed. Since that day was the clot information in the news and
they did testing for clot stuff which was all negative. Also the patient
diagnosed with bronchitis. After the 13th she had 'on/off' days of
experiencing symptoms. On 16-APR-2021, she tested for covid-19 via 'non-
rapid' test and the results of test came on the 17th were positive for covid-
19 (diarrhea, vomiting, chest tightness, shivering, chills, headache, feverish
and nausea). On 17-APR-2021, she developed diarrhea and vomiting. By the
19-APR-2021, they went to the hospital where she received unspecified
fluids and pain pills for the fever and to calm her down. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the
bronchitis and covid-19 was not reported. This report was serious
(Hospitalization Caused / Prolonged).; Sender's Comments: VO-
20210443606 - Covid-19 vaccine ad26.cov2.s-Covid 19. This event is
considered unassessable. The event has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276430-1

RARE BLOOD CLOT; LOW PLATELETS; This spontaneous report received from
a consumer concerned about 50 years old female. The reporter obtained the
information from news/media. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
Unknown) dose was not reported, 1 total administered on APR-2021 for
prophylactic vaccination. The batch number was not reported. Per procedure,
no follow-up will be requested for this case. No concomitant medications
were reported. On an unknown date in APR-2021 after vaccination, the
patient experienced severe headache, abdominal pain, leg pain and
shortness of breath. The patient developed a rare blood clot and low
platelets on an unspecified date in APR-2021, within two weeks of receiving
JANSSEN COVID-19 vaccine. The patient was hospitalized on an unspecified
date in APR-2021. On APR-2021, the patient died from blood clot. The
reporter was not sure whether the events was related to the vaccination. It
was unknown if an autopsy was performed. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient died of rare blood clot
on APR-2021, and had not recovered from low platelets. This report was
serious (Death, and Hospitalization Caused / Prolonged).; Sender's
Comments: VO: This female patient in her 50s was reported to have
developed a rare blood clot and low platelets within two weeks of receiving
JANSSEN COVID-19 vaccine. On an unspecified date, symptoms reported
were severe headache, abdominal pain, leg pain and shortness of breath.
The patient was hospitalized on an unspecified date and subsequently died
from blood clot. It was not known if autopsy was performed. No other details
reported. The information available precludes a complete and meaningful
assessment. However, considering the temporal relationship and recently
evolving theories in the literature about COVID infections and vaccinations,
potential vaccine contribution cannot be excluded.; Reported Cause(s) of
Death: BLOOD CLOT

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276432-1

BLOOD CLOTTING; This spontaneous report received via traditional media
from a patient concerned an adult female. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: unknown and expire date: Unknown ) dose, start therapy date were
not reported for prophylactic vaccination. The batch nhumber was not
reported. Per procedure, no follow-up will be requested for this case. No
concomitant medications were reported. On an unspecified date, the patient
experienced blood clotting and was hospitalized (date unspecified). The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clotting was not reported. This report was serious
(Hospitalization Caused / Prolonged, and Other Medically Important
Condition).; Sender's Comments: V0: 20210447114-Covid-19 vaccine
ad26.cov2.s- BLOOD CLOTTING These events are considered unassessable.
The events have a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the events.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276433-1

BLOOD CLOTS; This spontaneous report received via social media/news from
a patient concerned an adult female. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: Unknown) dose, 1 in total, start therapy date were not reported for
prophylactic vaccination. The batch number was not reported. Per procedure,
no follow-up will be requested for this case. No concomitant medications
were reported. On an unspecified date, the patient had clot blood and was
hospitalized. The symptoms appeared were found to be consistent with the
six cases reported elsewhere last week. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of blood clots was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: VO: -Covid-19 vaccine ad26.cov2.s-Blood clot. This
event is considered unassessable. The event has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276477-1

DIARRHEA; LETHARGIC; GENERALISED ACHING; HEADACHE; SWELLING AT
INJECTION SITE; REDNESS AT INJECTION SITE; BLOOD CLOT FROM THIGH
TO CALF; This spontaneous report received from a consumer concerned a 66
year old male. The patient's height, and weight were not reported. The
patient's concurrent conditions included paralyzed on left side from a
previous injury and not very active. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: Unknown) dose was not reported, administered 1 total
administered on 06-APR-2021 on right arm for prophylactic vaccination. The
batch humber was not reported and it has been requested. No concomitant
medications were reported. On 07-APR-2021, the patient had blow-out
diarrhea, lethargic, body aches, headache. On APR-2021, the patient
experienced leg pain (started week ago), swelling at injection site and
redness at injection site. His left foot was swollen, and called physician to
check for blood clot or break. The doctor said that the test showed a blood
clot from his thigh all the way down to his calf that was a medical
emergency. Reporter thinks there was a possibility that they were already
exposed to COVID. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The outcome of blood clot from thigh to calf, diarrhea,
lethargic, generalised aching, headache, swelling at injection site and
redness at injection site was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0. 20210450241-
COVID-19 VACCINE Ad26.COV2. S -Blood clot. This event(s) is considered
unassessable. The event(s) has an unknown/unclear temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276478-1

BLOOD CLOT; This spontaneous report received from a consumer via news
concerned a female of unspecified age. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of administration was not
reported, batch number: unknown) dose, start therapy date were not
reported, 1 total, for prophylactic vaccination. The batch number was not
reported. Per procedure, no follow-up will be requested for this case. No
concomitant medications were reported. On an unspecified date, the patient
developed a blood clot. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The outcome of blood clot was not reported. This report
was serious (Other Medically Important Condition).; Sender's Comments:
VO0: -Blood clot. This event(s) is considered unassessable. The event(s) has
an unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276487-1

"STROKE/HEADACHE; BLOOD CLOT; INJECTION SITE REACTION; PAIN IN
ARM; This spontaneous report received from a patient concerned a 79 year
old male. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch humber: 1805020, expiry:
UNKNOWN) dose was not reported, administered to left arm on 11-MAR-
2021 for prophylactic vaccination. No concomitant medications were
reported. On 25-MAR-2021, 2 weeks after receiving the vaccination, the
patient stated his injection site on his left arm ""felt horrible"" ""like
someone was stabbing him in that joint"" (both events captured as injection
site reaction). The patient reported his doctors did not know what was
causing this and he could not get rid of it. On an unspecified date the patient
experienced headaches with one being described as going from the back of
his head to his left temple, he reported not usually having headaches. The
patient also experienced severe pain when moving left arm with pain
worsening at night when not moving. The patient was unable to reach up to
grab things. On 24-APR-2021, the patient was taken to the hospital and was
diagnosed as had a stroke. On an unspecified date results of Magnetic
Resonance Imaging (MRI) were 'blood clots in the artery that goes up middle
of spine and back of neck. The patient stated the results also had ""right side
numbness, vertigo, slurred speech"". Results of Computerised Tomogram
(CT) (date unspecified) were per the patient ""internal carotid arteries
demonstrated calcified plaque, stenosis, arteries demonstrate localized
three-four segment of left local artery"". The patient was discharged on an
unspecified date and had not seen his regular physician yet. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the
stroke, blood clot, injection site reaction, pain in arm and headache was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: VO -covid-19 vaccine ad26.cov2.s-Stroke/Blood clot.
This case concerns a patient of 79 year old male. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s)."

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276504-1

TRANSIENT ISCHEMIC ATTACK MORE FREQUENT; POSSIBLE BLOOD CLOT;
SHORTNESS OF BREATH; CHEST PAIN; SWELLING IN ONE LEG; PULSATING
HEADACHE; This spontaneous report received from a patient via social media
concerned a patient of unspecified age and sex. The patient's weight, height,
and medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin, and batch number
were not reported) dose, 1 in total, start therapy date were not reported for
prophylactic vaccination. The batch number was not reported. Per procedure,
no follow-up will be requested for this case. No concomitant medications
were reported. On an unspecified date, after took vaccine the patient had
major health problems which was described as transient ischemic attack
which was more frequent and lasted longer, headaches were a pulsating
headache, shortness of breath(more than usual),chest pains, swelling in one
leg and seems to be blood clots. The patient was enquire about the
involvement of people in vaccine study with conditions like hepatitis C,
strokes, chronic obstructive pulmonary disease, chronic headaches, liver
problems, transient ischemic attack. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of the transient ischemic
attack more frequent, pulsating headache, shortness of breath, chest pain,
swelling in one leg and possible blood clot was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO-
20210452291JANSSEN COVID-19 VACCINE Ad26.COV2.S This event is
considered unassessable. The event has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276515-1

CLOT IN LEGS; ESCALATING PAIN IN LOWER BACK; ESCALATING PAIN IN
LEG; This spontaneous report received from a patient via news story
concerned a 4 decade (early 40s) male. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin, and batch number
were not reported) dose was not reported, 1 total, administered on 08-APR-
2021 for prophylactic vaccination. The batch number was not reported. Per
procedure, no follow-up will be requested for this case. No concomitant
medications were reported. In APR-2021, the patient experienced clot in legs
and was hospitalized. The patient was improving and scheduled to leave the
hospital in few days. On 16-APR-2021, the Patient experienced escalating
pain in lower back and leg. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient was recovering from clot in legs,
and the outcome of escalating pain in lower back and escalating pain in leg
was not reported. This report was serious (Hospitalization Caused /
Prolonged).; Sender's Comments: VO: - Clot in legs (PT-Thrombosis). This
event is considered unassessable. The event has an unknown/unclear
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276518-1

PROFOUND BLEEDING; CLOTTING; SUSPECT DYSFIBRINOGENEMIA; This
spontaneous report received from a health care professional via a Regulatory
Authority and concerned a 48 year old, female. The patient's height, weight
and medical history were not reported. The patient was not pregnant at the
time of reporting. The patient had no other iliness at the time of vaccination,
no chronic or long-standing health conditions, the patient was healthy
without history of dysfibrinogenemia. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, intramuscular, batch number:
1805020, and expiry: UNKNOWN) dose was not reported, administered on
09-MAR-2021 for prophylactic vaccination. No concomitant medications were
reported. On 22-MAR-2021, the patient experienced profound bleeding, and
clotting and was suspected to have dysfibrinogenemia. The patient was
currently hospitalized for the events (date unspecified). The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The patient had not
recovered from profound bleeding, clotting, and suspected
dysfibrinogenemia. This report was serious (Hospitalization Caused /
Prolonged, Other Medically Important Condition, and Life Threatening).
Sender's Comments: VO:-covid-19 vaccine ad26.cov2.s -profound bleeding,
clotting, suspect dysfibrinogenemia. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276526-1

BLOOD CLOT WITH DYING PAIN IN RIGHT SHOULDER; This spontaneous
report received from a patient concerned a 72 year old female. The patient's
weight was 141 pounds, and height was 164 centimeters. The patient's
concurrent conditions included back pain, two cysts on kidney, high blood
pressure, anxiety, high cholesterol, non smoker, non alcoholic, and spine
issue, and other pre-existing medical conditions included it was unknown
that patient had drug abuse or illicit drug usage. she was health healthy and
always doing exercises, she lifts 3kg dumbbells and walked and use indoor
bicycle for exercise. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
1805029, expiry: UNKNOWN) dose was not reported, frequency one total
administered on 15-MAR-2021 for prophylactic vaccination. Concomitant
medications included citalopram for anxiety, lorazepam for anxiety,
oxycodone for back pain, and spine issue, and acetylsalicylic acid for drug
used for unknown indication. Patient received vaccine on March 15, 2021 at
a local vaccination center. she woke up with pain and had this for several
days before. somebody suggested going to the Emergency room. Patient
proceeded to ER on 26-March-2021 and was seen by Doctor. Doctor
suspected a blood clot and told the if its blood clot it could moved to lung
and cause stroke. The patient reports the following tests were performed X-
ray, ultrasound and blood tests. Test results all showed blood clot that the
patient describes as deep vein in the right shoulder between shoulder and
neck. Patient reported that she was given a blood thinner in her tummy and
then a prescription for 30 days of Eliquis 5mg. Patient reported that the pain
was killing her and stated she was dying of pain. The pain was in the area of
the blood clot (right shoulder). Patient was also seen by a specialist who
prescribed Eliquis prescription for 1 year. she was taking baby aspirin which
told to continued. she finished her 30 days prescription ,she planning to visit
ER as pain had not go away. She has been told not to stop the blood thinner
as it is dangerous. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The patient had not recovered from blood clot, and dying of
pain s in the area of the blood clot (right shoulder). This report was serious
(Other Medically Important Condition).; Sender's Comments: VO:
20210453704-COVID-19 VACCINE AD26.COV2.S - BLOOD CLOT WITH
DYING PAIN IN RIGHT SHOULDER. This event is considered unassessable.
The event has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1276530-1

DEATH; BLOOD CLOT; This spontaneous report received from a consumer
news/social media platform concerned a 5 decade old female. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported for prophylactic vaccination. The batch number was not reported.
The company is unable to perform follow-up to request batch/lot numbers.
No concomitant medications were reported. On an unspecified date, the
patient developed a rare blood clot and died within two weeks of getting the
Janssen covid vaccine. On an unspecified date, the patient died from
unknown cause of death. It was unknown whether autopsy was performed.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clot was not reported. This report was serious (Death, and
Other Medically Important Condition). This case, from the same reporter is
linked to.; Sender's Comments: V0-covid-19 vaccine ad26.cov2.s-This case
concerns with 5 decade old female. Death, Blood clot. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).; Reported Cause(s) of Death: UNKNOWN CAUSE OF DEATH
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276539-1

BLOOD CLOT; This spontaneous report received from a patient concerned an
adult female. This report was received from news/social media platform
reported by a consumer/other non health care professional. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose was not reported, administered on
2021 for prophylactic vaccination. The batch number was not reported. Per
procedure, no follow-up will be requested for this case. No concomitant
medications were reported. On an unspecified date in APR-2021, after
vaccination the patient experienced blood clot, and was hospitalized (date
unspecified). This report was notified through VAERS on 22-APR-2021. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clot was not reported. This report was serious
(Hospitalization Caused / Prolonged). This case, from the same reporter is
linked to 20210453777.; Sender's Comments: V0: 20210454136-COVID-19
VACCINE AD26.COV2.S - BLOOD CLOT. This event is considered
unassessable. The event has a compatible/suggestive temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276551-1

BLOOD CLOTS; This spontaneous report received from a consumer (source:
news report) concerned a female of age under 60. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: unknown, expiry: unknown) dose, start therapy date were
not reported, 1 total administered for prophylactic vaccination. The batch
number was not reported. Per procedure, no follow-up will be requested for
this case No concomitant medications were reported. It was reported from a
news story that, on an unspecified date, the patient experienced blood clots
which was in investigation by an agency. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of blood clots was not
reported. This report was serious (Other Medically Important Condition). This
case, from the same reporter is linked to 20210454646.; Sender's
Comments: V0:20210454446-covid-19 vaccine ad26.cov2.s- Blood clots.
This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276556-1

BLOOD CLQOT; This spontaneous report received from a consumer concerned
an adult male. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch humber: Unknown) 1 total,
dose, start therapy date were not reported for prophylactic vaccination. The
batch number was not reported. Per procedure, no follow-up will be
requested for this case. No concomitant medications were reported. On an
unspecified date, the patient experienced blood clot. The reporter stated that
as per news report, the agency was investigating this case of blood clot. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clot was not reported. This report was serious (Other
Medically Important Condition). This case, from the same reporter is linked
to 20210454446.; Sender's Comments: V0:20210454646-covid-19 vaccine
ad26.cov2.s -blood clot. This event(s) is considered unassessable. The
event(s) has an unknown/unclear temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276566-1

BLOOD CLOT; SEVERE HEADACHE/ FEEL LIKE A CAP ON HER HEAD; This
spontaneous report received from a consumer concerned a female of
unspecified age. The patient's weight, height, and medical history were not
reported. The patient received Covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: unknown) dose, start
therapy date were not reported for prophylactic vaccination. The batch
number was not reported and has been requested. No concomitant
medications were reported. On an unspecified date, the patient experienced
blood clot, and severe headache/ felt like a cap on her head. The action
taken with Covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
the severe headache/ feel like a cap on her head and blood clot was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: VO: AER 20210455412-Covid-19 vaccine ad26.cov2.s-
BLOOD CLQT. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276571-1

THROMBOSIS (RED PATCHES ON HANDS, ARMS, LEGS AND FEET); SEVERE
MIGRAINES; SEVERE VACCINATION REACTION; This spontaneous report
received from a patient via a company representative concerned a 3 decade
old male. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: Unknown and expiry
date: Unknown) dose, 1 total administered, start therapy date was not
reported for prophylactic vaccination. The batch nhumber was not reported.
The company is unable to perform follow-up to request batch/lot numbers.
No concomitant medications were reported. The patient had a severe
vaccination reaction, experienced red patches on hands, arms, legs and feet.
The patient had visited the hospital and was diagnosed with thrombosis by
the physician. Patient was monitored and later discharged. The patient had
reattended hospital for severe migraines, also had contacted centers for
disease control and prevention regarding vaccination reaction. The patient
was unknown for company representative and had only this information. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the thrombosis (red patches on hands, arms, legs and feet),
severe migraines and severe vaccination reaction was not reported. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0.20210455657- COVID-19 VACCINE Ad26.COV2. S -
Thrombosis, severe migraines , severe vaccination reaction. This event(s) is
considered unassessable. The event(s) has an unknown/unclear temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276632-1

CLOTS; This spontaneous report received from a physician concerned a male
of unspecified age. The patient's weight, height and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of administration not reported, batch number: Unknown)
frequency one total, dose, start therapy date were not reported for
prophylactic vaccination. The batch number was not reported and has been
requested. No concomitant medications were reported. The physician
reported that on an unspecified date, the patient experienced clots. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of clots was not reported. This report was serious (Other Medically
Important Condition). This case, from the same reporter is linked to
20210456400.; Sender's Comments: V0.20210457363-COVID-19 VACCINE
AD26.COV2.S -Thrombosis. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1276633-1

CLOTS; This spontaneous report received from a physician (source: news
report) concerned 6 female patients. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: unknown, expiry unknown) dose, start therapy date were not
reported, frequency 1 total administered for prophylactic vaccination. The
batch number was not reported. Per procedure, no follow-up will be
requested for this case. No concomitant medications were reported. The
reporter called in regarding an event of clot experienced by 6 patients in the
news on an unspecified date. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of clots was not reported. This
report was serious (Other Medically Important Condition). This case, from
the same reporter is linked to 20210456400 and 20210457363.; Sender's
Comments: 20210457370-covid-19 vaccine ad26.cov2.s-Blood clot. This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1277853-1

Pain on both legs, Tiredness, Fatigue.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1279696-1

patient reported to the pharmacy that they had to go to ER for blood clot on
04/19/2021

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1280115-1

See below

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1280655-1

First 2 days: fever 101.5, whole left side pain, abdominal pain, headache,
lower right leg pain 3rd day: low grade fever 100.5, lower right leg pain, left
arm pain 4th day: lower right leg pain increased along with redness,
swelling, red lines, and eventually I couldn't apply weight on my right leg.
After visiting Urgent Care hospital, blood clots were found in my small veins.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
12 hours after injection, experienced normal side effects (e.g., muscle aches,
chills, headache, fatigue) Within 1 week of receiving the vaccine, I began to
experience blurriness in my left eye. After conferring with my primary care
facility, it was recommended that I see an ophthalmologist. Confirmed that I
COVID19 had a Branch Retinal Vein Occlusion (BRVO) and recommended I meet with a
(COVID19 retinal specialist. Dr. confirmed the BRVO was caused by a blood clot and
THROMBOSIS (JANSSEN)) JANSSEN 1280744-1 | commenced treatment via eye injection. I then met with my primary
(1203) physician to discuss the situation. He recommend further tests to determine
whether I had other clotting. In addition to blood work, he order MRIs of my
brain, head and neck region and also recommended that I meet with a
thrombosis specialist. I met with a Dr. who ordered additional blood work for
additional testing. All tests performed to determine if I had additional
clotting have come back negative.
COVID19
(CoviD19 I experienced blood clots, also had bilateral leg pain and lower back pain. I
THROMBOSIS (JANSSEN)) JANSSEN 12822311 currently in the hospital.
(1203)
COoVvID19
THROMBOSIS E.?/?r}l,é%:zgm) JANSSEN 12822731 | Blood Clot in Right Leg
(1203)
COoVID19
(CoviD19 Ultrasound done on 4-30-2021 for pain in calf of left leg and numbness of
THROMBOSIS (JANSSEN)) JANSSEN - the toes for 7 days. Result came back positive for blood clot.
(1203)
CoOvID19
(Covib19 Patient present to ED on 5/3 with leg pain. found to have blood clot in left
THROMBOSIS (JANSSEN)) JANSSEN - leg via ultrasound. started on rivaroxaban and discharged
(1203)
PULMONARY EMBOLISM; THROMBOSIS; COR PULMONALE ACUTE/
DYSPNOEA; HYPOXIA; DIZZINESS; COUGHING; This spontaneous report
received from a patient via a Regulatory Authority Vaccine Adverse Event
Reporting System (VAERS) (VAER reference number 1120494) concerned a
68 year old female unknown ethnicity. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, intramuscular, batch number:
1805020, and expiry: UNKNOWN) dose was not reported, administered on
06-MAR-2021 14:15 for prophylactic vaccination. Concomitant medications
included amitriptyline for sleep, and zolmitriptan for migraine. On 07-MAR-
2021 08:30, the subject experienced pulmonary embolism, thrombosis, cor
pulmonale acute/ dyspnoea, hypoxia, dizziness, coughing, and was
hospitalized (date unspecified). On 12-MAR-2021, Laboratory data included:
COVID-19 virus test negative (NR: not provided) Negative. Laboratory data
COVID19 (dates unspecified) incIuQed: Blood pressure (NR: not providgd) normal,
(COVID19 Blood test (NR: not provided) normal, CT scan (NR: not provided) Pulmonary
THROMBOSIS JANSSEN 1284648-1 | Embolism, Chest X-ray (NR: not provided) normal, Diagnostic ultrasound
(JANSSEN)) ) i . .
(1203) (NR: not provided) No blood clots or vein thrombosis, Echocardiography (NR:

not provided) Increased pressure on the right side of heart due to blood
clots, and Heart rate (NR: not provided) elevated. Treatment medications
(dates unspecified) included: oxygen, salbutamol, and rivaroxaban. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the pulmonary embolism, thrombosis, cor pulmonale acute/
dyspnoea, hypoxia, dizziness, coughing was not reported. This report was
serious (Hospitalization Caused / Prolonged, and Other Medically Important
Condition); Sender's Comments: V2:Additional version created for MAC
update. This updated information does not alter the causality of previously
reported events. 20210441745-Covid-19 vaccine ad26.cov2.s-Thrombosis,
pulmonary embolism ,Cor pulmonale acute, Hypoxia, dizziness, cough. These
events are considered unassessable. These events has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the events.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1284650-1

MIGRAINE; FEVER; HEADACHE; ARM PAIN; POTENTIAL BLOOD CLOT; This
spontaneous report received from a patient concerned a 35 year old female.
The patient's height, and weight were not reported. The patient's past
medical history included stroke, and concurrent conditions included non-
smoker, and sulfa allergy (anaphylactic). The patient experienced drug
allergy when treated with nitrofurantoin. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: 206A21A, expiry: UNKNOWN) dose was not reported,
administered on 10-APR-2021 for prophylactic vaccination. No concomitant
medications were reported. On 10-APR-2021, patients arm was hurting and
on the 11-APR-2021, night patient started having a headache. On 11-APR-
2021, the patient had a fever of 103 and a migraine on 12-APR-2021. Patient
took 2 Tylenol and rested in bed for the whole day. On 12-APR-2021, patient
saw the physician due to her migraine. The physician was concerned that the
patient may have a potential blood clot since the patient has had a stroke in
2016. Physician wanted her to get a MRV (Magnetic Resonance Venography)
with contrast of the brain to make sure patient does not have another stroke
and also prescribed baby aspirin until she can get the MRV The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The patient was
recovering from arm pain, fever, and headache, had not recovered from
migraine, and the outcome of potential blood clot was not reported.. This
report was serious (Other Medically Important Condition).; Sender's
Comments: 20210443400-Covid-19 vaccine ad26.cov2.s-Potential blood clot.
This event(s) is considered not related. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There are other factors more likely to be associated
with the event(s) than the drug. Specifically: MEDICAL HISTORY

THROMBOSIS

CovVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1284656-1

ESCALATING PAIN IN THE LOWER BACK; PAIN IN LEG; BLOOD CLOT IN LEG;
This spontaneous report received from a consumer (representative)
concerned a 4 decade (early 30's) old adult male. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: unknown) dose was not reported, 1 total administered on 08-
APR-2021 for prophylactic vaccination. The batch number was not reported.
Per procedure, no follow-up would be requested for this case. No
concomitant medications were reported. On 16-APR-2021, the patient
experienced escalating pain in the lower back and in leg. The patient also
experienced blood clot in leg, and was hospitalized in an unknown date in
APR-2021. The patient had improvement and scheduled to leave the hospital
in a few days at the time of this report. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient was recovering from
blood clot in leg, escalating pain in the lower back, and pain in leg. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0: 20210452829-COVID-19 VACCINE AD26.COV2.5-BLOOD
CLOT IN LEG, ESCALATING PAIN IN THE LOWER BACK. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s). 20210452829-COVID-19 VACCINE AD26.COV2.S-PAIN IN LEG .
This event(s) is labeled per RSI and is therefore considered potentially
related.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1284660-1

CLOTS; This spontaneous report received from a physician concerned a
patient of unspecified age and sex. The patient's weight, height and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of administration not reported, batch
number: Unknown) frequency one total, dose, start therapy date were not
reported for prophylactic vaccination.The batch number was not reported
and has been requested. No concomitant medications were reported. On an
unspecified date, the patient died due to clot. It was unknown if autopsy was
performed. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient died to clots on an unspecified date. This report was
serious (Death). This case, from the same reporter is linked to
20210457363.; Sender's Comments: V0: 20210456400-Covid-19 vaccine
ad26.cov2.s-Death. This event(s) is considered unassessable. The event(s)
has an unknown/unclear temporal relationship, is unlabeled, and has
unknown scientific plausibility. There is no information on any other factors
potentially associated with the event(s).; Reported Cause(s) of Death:
CLOTS
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1284680-1

SIDE EFFECTS INVOLVING SANGUINEOUS CLOTS; This spontaneous report
received from a consumer (source: article published) concerned 6 patients.
The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: unknown, expiry: unknown)
dose, start therapy date were not reported, frequency 1 total administered
for prophylactic vaccination. The batch number was not reported. Per
procedure, no follow-up will be requested for this case. No concomitant
medications were reported. It was reported that the center for disease
control and prevention (CDC) and arm of food and drug administration
(FDA), the agency responsible for health surveillance, was about to discuss
whether the pause in the use of covid-19 vaccine ad26.cov2.s is expected to
continue after 6 people developed rare side effects involving sanguineous
clots on an unspecified date. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of side effects involving
sanguineous clots was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: V0-20210460381-covid-19
vaccine ad26.cov2.s-side effects involving sanguineous clots. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1284969-1

I have APS and am on warfarin maintained at a therapeutic level of 2.5-3.5.
I received the Johnson & Johnson Vaccine on April 7,2021. On April 9,2021, I
noticed swelling and tightness in my left leg, on April 13,2021 I noticed
severe swelling in my right leg too. I met with my primary care physician
who sent me for imaging which confirmed clotting. I was referred to the
Emergency Room since my INR was 3.7 but I was still clotting. I was sent
home with out treatment from Medical Center because I was therapeutic on
my warfarin. On Friday April 14, I went to the ER after speaking with a
hematologist at the facility. I was admitted and was put on fondaparinux.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1285459-1

BLOOD CLOTS

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1287093-1

Right lower leg sudden onset severe swelling, pain, redness. Went to urgent
care doctor who then performed assessment, blood work and ultrasound.
Placed on Xarelto 15mg twice daily for 21 days.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1287916-1

"ESCALATING PAIN IN LOWER BACK; ESCALATING PAIN IN LEG; BLOOD
CLOT IN LEG; VACCINE-INDUCED IMMUNE THROMBOTIC
THROMBOCYTOPENIA; This spontaneous report received from a patient via a
company representative (media article) concerned a 4 decade old male (man
in 30s). The patient's weight, height, and medical history were not reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: Unknown) dose was not
reported, frequency once total, administered on 08-APR-2021 for
prophylactic vaccination. The batch number was not reported. The Company
is unable to perform follow-up to request batch/lot numbers. No concomitant
medications were reported. On an unspecified date in APR-2021, within two
weeks after receiving a dose of the J&J COVID-19 Vaccine, the patient
experienced blood clot in leg. Patient began to experience escalating pain in
the lower back and leg on 16-APR-2021. Patient was hospitalized on 21-APR-
2021 with escalating pain in his lower back and leg, 13 days after taking the
vaccine. It was reported that this was the first male patient with VITT
(vaccine-induced immune thrombotic thrombocytopenia) syndrome. The
patient was recuperating and making good progress and would be
discharged within a few days. Patient's bloodwork showed signature low
levels of platelets and fibrinogen, a blood-clotting factor made in the liver,
which had been seen in other patients with vaccine-induced clots. Bloodwork
showed the patient had the same syndrome as the other patients although
initial imaging did not show a blood clot. Physicians later discovered a tiny
clot. The action taken with covid-19 vaccine ad26.cov2.s was not applicable.
The patient was recovering from escalating pain in lower back, escalating
pain in leg, blood clot in leg, and vaccine-induced immune thrombotic
thrombocytopenia. This report was serious (Hospitalization Caused /
Prolonged, and Other Medically Important Condition). This case, from the
same reporter is linked to 20210451418. Initial information was processed
with additional information received on 28-APR-2021.; Sender's Comments:
V0: This spontaneous report received from a media article concerned a man
in 30s who experienced vaccine-induced thrombotic thrombocytopenia 13
days after vaccine. Medical history and concomitant medications were not
reported. Eight days after vaccine, patient began to experience escalating
pain in the lower back and leg. Initial imaging did not show a blood clot but
physicians later discovered a ""tiny clot"" in the leg. Thirteen days after
vaccine, patient was hospitalized with escalating pain in his lower back and
leg. The patient was recuperating and making good progress and would be
discharged within a few days. Patient's bloodwork showed ""signature low
levels of platelets and fibrinogen."" Although the other risk factors (not
reported) may have contributed, based on evolving knowledge of Thrombosis
with Thrombocytopenia Syndrome (TTS, per definition from Brighton
Collaboration - BC) and considering the low platelet count and temporal
relationship to vaccination (BC Criteria level 1), the s events are assessed to
have a plausible relationship with vaccination. Reporter contact information
was not provided which precludes meaningful additional information in this
version."
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1288631-1

BLOOD CLOT IN LEFT LEG; DIFFICULTY SLEEPING; SOME LEG CRAMPS;
SWELLING; This spontaneous report received from a patient concerned a 55
year old male. The patient's weight, height, and medical history were not
reported. The patient received Covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch nhumber: unknown, expiry date:
unknown) dose, 1 total on an unknown date in APR-2021 (reported as about
three weeks ago from the date of reporting) on left arm for prophylactic
vaccination. The batch humber was not reported and has been requested. No
concomitant medications were reported. Since an unknown date in APR-2021
(reported as about a week ago), the patient experienced swelling and some
leg cramps. It was reported that nothing (swelling and leg cramps) was
dramatic initially, however, they worsened. On 28-APR-2021 (reported as last
night), the patient had difficulty in sleeping. On 29-APR-2021, the patient
was diagnosed with blood clot in left leg by his doctor. At the time of report
(reported as currently), the patient was in transport to a hospital for further
evaluation. The patient further mentioned that he did not have possession of
the vaccination card, but his wife had it and she would be arriving at hospital
later. The action taken with Covid-19 vaccine ad26.cov2.s was not
applicable. The patient had not recovered from blood clot in left leg, swelling,
and some leg cramps, and the outcome of difficulty sleeping was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: VO: -COVID-19 VACCINE AD26.COV2.S-Blood Clot in
leg. This event is considered unassessable. The event has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1288635-1

BLOOD CLOTS; This spontaneous report received from a consumer via social
media through a company representative and concern a male of unspecified
age. The patient's weight, height, and medical history were not reported.
The patient received Covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: Unknown, expiry date:
Unknown) dose, 1 total dose, start therapy date were not reported for
prophylactic vaccination. The batch number was not reported. Per procedure,
no follow-up will be requested for this case. No concomitant medications
were reported. On an unspecified date, the patient experienced blood clots.
The action taken with Covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clots was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: VO- Covid-19 vaccine
ad26.cov2.s-blood clots.This event is considered unassessable. The event
has a compatible/suggestive temporal relationship, is unlabeled, and has
unknown scientific plausibility. There is no information on any other factors
potentially associated with the event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1288959-1

Patient received vaccine on 4/10/21. Went to ED, got IV placed due to side
effects. Came to clinic on 5/4/21 with right arm pain. Found to have
occlusive cephalic vein clot.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1289927-1

Patient was discharged from the hospital after massive PE. She went to the
hospital at 2am last Saturday. Patient described unbelievable pain from
shoulder neck and arms. She could hardly walk to her car. Went to ER. There
they ran tests and found many blood clots in lungs. Blood clots had stopped
the blood in that area. They were not definitive but said it sounded like that.
Got a breathing apparatus after because it's been hard to breathe and she
has been shaky. Her shot was administered 04/12 during chemo. Hospital
April 24. She was discharged and given a blood thinner and pain medication
- Oxycodone & Eliquis.

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1290307-1

I woke up at approximately 9:30 AM the morning of Sunday May 2nd 2021
the day after getting my covid vaccine and had to rush to the bathroom. I
proceeded to have blood and blood clots come out my urethra very urgently.
I had abdominal pain and pressure. I proceeded to need to urinate blood and
blood clots for approximately 4 hours urgently. I could not go far from the
bathroom without having to return quickly to the toilet. I wet myself several
times. The clots stopped coming around 1:30 PM. I proceeded to have to
have no control over urination urge and could not leave the bathroom.
Around approximately 2:00 PM I could leave the bathroom without fear of
wetting myself. I continued to have a small amount of a mix of blood and
normal urine passing for another hour or so. I have a picture of the blood
and clots that came out of my urethra. I continue to have dull pain and
pressure in my abdomen.



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3

Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1291581-1

POSSIBLE CLOT IN THE LEFT ARM; PAIN IN THE LEFT ARM/SIDE; This
spontaneous report received from a patient via a company representative
concerned a 6 decade old female. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
Unknown) dose, start therapy date were not reported for prophylactic
vaccination. The batch number was not reported and has been requested. No
concomitant medications were reported. On an unspecified date, the patient
experienced possible clot in the left arm, and pain in the left arm/side, and
was hospitalized (date unspecified). it was reported that the patient had
reaction to the Jn] vaccine. She was being watched closely and taken care
of. Pain on the left arm/side. They think it as clot in the left arm. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
the pain in the left arm/side and possible clot in the left arm was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: v0;20210456346-Covid vaccine ad26.cov2.s-Possible
clot in the left arm. Follow-up received regarding Clinical Details. This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s). v0;20210456346-Covid vaccine ad26.cov2.s-
Pain in left arm. Follow-up received regarding Clinical Details. This event(s)
is labeled per RSI and is therefore considered potentially related.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1291587-1

BLOOD CLOT; This spontaneous report received from a consumer via social
media through a company representative and concerned a patient of
unspecified age and sex The patient's weight, height, and medical history
were not reported. The patient received Covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number: Unk)
dose, start therapy date were not reported for prophylactic vaccination. The
batch number was not reported. Per procedure, no follow-up will be
requested for this case. No concomitant medications were reported. On an
unspecified date, the patient experienced blood clot three weeks later
without any underlying conditions. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of blood clot was not reported.
This report was serious (Other Medically Important Condition). This case,
from the same reporter is linked to 20210504574.; Sender's Comments:
V0:20210503763-Covid-19 vaccine ad26.cov2.s-Blood clot. This event is
considered unassessable. The event has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1292143-1

lips and nail beds blue, 4/3/21 bumped left leg,,big bruise, felt clots,
headache, metallic taste in mouth,

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1292685-1

Vaccine Induced Thrombotic Thrombocytopenia - confirmed with Lab testing
Elisa PF4 highly positive 1.chills, generalized body aches, and noted that
some glands in her neck were swollen. for 24-48 hours post vaccine 2.
4/27/2021, worsening headaches, bifrontal, along with some bruising in her
right leg and left wrist area. Evaluated at ER. white count was 6.1, her
hemoglobin was 12.5 and her platelet count was 91,000.( PLT previously
301,000). MR venogram of the head was performed with and without
contrast. There was no dural, venous, sinus thrombosis or significant
stenosis. The clinical impression at the time of the treating ER physician was
that she had acute sinusitis 3. 4/30/2021 PCP visit Additional testing was
obtained PLT 149,000. white count and hemoglobin were in the normal
ranges. D-dimer was elevated at greater than 20. The fibrinogen was low at
143. Heparin platelet antibody test - lab - Negative 4. 5/3/2021 presents to
Hospital. 12 to 16-hour history of back pain, bilaterally, left greater than
right. It also was very painful to take a deep breath. She also noted that her
fatigue was progressively worsening. CT Pulmonary Angiogram shows
Thrombus within multiple right lower lobe, right middle lobe and posterior
left upper lobe and medial left lower lobe pulmonary arteries. white count of
11.4, a hemoglobin of 13, and a platelet count of 254,000. Her ANC was 9.
Her reticulocyte count was 1.3 and absolute reticulocytes were 0.06. Treated
with Non heparin anticoagulant - argatroban 1V infusion titrated to PTT lab
results Discharged from Hospital with rivaroxaban ( Xarelto) 5/6/2021

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1293356-1

4/10/2021 vaccination 4/11 or 4/12 at the latest, I started feeling a pain in
my R calf. It was constant pain for a week and decided to go to the walk in
clinic. Blood work which was high and they referred me to the ER and
administered a sonogram. *positive for blood clot Eloquence for 30 day
starter pack. PCM is going to extend till July in which he will administer
another sonogram. *COVID +; 01/2021

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1293543-1

Feet turned black blood thinner 3 blood clots in lungs 1 clot in heart

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1293595-1

The evening of the shot I woke up with pain in my legs near my hips which
lasted for a day. On 04/12/2021 my left leg was swollen and painful. I was
already taking blood thinner. I went to the Emergency Room the next day
and they found a blood clot in my leg. The Thrombosis was behind my left
knee. My leg was swollen from the knee down and my ankle was very
swollen. My Eliquis dosage has been increased from 2.5mg to 5mg twice
daily. I did not have a repeat sonogram but my leg is no longer swollen.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
Details of Hospital Stay History of Present Iliness The patient is a 79-year-
old woman with a past medical history of hypertension, hypothyroidism,
lumbar compression fracture, hiatal hernia, metastatic adenocarcinoma
COVID19 primary lung to bone and question liver, on immunotherapy pembrolizumab
(CoviD19 started 12/3/2019, changed to osimertinib, right leg superficial thrombosis,
THROMBOSIS (JANSSEN)) JANSSEN - on Xarelto presented to hospital on 3/10/2020 with complaints of 2 months
(1203) duration shortness of breath, worsened over a 4-day period. She was
admitted to the hospital with a diagnosis of acute respiratory failure with
concerns of acute PE. For all details regarding the patient's initial
presentation please refer to history and physical exam dated 3/10/2021.
COVID19
THROMBOSIS gfm’g’s?m) JANSSEN 12944901 | blood clot in left leg calf
(1203)
BLOOD CLOTS; UNABLE TO WALK/TEMPORARY DISABLED; This spontaneous
report received from a source from a consumer via a company
representative concerned a male of unspecified age. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of administration not
reported, batch number: Unknown) frequency one total, dose, start therapy
date were not reported for prophylactic vaccination. The batch humber was
COVID19 not repc_)rted. Per_pro_cedure, no follow-up will be requested for this case. No
(COVID19 concomitant medications were reported. The consumer reported that the
THROMBOSIS (JANSSEN)) JANSSEN 1294816-1 | patient on an unspecified date experienced blood clots and was unable to
(1203) walk. The patient was under doctor care and was temporary disabled. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient had not recovered from blood clots, and unable to walk/temporary
disabled. This report was serious (Other Medically Important Condition, and
Disability Or Permanent Damage).; Sender's Comments: 20210502999-
covid-19 vaccine ad26.cov2.s-Blood clots, unable to walk. This event(s) is
considered un-assessable. The event(s) has an unknown/unclear temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).
On 04/21 left knee pain, outside/back of knee 04/23 - left side tingling ,
COVID19 went to urgent care and then referred to ED due to concern about stroke.
(Covib19 Sent home after leg scan - was told it was normal and referred to neurologist
THROMBOSIS (JANSSEN)) JANSSEN 1296176-1 04/29 - back to ED, admitted overnight, scan from 04/23 showed blood clot
(1203) behind the knee. Also diagnosed by neuro with TIA Also stated she had
swelling, redness, and headaches for 4-5 days after vaccine
COVID19
THROMBOSIS gfm’é%?m) JANSSEN 1296456-1 | Sharp pain on right leg, difficulty breathing.
(1203)
COoVvID19
(Covib19 pt told me she had the Johnson and Johnson one covid shot and slept for 3
THROMBOSIS (JANSSEN)) JANSSEN - days afterwards and then had to be hospitalized for a blood clot
(1203)
COVID19
THROMBOSIS 252&’;%‘:59'1» JANSSEN 1300185-1 | Blood clots in right arm and lungs. Swollen right arm.
(1203)
Pain in right leg in knee area beginning on 4/6/2021. Pain worsened over the
weekend. Went to the doctor on 4/14/2021. She sent me for a doppler on
my legs where a blood clot was found behind my right knee. I started taking
COVID19 Xarelto that night - 15mg twice daily for 21 days. The pain increased
(CoviD19 considerable and by 4/20/2021 I could hardly walk. I went back to the
THROMBOSIS (JANSSEN)) JANSSEN - doctor that day and she ordered a second doppler study. The blood clot was
(1203) stable but there was no change. Continued on the Xarelto. Third visit to the
doctor on 5/5/2021. Some lessening of the pain by then. Doctor changed the
Xarelto dosage to 20 mg. one a day for the next two months. Then we'll
schedule another doctor visit and probably another Doppler Study.
VARICOSE VEIN RED AND HARD; UPPER RIGHT THIGH PAIN; SUPERFICIAL
CLOTS; This spontaneous report received from a patient concerned an adult
female. The patient's weight, height, and medical history were not reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported) dose was not reported, 1 total administered on
08-APR-2021 for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were
reported. On 09-APR-2021, the patient experienced varicose vein red and
hard, and was hospitalized. She sought care at the Vein Institute in
Voorhees, NJ, as she says she had been treated there in the past. On 09-
COVID19 APR-2021, the patient experienced upper right thigh pain. On Apr-2021, the
(COVID19 patient experienced superficial clots, and was hospitalized. Laboratory data
THROMBOSIS (JANSSEN)) JANSSEN 1301959-1 | included: Diagnostic ultrasound (NR: not provided) confirmed Superficial
(1203) clots. Treatment medications included Motrin and Heating pad for Varicose

veins. She was told to return in 2 weeks for a follow up ultra sound. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the superficial clots, varicose vein red and hard and upper right
thigh pain was not reported. This report was serious (Hospitalization Caused
/ Prolonged, Other Medically important condition). This case, from the same
reporter is linked to 20210501531.; Sender's Comments: VO : 20210500162
- Covid-19 vaccine ad26.cov2.s - Superficial clots and Varicose vein red and
hard . This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1301969-1

BLOOD CLOT IN LEG; This spontaneous report received from a patient via a
company representative concerned an adult male. The patient's weight,
height, and medical history were not reported. The patient received ibrutinib
(tablet, oral, batch number was not reported) dose, frequency, and therapy
dates were not reported for an unspecified indication. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, intramuscular, batch
number: UNKNOWN) dose, start therapy date were not reported, 1 in total
for prophylactic vaccination. The batch number was not reported. The
Company is unable to perform follow-up to request batch/lot numbers. No
concomitant medications were reported. On an unspecified date, the patient
experienced blood clot in leg, and was hospitalized (date unspecified) for two
days. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable; and action taken with ibrutinib was not reported. The outcome of
blood clot in leg was not reported. This report was serious (Hospitalization
Caused / Prolonged, and Other Medically Important Condition).; Sender's
Comments: V0. 20210507935-covid-19 vaccine ad26.cov2.s -blood clot in
leg. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1301971-1

BLOOD CLQOT; This spontaneous report received from a consumer via a
company representative concerned a male of unspecified age. The patient's
weight, height, and medical history were not reported. The patient received
COVID-19 VACCINE AD26.COV2.S (suspension for injection, route of admin
not reported, batch number: Unknown) 1 total dose, start therapy date were
not reported for prophylactic vaccination. The Batch humber was not
reported. The company is unable to perform follow up to request batch/lot
numbers. No concomitant medications were reported. On an unspecified
date, the reporter stated that her husband had blood clot after vaccination.
The action taken with COVID-19 VACCINE AD26.COV2.S was not applicable.
The outcome of blood clot was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0: 20210508168-
COVID-19 VACCINE AD26.COV2.SI-BLOOD CLOT. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1304956-1

BLOOD CLQOT; This spontaneous report received from a company
representative concerned a 42 year old male. The patient's weight, height,
and medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number and expiry were unknown) dose, 1 total, start therapy date were not
reported for prophylactic vaccination. The batch humber was not reported
and has been requested. No concomitant medications were reported. On an
unspecified date, between three to ten days later after vaccination the
patient died due to blood clots. It was unknown, whether autopsy was
performed or not. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. This report was serious (Death).; Sender's Comments:
V0;20210510772-covid-19 vaccine ad26.cov2.s-Thrombosis. This event(s) is
considered unassessable. The event(s) has an unknown/unclear temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).;
Reported Cause(s) of Death: BLOOD CLOT

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1304971-1

BLOOD CLOT; This spontaneous report received from a traditional media
article concerned a male of unspecified age. The patient's weight, height,
and medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported) dose,
start therapy date were not reported, 1 total, administered for prophylactic
vaccination. The batch humber was not reported. Per procedure, no follow-
up will be requested for this case. No concomitant medications were
reported. On an unspecified date, the patient had blood clot after
vaccination. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of blood clot was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO:
20210514145 -Blood clot (PT-Thrombosis). This event is considered
unassessable. The event has an unknown/unclear temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1306313-1

THROMBOSIS; This spontaneous report received from a health care
professional concerned a patient of unspecified age and sex. The patient's
weight, height, and medical history were not reported. The patient received
Covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported for prophylactic vaccination. The batch number was not reported
and has been requested. No concomitant medications were reported. On an
unspecified date, the patient experienced thrombosis. Treatment medications
(dates unspecified) included: apixaban for thrombosis. The action taken with
Covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
thrombosis was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: V0: 20210516823-Covid-19
vaccine ad26.cov2.s -Thrombosis. This event is considered unassessable.
The event has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1306915-1

"Client rec'd her vaccination on 04/09/2021. Approximately 2 weeks later,
family states client started to not ""feel well."" Patient had leg pains and
fatigue, as per family. On Saturday, May 8th, client drove her self to the ER,
due to worsening symptoms of cough, leg pain, and shortness of breath.
Client was evaluated in the ER and evaluation showed clots in bi-lateral lungs
and lower legs. Surgery was performed to remove clots in lungs. Client was
admitted. On 5/9/2021 client was intubated, and had an ECMO procedure.
Client i remains in the hospital."

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1307249-1

"Sudden onset of menstrual period, lasting 2 weeks with extremely heavy
flow and pain. Saw my Dr. and she did a blood test to check for platelet
count, which all labs done were normal. Period lasting from 4/7 to 4/21 all
the while I take my birth control as normal with no missed doses. Now on
5/7 having severely heavy flow again with clotting. Dr. prescribed naproxen
and an extra ""mini-pill"" hormone supplement on top of my regular birth
control. Will monitor."

THROMBOSIS

COVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1307444-1

she?s had blood clots and has had surgery 3 times, she is unconscious at the
moment. the whole left side of her brain has been removed and she is
paralyzed on the left side. this is definitely from the shot.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1308488-1

Patient called 5/11/21 stating today she blew a blood clot from her nose

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1309190-1

BLOOD CLOTS IN BOTH LOWER LEGS; LEG CRAMPS; This spontaneous
report received from a patient concerned a 58 year old white non-Hispanic or
Latino female. The patients weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, intramuscular, batch number: 1805020, expiry: 25-MAY-2021)
dose was not reported, frequency 1 total, administered on 18-MAR-2021 to
left deltoid for prophylactic vaccination. No concomitant medications were
reported. On 18-MAR-2021, the patient started experienced leg cramps. On
22-MAR-2021, the patient diagnosed with blood clots in both lower legs by
ultrasound. Patient was put on unspecified blood thinner and started RX on
23-Mar-2021 Laboratory data included: Diagnostic ultrasound (NR: not
provided) Positive for bilateral blood clots in lower legs. On 04-Apr-2021
patient went to ER for severe leg cramps, Patient got RX for Soma and
started taking on 05-Apr-2021. Treatment medications (dates unspecified)
included: carisoprodol. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The patient had not recovered from blood clots, lower
extremities, and leg cramps. This report was serious (Other Medically
Important Condition).; Sender's Comments: VO- 20210506805 - Covid-19
vaccine ad26.cov2.s-Blood clots in both lower legs. This event is considered
unassessable. The event has a compatible/suggestive temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1309751-1

"PAIN IN UPPER BACK; CLOT IN LUNG; CLOT IN CALF; DIZZINESS; FLU LIKE
SYMPTOMS; JOINT PAIN; STOMACH ACHES; SWELLING IN CALF; This
spontaneous report was received from a patient and concerned a 55 year old
male. The patient's height and weight were not reported. The patient's past
medical history included fractured ribs and T6, and concurrent conditions
included drug allergy to Vicodin (causes rash). The patient was healthy
before the vaccine. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, intramuscular, batch number: 042A21A expiry: 21-
JUN-2021) dose was not reported, administered on and unknown date in
APR-2021 (approximately ""middle of April"") in the left arm for prophylactic
vaccination. There were no concomitant medications. The day after receiving
the vaccine the patient started experiencing fever (no actual temp given),
stomach aches, chills, joint pain, ""flu-like symptoms"" which lasted ""4 to 5
days after getting the vaccine"" (no actual dates given). He stated those
symptoms went away. On the ""10th day after getting the vaccine"" he
experienced pain in his calf and had a hard swollen spot which he assumed
was cramps. This lasted until Sunday, 02-MAY-2021. On Monday, 03-MAY-
2021 (also reported as 02-MAY-2021), the patient started experiencing pain
in upper back which he felt ""in his lungs"". On Tuesday 04-MAY-2021 , the
pain was still present. On Wednesday, 05-MAY-2021, he started experiencing
difficulty breathing, dizziness, and shortness of breath and went to the
emergency room (ER). This pain was unlike anything he had ever
experienced. While at the hospital, they performed an ultrasound and found
a clot in his calf. They also performed a CAT scan and found a clot in his
lungs. The patient was treated with heparin, but after he expressed concern
with heparin, the hematologist changed it to Eliquis (apixaban). The patient
was discharged on 05-MAY-2021 with Eliquis 20 mg, one tablet by mouth
twice a day for two weeks. He will be on it for the next 6 months. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient
recovered from flu like symptoms, and stomach aches on APR-2021, and
joint pain on an unspecified date, and the outcome of pain in upper back,
dizziness, clot in calf, clot in lung and swelling in calf was not reported. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0:20210511212-covid-19 vaccine ad26.cov2.s-Pulmonary
thrombosis, Thrombosis, Pain in upper back. This events are considered
unassessable. The events has a compatible/suggestive temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the events."

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1309770-1

On 4/15/21 came into office with bilateral edema in both lower legs as well
as pain x 2 weeks. sent for doppler- Diagnosed with occlusive thrombus in R
lower leg.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1311511-1

For thirty-six hours after the vaccine. I had body aches and chills and my eye
sockets were sore and it hurt to look up. Ten days after the vaccine I was in
the shower and a large blood clot came out of my nose. It was a large clot
about the size of a quarter and there was no other blood with it. The clot
came out of my left nostril but it was not like a nose bleed. I went to the
Urgent Care but they did not do tests.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

13127711

FEMALE ISSUES; BLOOD CLOTS; This spontaneous report received from a
consumer concerned multiple patients. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: Unknown) dose, start therapy date were not reported for
prophylactic vaccination. No concomitant medications were reported. The
batch humber was not reported and has been requested. On an unspecified
date, the consumer called and reported that he had read in hewspaper that
women had gotten blood clots and 3 passed away with female issues. It was
unknown if an autopsy was performed. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient died of female issues on
an unspecified date, and the outcome of blood clots was not reported. This
report was serious (Death, and Other Medically Important Condition).;
Sender's Comments: V0. 20210510294 -COVID-19 VACCINE AD26.COV2.S-
Female issues, Blood clot. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).; Reported Cause(s) of
Death: UNKNOWN CAUSE OF DEATH

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1313235-1

SUSPECTED URETHRAL MUCOSITIS; CLOT; PENIS TIP GOT RED; PENIS
PAIN; SAW ANGELS AND DEMONS IN BED; TERRIBLE MALAISE; HEADACHE;
FEVER 40 DEGREE; This spontaneous report received from a patient
concerned a 26-year-old male. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
204A21A, and expiry: UNKNOWN) dose was not reported, 1 total,
administered on 02-MAY-2021 for prophylactic vaccination. No concomitant
medications were reported. On 02-MAY-2021 at night, the patient
experienced some symptoms after vaccination including Fever of 40 degrees
Celsius, headache, and a terrible malaise. The patient also reported seeing
angels and demons in bed; Also, the patient noticed that the penis tip got
red and experienced pain. On 05-MAY-2021, the patient continued with the
symptoms, and it seemed as if a clot was generated. On 06-MAY-2021, the
patient had an appointment with general physician who informed that he
never saw an adverse reaction like this after vaccination and that it could be
a urethral mucositis. On 10-May-2021, the patient would have an
appointment with the urologist to inform the symptoms. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the
fever 40 degree Celsius, saw angels and demons in bed, headache, terrible
malaise, penis tip got red, penis pain, clot and urethral mucositis was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0.20210513944-covid-19 vaccine ad26.cov2.s -
thrombosis. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1314221-1

Patient got small blood clot show on skin 4 days after shot, it went away
lighter red in 1.2 week, blood pressure went up and down suddently. Sunday
was fine, Monday the 26 was fine, went to bed at 9:00 PM. Was not able to
wake up, went to ER around 8:30 AM on 4/27 AM by daughter call 911. In
ER for 28 hour and found out she got stroke. Pnewnewmia. ER gave
antibootic around 3:00 PM, transfer to intensive care, MRI around 7:00 PM
4/27/2021 due to CT scan shown stroke. Lost Vision on right side and parcial
on left side due to stroke.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1314349-1

Blood clot developed in the leg 10 days after the injection

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1315704-1

BLOOD CLOTS BOTH LEGS; POSSIBLE HEARTBURN; SWELLING AT
INJECTION SITE; This spontaneous report received from a patient concerned
a 64 year old male. The patients weight, height, and medical history were
not reported.The patient received covid-19 vaccine ad26.cov2.s (suspension
for injection, route of admin not reported, batch nhumber: 1805022, and
expiry: UNKNOWN) dose was not reported, frequency 1 total, administered
on 16-MAR-2021 at left arm for prophylactic vaccination. No concomitant
medications were reported. On 16-MAR-2021, the patient experienced
swelling at injection site. On 19-APR-2021, patient had blood clots (1 in each
leg), Hematologist put him on xarelto 10mg, in hospital for few days for
blood clots. Patient initially went to hospital ER on 19-APR-2021 because he
thought having chest pains or heartburn. Emergency Room ran tests and
heart was normal, but found blood clots in his both legs. Lab test (NR: not
provided) Heart normal. Treatment medications (dates unspecified) included:
rivaroxaban. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient recovered from thought having chest pains/heartburn
on 22-APR-2021, had not recovered from blood clots both legs, and the
outcome of swelling at injection site was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO:
20210504455-COVID-19 VACCINE AD26.COV2.S-Blood clot both legs. This
event(s) is considered unassessable. The event(s) has an unknown/unclear
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the

el =\
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1315710-1

BLOOD CLOT IN LEFT LEG; This spontaneous report received from a patient
concerned a 48 year old, White and Hispanic or Latino female. The patient's
height, weight and medical history were not reported. The patient had no
blood clots in the past or no recent trauma and surgery. The patient was not
on any medications. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
1802072 and expiry: UNKNOWN) dose was not reported, 1 total,
administered to the left arm, on 06-MAY-2021 for prophylactic vaccination.
No concomitant medications were reported. On 09-MAY-2021, the patient
came into the hospital with swelling in left leg, a lot of heat and a lot of pain.
In emergency room (ER) they did scans and tests and it was found that the
patient had a blood clot in left leg. The patient has to stay in the hospital for
24 hours until the blood clot was resolved. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient had not recovered from
blood clot in left leg. This report was serious (Hospitalization Caused /
Prolonged, and Other Medically Important Condition).; Sender's Comments:
V0;20210516127- covid-19 vaccine ad26.cov2.s-Blood Clot in left leg. This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1315725-1

PASSED AWAY BECAUSE OF CLOT; This spontaneous report received from a
consumer concerned a patient of Unspecified Race, ethnic origin, age and
sex. The patient's weight, height and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch nhumber: Unknown, expiry: unknown)
dose, start therapy date were not reported for prophylactic vaccination. No
concomitant medications were reported. The batch number was not reported
and has been requested. On an unspecified date, the patient passed away
because of clot. It was unspecified if an autopsy was performed. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. This report was
serious (Death).; Sender's Comments: V0: 20210517449- covid-19 vaccine
ad26.cov2.s-thrombosis. This event(s) is considered unassessable. The
event(s) has an unknown/unclear temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).; Reported Cause(s) of
Death: CLOT

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1315726-1

BLOOD CLOT IN LEFT CALF; This spontaneous report received from a patient
via a company representative through social media concerned a male of
unspecified age and ethnicity. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
Unknown and expiry: Unknown) dose, start therapy date were not reported,
1 total, administered for prophylactic vaccination. No concomitant
medications were reported. On an unspecified date, the subject experienced
blood clot in left calf. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The outcome of blood clot in left calf was not reported.
This report was serious (Other Medically Important Condition).; Sender's
Comments: V0;0210517568-covid-19 vaccine ad26.cov2.-Blood clot in left
calf. This event is considered unassessable. The event has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1315751-1

BLOOD CLOT IN LEFT CALF; PAIN IN ANKLE; PAIN SLOWLY MOVING UP TO
THE CALF; SLIGHT HEADACHE; This spontaneous report received from a
patient concerned a 79 year old female of unknown race and ethnicity. The
patient's height, and weight were not reported. The patient's concurrent
conditions included high blood pressure, and penicillin allergy. The patient
experienced drug allergy when treated with ciprofloxacin, and pethidine
hydrochloride. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
1808980, and expiry: 21-JUN-2021) dose was not reported, 1 total
administered on 02-APR-2021 to left arm for prophylactic vaccination.
Concomitant medications included blood-pressure pills, water pills and
Omega-3. On 02-APR-2021, the patient experienced a slight headache for
about 2 days. On 29-APR-2021, the patient felt some pain in ankle, which
was slowly moving up to the calf (left leg). The patient was brought to the
emergency room, where an ultrasound and blood work was performed.
Ultrasound detected a blood clot in her left calf and prescribed with Xarelto
daily for 3 months. Patient stated that pain reached its most intense status
on 01-MAY-2021 and is slowly getting better. Treatment medications (dates
unspecified) included: rivaroxaban. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient recovered from headache on 04-
APR-2021, was recovering from pain in ankle, and pain moving up to the
calf, and had not recovered from blood clot in left calf. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO:
20210520686 -JANSSEN COVID-19 VACCINE Ad26.COV2.S-Thrombosis. The
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1316349-1

This spontaneous report received from a consumer via a company
representative concerned a female of unspecified age. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: Unknown and expiry: Unknown) dose, start therapy date
were not reported, 1 total administered for prophylactic vaccination. The
batch number was not reported. The company is unable to perform follow-up
to request batch/lot numbers. No concomitant medications were reported.
On an unspecified date, the patient died from blood clot. It was unspecified if
an autopsy was performed. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. This report was serious (Death).; Sender's
Comments: V0. 20210514012-COVID-19 VACCINE AD26.COV2.S-Blood clot.
This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).; Reported Cause(s) of Death: BLOOD CLOT

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1316350-1

BLOOD CLOTS IN LEGS; This spontaneous report received from a patient via
a company representative concerned a patient of unspecified age and sex.
The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch humber: Unknown) dose, start therapy
date were not reported 1 total for prophylactic vaccination. The batch
number was not reported and had been requested. No concomitant
medications were reported. On an unspecified date, on 2021, the patient
experienced blood clots in legs. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient had not recovered from blood
clots in legs. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0: 20210515265-covid-19 vaccine ad26.cov2.s-
thrombosis. This event(s) is considered unassessable. The event(s) has an
unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1316351-1

THROMBOSIS IN RIGHT HAND MIDDLE FINGER KNUCKLE; RIGHT ARM AND
HAND COLD; RIGHT ARM AND HAND NUMB,LEFT HAND NUMB; WEAK LEFT
HAND AND WEAK LEGS; CRAMP IN INNER MIDDLE FOOT LEFT FOOT; PAIN
ALL OVER BODY; CHILLS; FEVER; HAND AND LEG STIFFNESS,STIFF NECK;
RED/BLUE BRUISE; This spontaneous report received from a patient
concerned a 38 year old white and Hispanic or Latino female. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported and batch number: 205A21A expiry: UNKNOWN) dose was not
reported, 1 total administered on 03-MAY-2021 to left arm for prophylactic
vaccination. No concomitant medications were reported. On MAY-2021, the
patient experienced red/blue bruise. On 03-MAY-2021, the patient
experienced pain all over body, hand and leg stiffness for 10 minutes, stiff
neck, chills and fever. On 04-MAY-2021, the patient experienced cramp in
inner middle foot left foot. On 09-MAY-2021, the patient experienced
thrombosis in right hand middle finger knuckle, right arm and hand cold,
right arm and hand numb, left hand numb and weak left hand and weak
legs. Treatment medications (dates unspecified) included: acetylsalicylic
acid. The action taken with covid-19 vaccine ad26.cov2.s was not applicable.
The patient recovered from cramp in inner middle foot left foot on 04-MAY-
2021, pain all over body on MAY-2021, and chills, and fever on 03-MAY-
2021, was recovering from right arm and hand cold, right arm and hand
numb, left hand numb, and weak left hand and weak legs, had not recovered
from thrombosis in right hand middle finger knuckle, and hand and leg
stiffness, stiff neck, and the outcome of red/blue bruise was not reported.
This report was serious (Other Medically Important Condition).; Sender's
Comments: VO: 20210516231-covid-19 vaccine ad26.cov2.s - thrombosis in
right hand middle finger in Hispanic or Latino patient. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1316357-1

CLOTTING; MPV IS HIGH; This spontaneous report received from a patient
via a company representative concerned to patient of unspecified age and
gender with unknown race and ethnicity. The patient's weight, height, and
medical history were not reported. Patient reported that last year Mean
Platelet Volume MPV was in the normal range. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number and expiry date were unknown) dose was not reported, 1 total
administered on 20-MAR-2021 for prophylactic vaccination. The batch
number was not reported and has been requested. No concomitant
medications were reported. On 08-APR-2021, the patient performed yearly
bloodwork and physical test which showed Mean Platelet Volume (MPV) was
high and it lead to clotting. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of the MPV was high and
clotting was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0;20210517660-covid-19 vaccine
ad26.cov2-MPV was high and clotting. This events are considered
unassessable. The events have a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the events.

THROMBOSIS

COVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1316948-1

Patient's husband reported that his wife had gone to the ED with s/s of blood
clot.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1317095-1

Chills (no fever) within 24 hours of the Janssen vaccination, lethargic, no
appetite. Very dizzy and lightheaded on day 5 and day 6 after the Janssen
vaccination with continued lethargy and loss of appetite for approximately 3
weeks. Heavy nosebleed in left side of nostril with large blood clots for 1.5
hours approximately 3 weeks after the Janssen vaccination

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1317607-1

"Patient describes muscle pain and bruising/""blood clots"" on left side. The
onset was 5/9/2021. Describes as severe pain that increased till seen at
healthcare provider's office by healthcare provider."

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1319774-1

BLOOD CLOT IN LEFT LEG/MUSCLE IN LEG TIGHTENED UP/CHARLEY HORSE
LIKE/LEFT THIGH STILL HURT; FATTY LIVER; This spontaneous report
received from a patient concerned a female of unspecified age. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin, and
batch number were not reported) dose, start therapy date were not reported
for prophylactic vaccination. The batch number was not reported. The
company was unable to perform follow-up to request batch/lot numbers.
Concomitant medications included ustekinumab used for unknown indication.
On an unspecified date, the patient experienced blood clot in left leg/muscle
in leg tightened up/charley horse like/left thigh still hurt, and had a fatty
liver a few weeks ago and was hospitalized. The patient stated that she took
the vaccine of covid-19 three weeks ago and developed a left leg blood clot
and had muscle in leg tightened up (real tight) like charley horse. Then, she
went to the PCP (primary care physician) who told her for the valley imaging
an ultrasound laboratory test which discovered the clot. On 30-APR-2021,
the patient got admitted to the hospital and was discharged on 02-MAY-
2021. The patient was hospitalized for two days. Treatment medications
(dates unspecified) included: apixaban and she was doubled up on eliquis
(apixaban) for blood clot in left leg. On the day of report, she stated that left
thigh hurt still ongoing. (The patient have a colonoscopy laboratory test on
09-JUN-2021). The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of the blood clot in left leg/muscle in leg tightened
up/charley horse like/left thigh still hurt and fatty liver was not reported.
This report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: VO 20210506567 -COVID-19 VACCINE AD26.COV2.S- Blood clot
in left leg/Muscle in leg tightened up/Charley horse like/Left thigh still hurt,
Fatty liver. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1319778-1

DEATH; BLOOD CLOT; This spontaneous report received from a health care
professional concerned a 66 year old White and not Hispanic or Latino
female. Initial information received from the health care professional on 05-
MAY-2021 was processed with additional information obtained from live
follow up with health care professional on 06-MAY-2021. The patient's
height, and weight were not reported. The patient's concurrent conditions
included high blood pressure, diabetes, high cholesterol, non smoker, non
alcohol user and other pre-existing medical conditions included no known
allergies, no drug abuse or illicit drug use. Lab work was done 3-4 months
ago, the results of which were unavailable. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: 202A21A, and expiry: Unknown) dose was not reported, 1
total, administered on 10-APR-2021 possibly left arm for prophylactic
vaccination. Unspecified concomitant medications were reported. On 28-APR-
2021, the patient developed right leg pain and right leg swelling also began
around this time as well. On 04-MAY-2021, the patient died from blood clot.
An autopsy was not performed. The reporter stated that the patient's death
was related to Janssen covid-19 vaccination and blood clots. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient died
of blood clot on 04-MAY-2021. This report was serious (Death).; Sender's
Comments: V0:20210509157-JANSSEN COVID-19 VACCINE- Death, blood
clot - These events are considered unassessable. The events have a
compatible/suggestive temporal relationship, are unlabeled, and have
unknown scientific plausibility. There is no information on any other factors
potentially associated with the events.; Reported Cause(s) of Death: BLOOD
CLOT

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1319803-1

BLOOD CLOTS; HEART ATTACK; This spontaneous report received from a
social media via a company representative concerned a patient of
unspecified age and sex with unknown ethnicity. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number and expiry were unknown) 1 total dose, start therapy date
were not reported for prophylactic vaccination. The batch number was not
reported. Per procedure, no follow-up will be requested for this case. No
concomitant medications were reported. On an unspecified date, the patient
experienced heart attack due to blood clots. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of the heart attack and
blood clots was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: V0: 20210522101-Covid-19
vaccine ad26.cov2.s-Blood clots, Heart attack. This event(s) is considered
un-assessable. The event(s) has an unknown/unclear temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1320413-1

Heavy menstrual bleeding, large and excessive menstrual blood clots
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1321357-1

after getting the vaccine in morning, later that same evening patient felt
sluggish, nauseaus, tired. Daughter finally convinced patient to see a doctor.
Md prescribed her a cough medication. She still felt bad for another 2-3
weeks, so she finally went to the emergency room where she diagnosed with
blood clots in the legs and the lungs. She staying in hospital approx. 4-5
days before being released.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1321418-1

On Saturday, April 10, 2021, I had started having pain and swelling in my
right calf that lasted for several days on and Tuesday, April 13th, I started
having pain on the left side of my chest. On Thursday, April 15th, I went to
the ER due to pain and selling in my leg and it was discovered that I had 2
clots in my leg (on at my calf and a second one on the right side of my
knee). Not realizing my chest pain was related, I discussed with my primary
care at a follow up visit on Monday, April 19th, and a CT scan was performed
confirming I have an pulmonary embolism (extensive pulmonary emboli in
both lungs). I was immediately put on Xarelto blood thinner and sent home.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1321436-1

Is that I got blood lock? Help me please!

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1322563-1

BLOOD CLQOTS; This spontaneous report received from a consumer who
reported hearing a news report concerned a male of unspecified age. The
patient's weight, height, and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number not reported, expiry not reported
frequency one total, dose, therapy start date were not reported administered
for prophylactic vaccination. The batch number was not reported and has
been requested.No concomitant medications were reported. On an
unspecified date, the patient had blood clots. On an unspecified date in
2021, the patient was died due to blood clots. it was not reported whether
autopsy was performed or not. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient died due to blood clot on an
unspecified date in 2021. This report was serious (Death). This case, from
the same reporter is linked to 20210523500.; Sender's Comments: V0.
20210522533-COVID-19 VACCINE AD26.COV2.S-Blood clots. This event(s)
is considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).; Reported Cause(s) of Death: BLOOD CLOTS

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1322564-1

BLOOD CLOT; This spontaneous report received from a pharmacist
concerned a 26 year old female of unknown ethnicity. The patient's height,
and weight were not reported. The patient had no known drug allergies. The
patient received Covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, and batch humber: 043A21A expiry: unknown)
dose was not reported, 1 total dose, administered on 07-APR-2021 for
prophylactic vaccination. No concomitant medications were reported. On an
unspecified date (after vaccination), the patient experienced blood clot. The
pharmacist thought, that she has been treated, and at the time of this report
she was at home, but he was not 100% sure. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of blood clot was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0: 20210522731-Covid-19 vaccine ad26.cov2.s-blood
clot. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1322565-1

BLOOD CLOTS IN LEFT LEG; BLOOD CLOTS IN BOTH LUNGS; This
spontaneous report received from a patient via social media concerned a
female of unspecified age. The patient's weight, height, and medical history
were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
UNKNOWN) dose was not reported, 1 total administered on 19-MAR-2021 for
prophylactic vaccination. The batch number was not reported. Per procedure,
no follow-up will be requested for this case. No concomitant medications
were reported. The patient reports that 3 weeks later(after vaccination) on
an unspecified date APR-2021, the patient was in urgent care with blood
clots in left leg and blood clots in both lungs. The patient also reports that
she was literally headed to her 1 week follow up when it was flashed on the
news about blood clots. And reports that since month she was on very
expensive unspecified medication, injection and pills and also undergone
unspecified labs and diagnostics. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of the blood clots in left leg
and blood clots in both lungs was not reported. This report was serious
(Other Medically Important Condition).; Sender's Comments:
V0;20210523088-covid-19 vaccine ad26.cov2.s-Blood clots in left leg, blood
clots in both lungs. This event(s) is considered unassessable. The event(s)
has a compatible/suggestive temporal relationship, is unlabeled, and has
unknown scientific plausibility. There is no information on any other factors
potentially associated with the event(s).



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3

Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1322566-1

BLOOD CLOTS; This spontaneous report received from a consumer via social
media (internet) concerned a patient of unspecified age and sex. The
patient's height, weight and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown expiry: UNKNOWN) dose, 1
total, start therapy date were not reported for prophylactic vaccination. The
batch number was not reported and has been requested. No concomitant
medications were reported. On an unspecified date, the consumer reported
that he heard about issues of blood clot associated with the Janssen Covid
19 vaccine. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of blood clots was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments:
V0:20210523657-covid-19 vaccine ad26.cov2.s-Blood clots. This event is
considered unassessable. The event has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1322586-1

LEG CLOT; SICK; This spontaneous report received from a consumer
concerned a patient of unspecified age and sex. The patient's weight, height,
and medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: Unknown) dose, start therapy date were not reported ,1 in total
administered for prophylactic vaccination. The batch number was not
reported. Per procedure, no follow-up will be requested for this case. No
concomitant medications were reported. On an unspecified date, the patient
experienced leg clot and sick. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of leg clot and sick was not
reported. This report was serious (Other Medically Important Condition). This
case, from the same reporter is linked to 20210526445 and 20210525676.;
Sender's Comments: V0:20210526416 -Covid-19 vaccine ad26.cov2.s-
Thrombosis - This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1323456-1

Within 24 hours pain in left side of left chest, in 48 hours pain on full left side
of chest, within 72 hours pain through entire chest. Hospitalized within 72
hours, chest pains, catheterized within 120 hours, had a blood clotting issue,
put into medically induced coma for three and a half days, followed by a
pulmonary embolism and four (4) clogs, two (2) in either leg, within two
weeks. Hospitalized twice, currently on three blood thinners, a beta blocker,
pepcid, a statin, and one other. Expected to be on three blood thinners for at
least three (3), most likely six (6) months. Start cardiac rehab on 5/19/21.
Have chronic cough and chest discomfort. Expected recovery time: six (6)
months.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1323725-1

The day of the vaccine I was told that my arm might be sore. I felt sore right
away and as soon as I got in the car to drive home I was extremely tired and
I slept for the entire six hour car ride home. I was very fatigued that night
and then I got a bad headache, fever and it lasted for 48 hours. After that,
the headache was less intense and they were intermittent but my arm still
hurt and I couldn't lay on it. I was still fatigued for a week. On the fourth day
I started to get a weird feeling of vibrations and twitching all over my body.
It is especially worse in my temple. It has been a month but I still get the
twitching in different parts of my body. My face, arms, legs and temples. It is
in different places. It happens less often now, it is not all day but it is still
daily and mostly in my head and my legs. I had it happen in my temples last
night. I had my menstrual cycle since the vaccine and it was about three
days later than expected. I had a lot of blood clots which was unusual for
me. I have had flu like symptoms this week and I have a cough, runny nose
and headaches but I am planning on trying to go to the doctor this week.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1323830-1

I developed a cough on or about beginning of May 1, 2021. After accidentally
double dosing myself with my ACE inhibitor I went into the ER on 5/11 with
light headedness/high heart rate and cough. After multiple tests were done it
was discovered that I had a large satellite embolism. in my lung and another
one in my left leg.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1323838-1

Suspected VITT treated with bivalirudin 0.08 mg/kg/hr, IVIG, hemoptysis,
cough, chest pain
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1325834-1

"LOW PLATELET COUNT,; INFLAMED LIVER; BLOOD CLOTS; HEADACHES;
This spontaneous report received from a patient, via social media, via a
company representative concerned a 33 year old male. The patient's weight,
height, and medical history were not reported. The patient received COVID-
19 VACCINE AD26.COV2.S (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported for prophylactic vaccination. The batch nhumber was not reported.
The company is unable to perform follow up to request batch/lot numbers.
No concomitant medications were reported. On an unspecified date, two
weeks after vaccination, the patient experienced headaches, low platelet
count, inflamed liver, and blood clots. It was stated the patient had an
inflamed liver because of all the blood clots found; the patient is now on
blood thinners for a minimum of 6 months. Laboratory data (dates
unspecified) included: Low platelets (NR: not provided) 26K. The action
taken with COVID-19 VACCINE AD26.COV2.S was not applicable. The
outcome of the headaches, inflamed liver, blood clots and low platelet count
was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: VO: This spontaneous report received from
a patient, via social media, via a company representative concerned a 33-
year-old man who experienced blood clots and low platelet (26,000) count
two weeks after vaccine. Medical history, concomitant medications, and other
details were not reported. It was stated the patient had an ""inflamed liver
because of all the blood clots found""; the patient is now on blood thinners
for a minimum of 6 months. Information is limited in this case, and the
occurrence of blood clots and low platelet count could represent background
incidence of such events in the general population. However, a relationship
with Janssen Covid-19 vaccine cannot be ruled out and thus the relationship
is considered indeterminate (Brighton Collaboration Criteria level 5)."
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THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1325835-1

"BLOOD CLOTS IN BOTH LEGS; PLATELET COUNT DECREASED; ABDOMINAL
PAIN; LEG CRAMPS; SEVERE CHILLS; SEVERE HEADACHE; FEVER OF UP TO
102 DEGREES; SEEING LINES; DIFFICULTY IN WALKING; LEG PAIN; This
spontaneous report received from a patient concerned a 40 year old female.
The patient's weight was 155 pounds, and height was 67 inches. The
patient's past medical history included back surgery, and kidney stone
removal, and concurrent conditions included alcohol use (one drink once or
twice a month), and non smoker, and other pre-existing medical conditions
included patient had no drug abuse or illicit drug usage. January 2021, she
had a procedure and her platelet count was 300 (unit unspecified). The
patient experienced drug allergy when treated with amitriptyline
hydrochloride, heparin, oxybutynin, tramadol hydrochloride, and
hydrocodone bitartrate/paracetamol. The patient was not pregnant at the
time of report. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch humber:
1808980, expiry: 20-JUN-2021) frequency 1 total, dose was not reported,
administered to left deltoid on 07-APR-2021 for prophylactic vaccination. No
concomitant medications were reported. One week later, on 14-APR-2021,
patient began experiencing a severe headache, severe chills, abdominal
pain, leg cramps, and a fever of up to 102 degrees. She reported no history
of headache or migraines, yet along with the headache, she said she was
seeing lines. She said that she called her doctor on 15-APR-2021 (the next
day) who advised her to go to the hospital. On 16-APR-2021, patient went to
the Hospital, where she was admitted for vaccine induced blood clots in both
legs. After receiving the Janssen COVID vaccine, on 16-APR-2021, her
platelet count was 27 (coded as platelet count decreased). While in the
hospital, she was placed on a blood thinner drip, and her platelet count went
as low as 9 (units unspecified). On 19-APR-2021, she was flown to another
hospital. She remained in that hospital until 27-APR-2021 when she was
discharged. Patient was hospitalized for a total of 11 days. She was currently
taking Eliquis 5mg twice a day. She was still having leg pain, and could
barely walk (coded as difficulty in walking). She was also concerned about
her medical bills. She said that before getting the Janssen COVID vaccine,
she was a healthy individual and had not taken any birth control or estrogen.
She was continuing to follow up with her physician. Treatment medications
(dates unspecified) included: apixaban. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient recovered from severe
chills on 27-APR-2021, was recovering from severe headache, and fever of
up to 102 degrees, had not recovered from abdominal pain, leg cramps, and
leg pain, and the outcome of blood clots in both legs, seeing lines, difficulty
in walking and platelet count decreased was not reported. This report was
serious (Hospitalization Caused / Prolonged).; Sender's Comments: VO: This
spontaneous report received from a patient concerned a 40-year-old female
(BMI 24.3 kg/m2), who experienced ""blood clots in both legs"" and platelet
count decreased 9 days after vaccine. Past medical history included back
surgery and kidney stone removal. Her baseline platelet count was 300,000
last checked 4 months before vaccine. The patient was not pregnant at the
time of report. No concomitant medications were reported but she denied
taking oral contraceptives or other forms of estrogen. Seven days after
vaccine, the patient began experiencing a severe headache, severe chills,
abdominal pain, leg cramps, and a fever of up to 102 degrees. She said that
she called her doctor on day 8 who advised her to go to the hospital. On day
9, patient went to the hospital, where she was admitted for vaccine induced
blood clots in both legs. No specific imaging modality or results were
reported. Nine days after vaccine, her platelet count was 27,000. While in
the hospital, she was placed on an unspecified blood thinner drip, and her
platelet count went as low as 9,000. On day 12, she was flown to another
hospital. She remained in that hospital until day 20 when she was
discharged. She was started on Eliquis 5mg twice a day. As of this report,
she was still having leg pain and difficulty walking. She was continuing to
follow up with her physician. Based on evolving knowledge of Thrombosis
with Thrombocytopenia Syndrome (TTS, per definition from Brighton
Collaboration-BC), the low platelet count and temporal relationship to
vaccination (BC Criteria level 5), the events are assessed to have a plausible
relationship with vaccination."

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1325857-1

BLOOD CLOT; MULTIPLE RED SPOTS ON NECK/RASH; This spontaneous
report received from a patient concerned a 19 year old Asian and not
Hispanic or Latino female. The patient's weight, height, and medical history
were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
203A21A, and expiry: UNKNOWN) dose was not reported, 1 total
administered on 11-MAY-2021 14:30 to left arm for prophylactic vaccination.
No concomitant medications were reported. On an unspecified date, the
patient experienced symptoms of blood clot and multiple red spots on neck.
Patient reported that the red spots on neck might be a rash. The patient's
father wanted to know about treatment of rash. The action taken with covid-
19 vaccine ad26.cov2.s was not applicable. The patient had not recovered
from multiple red spots on neck/rash and the outcome of blood clot was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0: 20210524274~ Covid-19 vaccine ad26.cov2.s- A
19- year old Asian and not Hispanic or Latino female presents with Blood
clot. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
BLOOD CLOTS; This spontaneous report received from a consumer
concerned multiple 6 female patients. The patient's weight, height, and
medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin, and batch number
were not reported), frequency once total, dose, start therapy date were not

COVID19 reported for prophylactic vaccination. The batch humber was not reported

(COVID19 and has been requested. No concomitant medications were reported. On an

THROMBOSIS (JANSSEN)) JANSSEN 1325868-1 | unspecified date, the consumer stated that 6 patients experienced blood

(1203) clots from the vaccine. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The outcome of blood clots was not reported. This report
was serious (Other Medically Important Condition).; Sender's Comments:
V0-20210526046-Covid 19 vaccine- blood clots. This event is considered
unassessable. The event has a compatible/suggestive temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the event.

3 weeks plus 1 day following vaccine, i developed pain in my left calf. After

COVID19 having an ultrasound, two blood clots were discovered in my left leg (one

(COVID19 DTV and one superficial). I was sent to the ER, a CT was performed, blood

THROMBOSIS (JANSSEN)) JANSSEN 1326824-1 | work was taken, and I was sent home with a prescription for Xarelto blood

(1203) thinner. I have to be on this for 3 months, and we will evaluate to make sure
I'm no longer at risk. My medical bills for the date of 5/3/21 were over
$11,000, and my portion so far is over $3300 after insurance.

COVID19

(Covib19 She been feels ill slightly ill ever since the shot. Always short of breathe.

THROMBOSIS (JANSSEN)) JANSSEN 13269511 Now she died of a blood clot / heart attack while at night in her chair.

(1203)

COoVvID19

THROMBOSIS g/?h\l,é%?m) JANSSEN 1327350-1 | Blood Clot right leg after flight.

(1203)

The next day of vaccine on 03/31/2021 I had a severe headache, nauseas, 1
had diarrhea. As the days passed I started getting worst and worst I was
loosing mobility in my body my husband had to take me to the restroom. On
04/06/2021 is when I went to the Emergency Room. When I got to the
hospital I could not breath my ribs hurt a lot & I had horrible back pain. They

COVID19 put me oxygen and gave me fluids but they said I had to get transfer to

(COVID19 another hospital and they transferred me on an ambulance. In the other

THROMBOSIS JANSSEN 1327541-1 | hospital us where they transferred me they kept poking my stomach when I

(JANSSEN)) S -

(1203) asked them why they ke_pt _poklng it they told me that it was to stop the _
blood cloths. I was hospitalized for 5 days. When I was sent home I was still
not feeling good I was feeling sick still I've been trying to recover slowly but
I am not the same. I'm still in a lot of pain I can't move my arms because of
how much it hurts my back keeps hurting a lot as well. I want to go back to
normal to how I was I can't do anything I can't even cook for my kids. I now
have depression.

COVID19 Day 12 post-injection hard a sharp pain in lower part of torso, then

(CoviD19 immediately passed a large clot from my vagina, bright blood accompanied.

THROMBOSIS (JANSSEN)) JANSSEN - Then no post-period or anything with it. I'm post-menopausal and have no

(1203) women health issues at all and haven't had a period in about one year.

COVID19 5 Qays after dose hqd pain in left calf. On I\_/Iay 8th wen_t to the hospital with

(COVID19 pain under my left rib cage. It was determined by testing that I had a blood

THROMBOSIS (JANSSEN)) JANSSEN 1327968-1 | clot in left leg and one in each lung. There was also heart arrhythmia. I was

(1203) given blood thinners for the clots which I am still taking. I was also given
medication to help with high blood pressure and to help with heart beat.
abdominal pain. The pain was so severe that my knees would buckle and
several times if I was holding anything, it caused me to drop it. After about a

COVID19 week, I had an appointment at 4:30 and was scheduled for the next morning

(COVID19 at 8:30 to meet with a back and spine doctor for xrays. Xrays were negative.

THROMBOSIS (JANSSEN)) JANSSEN 1328996-1 | I was then schedule with a neck and hand specialist a few days later. This

(1203) appointment could not provide a diagnosis. Back and abdominal pain

increase and soreness had spread to the stomach and groin. After the news
broke of the cerebral blood clots in 6 women. See attached Continuation
Page.
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1329086-1

BILATERAL PULMONARY EMBOLISM; EXTENSIVE CLOTTING TO RIGHT LEFT
AND ABDOMEN; DEEP VEIN THROMBOSIS; This spontaneous report received
from a patient concerned a patient of unspecified age and sex. The patient's
height, and weight were not reported. The patient's past medical history
included four spine surgeries, and concurrent conditions included tendinosis,
high blood pressure, type 2 diabetes, and platelet rich plasma therapy, and
other pre-existing medical conditions included patient had no genetic
conditions which would explain the clotting. patient had no prior history of
blood clots. The patient received covid-19 vaccine ad26.cov2.s (suspension
for injection, route of admin not reported, batch humber: unknown) dose
was not reported, frequency 1 total, administered on 21-MAR-2021 for
prophylactic vaccination. Batch humber was not reported and has been
requested. No concomitant medications were reported. On 25-MAR-2021 and
1-APR-2021 patient underwent a series of Platelet Rich Plasma (PRP)
Injections for left elbow for tendinosis. On 02-APR-2021, the patient
experienced deep vein thrombosis and extensive clotting to right left and
abdomen, and was hospitalized. Laboratory data included: Diagnostic
ultrasound (NR: not provided) DVT and clot blood confirmed. Treatment
medications included: heparin non-company. The patient was discharged on
03-APR-2021 with instructions to take Eliquis. On 07-APR-2021, the patient
experienced bilateral pulmonary embolism and the patient was readmitted to
the hospital. Laboratory data included: computed tomography (CT) scan
(NR: not provided) Bilateral pulmonary embolism. Discharged on 09-APR-
2021. On 23-APR-2021, Laboratory data included: Diagnostic ultrasound
(NR: not provided) not provided. On 26-APR-2021, the patient was
readmitted and thrombectomy was performed. The patient was discharged
on 27-APR-2021. On 30-APR-2021, the patient experienced rethrombosis.
Laboratory data included: Diagnostic ultrasound (NR: not provided)
Rethrombosis confirmed. Treatment medications included: bivalirudin, where
doctor placed a catheter and administered an Angiomax IV for 72 hours. On
03-MAY-2021, thrombolysis and thrombectomy surgery was performed.
Patient was discharged on an unspcified date with additional treatment
medications (dates unspecified) included: clopidogrel bisulfate, acetylsalicylic
acid, and levofloxacin. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The outcome of the extensive clotting to right left and
abdomen, deep vein thrombosis, and bilateral pulmonary embolism was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: V0: 20210525688-COVID-19 VACCINE AD26.COV2.S-
extensive clotting to right left and abdomen, deep vein thrombosis, bilateral
pulmonary embolism. This event(s) is considered not related. The event(s)
has a compatible/suggestive temporal relationship, is unlabeled, and has
unknown scientific plausibility. There are other factors more likely to be
associated with the event(s) than the drug. Specifically: MEDICAL HISTORY,
UNDERLYING DISEASE

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1329659-1

LEFT ANKLE STARTED SWELLING, LEFT ANKLE SWELLING INCREASED AND
REACHED LEFT THIGH, WENT ULTRASOUND WHICH RESULT BLOOD CLOT;
This spontaneous report received from a patient concerned a 47 year old
female. The patient's weight was 95.70 kilogram, and height was 167
centimeter. The patient's concurrent condition included Cholesterol. Patient
was non alcohol user and non smoker.. Patient had no known allergies and
no history of drug abuse or illicit drug use. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch humber and expiry date were unknown) dose was not reported,
administered on 11-MAR-2021 in right arm for prophylactic vaccination. The
batch humber was not reported and has been requested. Concomitant
medications included pravastatin for cholesterol. Around 19-MAR-2021
(approximately 1 week after the vaccine), the patient experienced left ankle
swelling (as per patient, she did not think much of it, and just elevated her
leg and applied hot-cold compress). Around 26-Apr-2021 the patient
experienced increased left ankle swelling and had reached her left thigh. On
26-April-2021 patient went to the hospital and was hospitalized, was given
an ultrasound procedure which result stated that she had blood clot. Patient
was given Eliquis right away, while in the hospital. On an unspecified date
patient was discharged and upon discharge she was prescribed Eliquis 5 mg
for 2 times per day. Patient stated that she will go back to the doctor will be
doing another ultrasound. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient had not recovered from blood
clot. Patient stated her left leg swelling was not yet completely resolved, but
not as worse, whenever she elevates her leg, the pain and swelling gets
better, but once she gets up and move around, the swelling starts again.
This report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0:20210529680-covid-19 vaccine ad26.cov2.s ,LEFT ANKLE
STARTED SWELLING, LEFT ANKLE SWELLING INCREASED AND REACHED
LEFT THIGH, WENT ULTRASOUND WHICH RESULT BLOOD CLOT. This
event(s) is considered unassessable. The event(s) has an unknown/unclear
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1329661-1

BLOOD CLOT IN LEFT LEG; This spontaneous report received from a patient
of unspecified age and sex. The patient's weight, height, and medical history
were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported) dose, start therapy
date were not reported for prophylactic vaccination. The batch number was
not reported and has been requested. No concomitant medications were
reported. On an unspecified date, the patient experienced blood clot in left
leg from the vaccine. Patient stated that never in life had a blood clot before
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of blood clot in left leg was not reported. This report was serious
(Other Medically Important Condition).; Sender's Comments:
V0:20210529802-Covid-19 vaccine ad26.cov2.s-Blood clot in left leg. This
event(s) is considered unassessable. The event(s) has an unknown/unclear
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1329662-1

BLOOD CLOTS; This spontaneous report received from a consumer
concerned 3 women with unknown race and ethnicity . The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number and expiry was unknown) dose, start therapy date were not
reported for prophylactic vaccination. The batch humber was not reported
and has been requested. No concomitant medications were reported. On an
unspecified date,3 women died from blood clots after getting (Janssen) covid
19 vaccine. It was unknown whether autopsy was performed. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. This report was
serious (Death).; Sender's Comments: VO : 20210530454-COVID-19
VACCINE AD26.COV2.S-Blood clots . This event is considered unassessable.
The event has an unknown/unclear temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event.; Reported Cause(s) of Death:
BLOOD CLOT

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1329664-1

BLOOD CLOQOTS; This spontaneous report received from a patient concerned
multiple patients. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch humber: Unknown) dose 1 total
,start therapy date were not reported for prophylactic vaccination. The batch
number was not reported. The Company is unable to perform follow-up to
request batch/lot numbers. No concomitant medications were reported. On
2021, the subject experienced blood clots, and was hospitalized (date
unspecified). The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of blood clots leading to hospitalization was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: v0-20210530971-covid-19 vaccine ad26.cov2.s-Blood
Clots. This event(s) is considered Un assessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1329666-1

BLOOD CLOT; This spontaneous report received from a patient concerned a
patient of unspecified ethnicity, age and sex. The patient's weight, height,
and medical history were not reported. The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin not reported, batch
number: Unknown and expiry: Unknown) dose was not reported, 1 total,
administered on 06-APR-2021 for prophylactic vaccination. The batch
number was not reported. The Company is unable to perform follow-up to
request batch/lot numbers. No concomitant medications were reported. On
2021, the patient developed a blood clot. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of blood clot was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0:20210531990-COVID-19 VACCINE AD26.COV2.S-
Blood clot. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1329869-1

Bloody noses lasting more than one hour with clots

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1330508-1

patient stated he ended up in the hospital with blood clot in the lungs

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1330554-1

Upon speaking with patient here at the hospital she reports having vaccine
on March 31, 2021 and reports experiencing clot that had been previously
reported to CDC and she asked that this hospitalization be reported to
hospitalization as concerns that it may be related. Patient admitted for
possible stroke/TIA symptoms resolving

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1331063-1

I woke up Wednesday and I felt like I was hit by a train. I felt like a wet dish
rag hanging on the sink. Everything hurt, even taking a step, I just felt bad,
tired like the flu but no respiratory issues. By the 14th I started getting short
of breath, couldn't walk without SOB, my legs started to swell, joints were
sore, I felt tired. Went to the doctor and my blood pressure was high, I was
prescribed medication for my blood pressure and fluid pills. It hurt just to
brush against the skin on my calf. An ultrasound revealed 4 blood clots in my
left calf. Went to the ER at . Hospital in and sent to hematologist Dr. and
there were no findings.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1332964-1

"BLOOD CLOTS GALORE; FEELING SICK (NOT FEELING WELL); FEELING OF
WOULD NOT MAKE IT AND SAYING GOODBYE TOMORROW; MUSCLE ACHES;
TIRED; LETHARGIC; BODY ACHES; This spontaneous report received from a
consumer concerned a 55 year old female of unknown race and ethnicity.
The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: Unknown, expiry date:
UNKNOWN) dose was not reported, 1 total, administered on 16-APR-2021 for
prophylactic vaccination. The batch number was not reported and has been
requested. No concomitant medications were reported. On 16-APR-2021
after vaccination, the patient got tired, lethargic, was not ""feeling well"" and
body and muscles started to ache and progressed further. The consumer
reported that on 08-MAY-2021, the patient was feeling sick and drove herself
into the hospital. On 11-MAY-2021, the patient had blood clots galore and
was on dialysis. On 12-MAY-2021, the consumer had one note stating the
patient was holding steady and during night the consumer stated there's no
change in patient's condition. On 13-MAY-2021, patient was going through
with computerised tomography scan and told later that patient would not
make it and would be saying goodbye tomorrow. On 13-MAY-2021,
Laboratory data included: CT scan (NR: not provided) unknown. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient had
not recovered from blood clots galore, and the outcome of tired, lethargic,
body aches, feeling sick (not feeling well) and muscle aches was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0. 20210529809 - Covid-19 vaccine ad26.cov2.s-
blood clots galore. This event(s) is considered unassessable. The event(s)
has a compatible/suggestive temporal relationship, is unlabeled, and has
unknown scientific plausibility. There is no information on any other factors
potentially associated with the event(s)."

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1332971-1

BLOOD CLOQOTS; This spontaneous report received from a consumer
concerned multiple patients (8 patients) Patients weight, height, and medical
history were not reported. Patients received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
Unknown) dose, start therapy date were not reported for prophylactic
vaccination. The batch number was not reported. The Company is unable to
perform follow-up to request batch/lot numbers. No concomitant medications
were reported. On an unspecified date, 8 patients got blood clots so they
stopped using JANSSEN COVID VACCINE. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of blood clots was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0: 20210533746-COVID-19 VACCINE AD26.COV2.S-
Blood clots. This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1334549-1

On early morning of 5-20-2021. Shortness of breath, felt weird, coughing up
blood.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1334558-1

had redness and tightening of the legs, went to ER, found very small blood
clot in right calf. Gave rx blood thinner eloquis along with current plavix and
asa
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1334756-1

POSSIBLE CVA; HIGH BLOOD PRESSURE; HEADACHE; POTENTIAL BLOOD
CLOT; STOMACH PAIN; LEG PAIN; This spontaneous report received from a
patient concerned a 56 year old female. The patient's height, and weight
were not reported. The patient's concurrent conditions included
polycythemia, and Meniere's disease, and other pre-existing medical
conditions included no known allergies. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, intramuscular, batch number:
1805022, expiry: 25-MAY-2021) dose was not reported, 1 total administered
on 10-MAR-2021 to right arm for prophylactic vaccination. No concomitant
medications were reported. On 10-MAR-2021, the patient had no side effects
right after the vaccination. On 25-MAR-2021, the patient felt a really bad leg
pain in left leg behind the knee which had lasted for five days until 31-MAR-
2021 or 01-APR-2021. On 31-MAR-2021, the patient had very bad stomach
pain and felt if somebody was stabbing her until 11-APR-2021. On 23-APR-
2021, the patient had pain in head, it woke the patient up in her sleep; the
patient had no control over the right side of body and was not able to see,
walk or talk. The patient did not know how long it lasted. On 24-APR-2021,
the patient was lying in bed and felt that somebody taken the bottom of the
bed and flipped her out; she also had blurred vision. On 26-APR-2021,
patient went to the hospital. The patient underwent a CT (computed
tomography) scan and found no bleeding in brain but a possible CVA
(cerebrovascular accident-stroke). The patient was asked to admit in the
hospital but the patient wanted to go back home. The patient's blood
pressure was really high although she had a perfect blood pressure and
never took medication before. The patient was scared to take the pill and left
the hospital. On an unspecified date, after coming back home, the patient
suddenly lost control over left side of the body while taking bath and had
blurred vision. The patient was taken to the hospital and found no bleeding
in her brain. On an unspecified date in MAY-2021, a week prior to this report,
the patient undergone phlebotomy and had to draw 500 ml of blood because
patient had polycythemia and her blood was super thick. The patient also
had a CT (computed tomography) scan and the results were unknown. On
13-May-2021, the patient had MRI (magnetic resonance imaging) and all
were normal. On 14-MAY-2021, patient would be taking CT (computed
tomography) angiography for finding out blood clot in brain. The patient was
concerned about all events and was scared to find out if there would be
blood clots in her brain. The PCP (primary care physician) of two hospitals
she visited told her that she should not have taken the vaccine shot because
of her polycythemia. On 14-MAY-2021, the patient's blood pressure was
175/112 (unit unspecified) and in the morning it was 156/117(unit
unspecified). The patient was started with unspecified blood pressure
medication and also acetylsalicylic acid (Aspirin) to thin her blood. The action
taken with covid-19 vaccine ad26.cov2.s was nhot applicable. The patient
recovered from stomach pain on 11-APR-2021, and leg pain on 31-MAR-
2021, had not recovered from high blood pressure, and the outcome of
headache, possible cva and potential blood clot was not reported. This report
was serious (Other Medically Important Condition).; Sender's Comments:
V0;20210530382-COVID-19 VACCINE AD26.COV2.S-Cerebrovascular
accident, Thrombosis, Hypertension. This event(s) is considered not related.
The event(s) has an unknown/unclear temporal relationship, is unlabeled,
and has unknown scientific plausibility. There are other factors more likely to
be associated with the event(s) than the drug. Specifically: MEDICAL
HISTORY

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1334771-1

BLOOD CLOT IN LEG; SWEATING; This spontaneous report received from a
consumer concerned a 70 year old male of unspecified ethnicity. The
patient's weight, height, and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown) dose was not reported,
administered on APR-2021 for prophylactic vaccination. The batch number
was not reported and has been requested. No concomitant medications were
reported. On an unspecified date in 2021, the patient experienced sweating
which lasted about one day. It was stated that patient received vaccine
around 18-APR-2021. It was also reported that actual date of vaccination
may have been prior to 18-APR-2021 but definitely in April. On 17-MAY-
2021, patient visited hospital and got diagnosed with blood clot in leg. The
patient was on unspecified medications to dissolve clots. The action taken
with covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered
from sweating on 2021, and had not recovered from blood clot in leg. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0- 20210534558-Covid 19 Vaccine- This case concerns a 70 yr
old male. Blood clot in leg, Sweating. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1337394-1

On 5/10/21 got up with sever pain in my left side neck, shoulder and arm
pain. Initially thought it was a muscle pull. Pain was out of control on
Tuesday 5/11/21 Night. Took Advil, used equate cool & heat pain relieving
liquid. On Wednesday 5/12 discovered I have bruises and blood clots on my
back and left side. Took appointment with PCP on 5/14. Prescribed
Methylprednisolone 4 MG tables for 6 days. Pain continued with blood clots
and bruise marks. Developed left side ear pain, Shivering and mild fever.
Visited PCP again on 5/21/21. Prescribed Cyclobenzaprine. Over the past 1
months have lost weight, had a sever pain on left leg, blurry vision.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1337662-1

Patient developed a nose bleed lasting from 7:10pm to 7:40pm on the
evening that he received his vaccine. He coughed up a silver dollar sized
blood clot around 7:35pm. He was feeling fine the following day, but had
another nose bleed that started at bedtime the night after his vaccine.
Patient's wife called on call doctor and was told to pinch his nose, which
they'd been doing for 35 minutes and to go to ER if heeded. Patient saw
doctor, who told him to stop using Flonase for a few days.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1337708-1

The day before she got her vaccine she had started her menstruation cycle.
She is not on any medications, everything was normal, went to work and
went to get her vaccine. She got her vaccine and around 4:15 she started
gushing, which is abnormal for her and having clots the size of a half dollar
and covered in blood. This is not normal for her periods, and she is now in
the bathroom every hour and a half and looks like a murder scene. Her
normal menstrual cycle is heavy for one day and then gradually lessens and
only lasts a few days. She does occasionally have small clots with hers, but
this are large and bleeding profusely. The only side effect she has is that she
is extremely tired. She slept from 4:30 yesterday to 2:00 AM and feels like
she could sleep the rest of the day. Her arm is a little bit sore, but otherwise
fine from the injection site. Is concerned due to the heavy volume of
bleeding, which is extremely abnormal for her. She has taken Tylenol and
drinking a lot of fluids.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1340202-1

BLOOD CLQOT; This spontaneous report received from a consumer concerned
a 76 year old male. The patient's weight was 82 kilograms, and height was
not reported. The patient's past medical history included angina pectoris,
peptic ulcer disease, and tension headache, and concurrent conditions
included asthma, atherosclerotic heart disease of native coronary artery,
benign hypertension, stage 3 chronic kidney disease, chronic obstructive
pulmonary disease with acute exacerbation, cirrhosis of liver, diabetes
mellitus type 2, generalized osteoarthritis, morbid obesity, mixed
hyperlipidemia, stenosis of bilateral carotid artery, peripheral vascular
disease, malignant neoplasm large intestine, carotid artery occlusion, and
hepatocellular carcinoma. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
unknown) dose was not reported, administered on 31-MAR-2021 for
prophylactic vaccination. The batch number was not reported. The Company
is unable to perform follow-up to request batch/lot numbers. Non-company
suspect drugs included: cabozantinib s-malate (tablet, oral, batch number
was not reported) 40 mg, 4 times every 1 day, from 04-MAR-2021 for
hepatocellular/liver cancer. Concomitant medications included apixaban,
atorvastatin calcium, carvedilol, ergocalciferol, hydrocodone
bitartrate/paracetamol, levothyroxine sodium, losartan potassium,
mecobalamin, metformin hydrochloride, salbutamol sulfate, tadalafil,
tamsulosin hydrochloride, and vitamin b complex. On 03-APR-2021, the
patient experienced blood clot. On an unspecified date in Apr-2021 the
patient was hospitalized for one day. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of blood clot was not reported.
This report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0:20210530464-covid-19 vaccine ad26.cov2.s-Blood clot. This
event(s) is considered not related. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There are other factors more likely to be associated with the event(s) than
the drug. Specifically: CONMEDS-OTHER SUSPECT DRUGS, MEDICAL
HISTORY

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1340229-1

CLOTS IN LUNG; BLOOD CLOTS IN BACK; SEVERE ABDOMINAL PAIN; GROIN
PAIN; This spontaneous report received from a patient concerned a 52 year
old male. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: Unknown), dose was
not reported, 1 total, administered on 16-MAR-2021 for prophylactic
vaccination. The batch number was not reported and has been requested. No
concomitant medications were reported. The patient reported that on an
unspecified date in MAR-2021, within 5 days of the shot, the adverse
reaction began with severe back pain (subsumed under blood clots in back)
and abdominal pains. After two additional weeks and four doctor's
appointments, the pain was so severe, patient went to the emergency room
on 14-APR-2021. A computerised tomogram (CT) scan with contrast revealed
clots in lung and back. Patient consulted with his doctor and decided to go to
the emergency room. Patient was still suffering from severe abdominal and
back pain, especially when sitting or laying down. On 2021, pain had moved
to the groin area as well. Laboratory data included: CT scan (NR: not
provided) revealed clots in lung and back. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient had not recovered from
severe abdominal pain, and groin pain, and the outcome of blood clots in
back and clots in lung was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0: 20210536709-
COVID-19 VACCINE AD26.C0OV2.S-Clots in lung, Blood clots in back . This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1340597-1

I had a brain tia-stroke. Blood clots. Paralyzation.loss of vision. Loss of voice
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
Johnson and Johnson Vaccine, shortness of breath, elevated blood pressure,
COVID19 elevated temperature, increased heart rate, decreased kidney functions,
(COVID19 blood clots in both arms and jugular vein, slurred speech, severe pain in
THROMBOSIS (JANSSEN)) JANSSEN 1340812-1 | right side, fluid in right lung and around heart. Admitted to MICU from
(1203) emergency room. Intubated for 12 days. Chest tubes both sides, central line,
Hickman Catheter. Discharged and admitted to hospital. Currently home
receiving outpatient therapy.
COVID19 The same day I took vaccineon April 6, 2021, I had pelvic pain and cramping
(COVID19 that increase over the next two. Weeks. I made a appointment with my
THROMBOSIS (JANSSEN)) JANSSEN 1341471-1 | physician. On 4/29/2021 I was examined by my physician and was told to go
(1203) to the ER. I had my appendix removed ans the pathology report showed that
I had a bllod clot.
Could not get air into lungs, made sugar get out of control, had a seizure
COVID19 and turned purple, passing out , ambulance had to come get me from
(COVID19 vehicle and take me to emergency room in the hospital, kept me there for
THROMBOSIS (JANSSEN)) JANSSEN 1341674-1 | about 6 hours then released me to go home, went to my Doctor next day
(1203) and he immediately sent me to hospital. I was checked for Blood Cloth due
to the signs being there along with other tests I am home however I still do
not feel well.
I went in for a scheduled MRI of my foot and the MRI found that I have a
COVID19 7mm blood clot on my foot. It was found on my left foot plantar region
(CoviD19 (bottom of my foot). A few days after the vaccine I had swelling on the top
THROMBOSIS (JANSSEN)) JANSSEN - and bottom of my left foot. I got two vascular images completed and the MRI
(1203) was never sent to the vascular department. My podiatrist confirmed the
blood clot on an ultrasound. I'm still experiencing swelling.
COVID19
THROMBOSIS gfgxé%?m) JANSSEN 1344020-1 | had bakers cyst burst and had 3 blood clots
(1203)
COoVvID19
THROMBOSIS gfﬂ‘l’ég?m) JANSSEN 13441991 | Blood clot in left thigh
(1203)
BLOOD CLQOT; This spontaneous report received from a consumer concerned
a patient of unspecified age, sex, race and ethnic origin. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported, 1 total administered for prophylactic vaccination. The batch
COVID19 number was not reported. The Company is unable to perform follow-up to
(Covib19 request batch/lot numbers. No concomitant medications were reported. On
THROMBOSIS (JANSSEN)) JANSSEN - an unspecified date, the patient got blood clot. The action taken with covid-
(1203) 19 vaccine ad26.cov2.s was not applicable. The outcome of blood clot was
not reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0: 20210534929-covid-19 vaccine ad26.cov2.s-blood
clot. This event(s) is considered unassessable. The event(s) has an
unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
BLOOD CLQOT; This spontaneous report received from a patient via a
company representative concerned a female of unspecified age. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
COVID19 reported for prophylactic vaccination. The Company is unablc_a to_perform
(COVID19 follow-up to request batch/lot numbers.No concomitant medications were
THROMBOSIS JANSSEN 1345702-1 | reported. On an unspecified date, the subject experienced blood clot. The
(JANSSEN)) . ) . . )
(1203) action taken with covid-19 vaccine ad26.cov2.s was not applicable. The

outcome of blood clot was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0-20210537368-
covid-19 vaccine ad26.cov2.s -Blood clot-his event is considered Un
assessable. The event has a compatible/suggestive temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1345734-1

FEELING HORRIBLE; BLOOD CLOT; BODY ACHES; JOINT PAIN; SPAMS ALL
OVER BODY; TOE SWELLING; KNEE SWELLING/ ANKLE SWELLING; This
spontaneous report received from a patient concerned a 54 year old male.
The patient's weight, height, and medical history were not reported. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: 042A21A expiry: unknown)
dose was not reported, 1 in total administered on 03-APR-2021 to left arm
for prophylactic vaccination. No concomitant medications were reported.
After getting the vaccine, the patient had immediate joint pain and body
aches. He had spasms since day one. After two weeks, he developed swollen
toe looked like a bunyon, then it moved up to the ankle then it moved up to
the knee being swollen. The patient was sent to the imagining center. He had
following imaging tests done, bilateral Lower extremity Doppler Exam. On
30-APR-2021, he was recommended to go to the emergency room (ER) and
was admitted. He was diagnosed with blood clot and stayed overnight. He
was prescribed on Xarelto (rivaroxaban) 15 mg twice a day (BID), titrating to
20 mg once a day. The patient was hospitalised for 2 days. He got another
follow up on 14-MAY-2021, gave him another prescription for blood thinner
to be on for two months. On 18-MAY-2021, he was given tramadol 7 pills for
spams which had helped with his pain and currently patient was feeling
horrible. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient had not recovered from joint pain, body aches, toe
swelling, knee swelling/ ankle swelling, spams all over body, and blood clot,
and the outcome of feeling horrible was not reported. This report was serious
(Hospitalization Caused / Prolonged).; Sender's Comments: VO:
20210540030- Covid-19 vaccine ad26.cov2.s- A 54 yearold male presents
with Blood clot, Body aches, Toe swelling, Knee swellng /Ankle swelling,
Spasms all over body, feeling horrible. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).
20210540030- Covid-19 vaccine ad26.cov2.s-Joint pain. This event(s) is
labeled per RSI and is therefore considered potentially related.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1345749-1

BLOOD CLOT; HEADACHES; This spontaneous report received from a
consumer via social media/news concerned a male of unspecified age. The
patient's weight, height, and medical history were not reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown exp: unknown) frequency 1
total, dose, start therapy date were not reported for prophylactic
vaccination.The batch number was not reported and has been requested. No
concomitant medications were reported. Reporter talked about how he saw
report in the news about male who got blood clot after receiving Janssen
Covid-19 Vaccine. On an unspecified date, the patient experienced blood
clot, and headaches. The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The outcome of the headaches and blood clot was not
reported. This report was serious (Other Medically Important Condition). This
case, from the same reporter is linked to 20210540327.; Sender's
Comments: VO- 20210540314~ Covid-19 vaccine ad26.cov2.s-Blood clot.This
event is considered unassessable. The event has an unknown temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event.

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1345936-1

BLOOD CLOTS IN BOTH ARMS; NUMBNESS IN BILATERAL ARMS; REDNESS
ON BOTH LEGS; SWELLING OF BOTH LEGS; PAIN IN BOTH LEGS; This
spontaneous report received from a patient concerned a 71 year old female.
The patient's height, and weight were not reported. The patient's concurrent
conditions included breast cancer. The patient experienced drug allergy when
treated with hydrocodone, and oxycodone for drug used for unknown
indication. The patient received covid-19 vaccine ad26.cov2.s (suspension
for injection, route of admin not reported, batch number: 1805029, and
expiry: unknown) dose was not reported, 1 total administered on 20-MAR-
2021 on left arm for prophylactic vaccination. No concomitant medications
were reported. On an unspecified date in 2021, the patient felt numbness on
both arms. Numbness got worse and patient went to emergency room. On
an unspecified date in 2021, Laboratory data included: MRI brain results of
which were pending. On an unspecified date in MAR-2021, a week after the
vaccination patient went to emergency room due to redness, swelling, and
pain on both legs. The doctor prescribed antibiotics which relieved those
symptoms and was encouraged to get blood circulation assessed once
patient returned to home. On 17-MAY-2021, patient got hospitalized, and on
same day, ultrasound test showed a blood clot in each arm. Patient
underwent chest X-ray and a test with and without contrast for the lungs. It
was reported that patient was started on anticoagulants and physical
therapy. On 18-MAY-2021, ultrasound of legs was negative for blood clots.
On 19-MAY-2021, test in a machine with and without contrast to look at
lungs (Lung scan) was within normal limits. On 19-MAY-2021, the patient got
discharged from hospital. Patient stated that, consulted two doctors if it may
have been the Janssen covid-19 vaccine that caused this and doctors said
possibly and recommended that patient should report the information. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient was recovering from redness on both legs, swelling of both legs, and
numbness in bilateral arms, and had not recovered from pain in both legs,
and blood clots in both arms. This report was serious (Hospitalization Caused
/ Prolonged).; Sender's Comments: V0: 20210540231-COVID-19 VACCINE
AD26.COV2.5-BLOOD CLOTS IN BOTH ARMS, NUMBNESS IN BILATERAL
ARMS. This event(s) is considered not related. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There are other factors more likely to be associated
with the event(s) than the drug. Specifically: MEDICAL HISTORY
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1345947-1

BLOOD CLOTS; This spontaneous report received from a consumer by a
other manufacturer company (Pfizer Inc.) received on14-MAY-2021 and
concerned multiple (few) patients. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
Unknown) frequency 1 total, dose, start therapy date were not reported for
prophylactic vaccination. No concomitant medications were reported. The
batch nhumber was not reported. The Company is unable to perform follow-
up to request batch/lot numbers. Reporter stated that Johnson and Johnson
vaccine caused blood clots and few people died. It was not reported whether
autopsy was performed. On an unspecified date, the patients experienced
blood clots. On an unspecified date, the patients died from blood clots. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. This
report was serious (Death, and Other Medically Important Condition).;
Sender's Comments: VO; 20210545044-covid-19 vaccine ad26.cov2. s Blood
clots. This event is considered unassessable. The event has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event.; Reported Cause(s) of Death: BLOOD CLOTS

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1346470-1

Three weeks after J& J vaccine abnormally heavy vaginal bleeding with large
clots.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1346853-1

2 weeks after receiving johnson and johnson vaccine I began a second
period in one month. I am very regular with my menstrual cycle so it was
weird. And what is very strange it has large clots and not alot of bleeding. I
have never had an period like that since I am 11 years old.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1347829-1

Janssen COVID-19 Vaccine EUA I got the vaccine the evening of 03/23/21.
Overnight I noticed my body starting to hurt and felt chills. The morning of
03/24/21 1 woke up with full body aches, chills, and fever over 100 F. These
symptoms lasted all day. Fever went up to 102 F. Recently I have noticed a
change in my menses since having the vaccine and I wonder if it is linked. I
have been on birth control since last year to control heavy bleeding. It was
helping very well. The period I had in April and May were like it was before I
started the pill. It was heavy and I had numerous large clots. I will be
scheduling an appt with my ob/gyn regarding this change.

THROMBOSIS

COVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1349017-1

MULTIPLE PULMONARY EMBOLISM; MULTIPLE BLOOD CLOTS; SUSPECTED
CLINICAL VACCINATION FAILURE; SUSPECTED COVID-19 INFECTION; This
spontaneous report received from a health care professional concerned a 55
year old male. The patient's weight, height, and medical history were not
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number: Unknown, Expiry:
Unknown) dose not reported, 1 total, on APR-2021 for prophylactic
vaccination. The batch humber was not reported and has been requested. No
concomitant medications were reported. On an unspecified date, the patient
developed multiple pulmonary embolism included multiple blood clots. On
19-MAY-2021, after 4 week of vaccination, the patient was diagnosed with
suspected covid-19 infection (suspected clinical vaccination failure) and was
not doing well. The patient got hospitalized. Number of hospitalization days
was not reported. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The outcome of the suspected covid-19 infection, suspected
clinical vaccination failure, multiple pulmonary embolism and multiple blood
clots was not reported. This report was serious (Hospitalization Caused /
Prolonged and Life Threatening). This report was associated with product
quality complaint number: 90000180239. The suspected product quality
complaint has been confirmed to be not voided based on the PQC
evaluation/investigation performed.; Sender's Comments: V0:20210539965-
covid-19 vaccine ad26.cov2.s - multiple pulmonary embolism,multiple blood
clots,suspected covid 19 infection. This event(s) is considered unassessable.
The event(s) has a compatible/suggestive temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event(s). V0:20210539965
covid-19 vaccine ad26.cov2.s - suspected clinical vaccination failure This
event(s) is considered not related. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There are other factors more likely to be associated with the event(s) than
the drug. Specifically:SPECIAL SITUATIONS
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1349025-1

THROMBOSIS/MORE MILD CLOT ONE IN THE LEG/BLOOD CLOT DISORDER;
THROMBOCYTOPENIA; INCREASING LOWER BACK; LEG PAIN; This
spontaneous report received from a company representative Via social media
concerned a 30 year old male. The patient's weight, height, and medical
history were not reported. The patient received Covid-19 vaccine
(suspension for injection, route of admin not reported, batch number:
Unknown) dose was not reported, 1 total dose was administered on 08-APR-
2021 for prophylactic vaccination. The batch number was not reported. The
Company was unable to perform follow-up to request batch/lot numbers. No
concomitant medications were reported. On unknown date in APR-2021, the
patient experienced increasing low back pain and leg pain (around one week)
after vaccination. The patient was hospitalized (date unspecified) and was
treated for vaccine-induced thrombotic thrombocytopenia (VITT) (coded as
thrombosis and thrombocytopenia). The patient received treatment, which
includes intravenous immune globulin, the anticoagulant argatroban and
prednisone. Doctors stated, patient was responding well to treatment and
should be released soon (discharge details unspecified). It was reported that,
patient had more mild clot, and one in the leg. But certainly it was a real
clot, and as patient was in his early 30's, so it was likely and could be linked
to the vaccine. The action taken with covid-19 vaccine was not applicable.
The patient was recovering from thrombocytopenia, thrombosis, low back
pain and leg pain. This report was serious (Hospitalization Caused /
Prolonged). This is a spontaneous report concerning a 30 year old male,
unknown ethnicity, patient who experienced increasing low back pain and leg
pain around one week after receiving the Covid-19 vaccine. The patient was
hospitalized on an unspecified date and was treated for vaccine-induced
thrombotic thrombocytopenia (VITT). The patient was responding well to
treatment, which included intravenous immune globulin, an anticoagulant
(argatroban) and prednisone. The patient's weight, height, and medical
history were not reported. There is mention of patient having vaccine-
induced thrombotic thrombocytopenia but information is limited in this case.
A relationship with Janssen Covid-19 vaccine cannot be ruled out; thus the
relationship is considered indeterminate. Additional information has been
requested.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1349042-1

DROPPING DEAD; HEART ATTACKS; BLOOD CLOTS; STROKES; BRAIN
DAMAGE; HEART CONDITIONS; This spontaneous report received from a
consumer who reported reading from many personal social media accounts
which concerned multiple patients of unspecified age and sex. No past
medical history or concurrent conditions were reported. The patients
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported) dose, 1 total, start therapy date were not reported for
prophylactic vaccination. The batch nhumber was not reported. Per procedure,
no follow up will be requested for this case. No concomitant medications
were reported. It was reported that, the patients were suffering from blood
clots, dropping dead, had strokes, heart attacks, heart conditions and brain
damage after vaccination. It was also reported that, the patients were
perfectly healthy before and now they would never be the same. On an
unspecified date, the patient died from unknown cause of death. It was
unknown if an autopsy was performed. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patients died of unknown cause
on an unspecified date, and the outcome of blood clots, strokes, heart
attacks, heart conditions and brain damage was not reported. This report
was serious (Death, and Other Medically Important Condition). This case,
from the same reporter is linked to 20210534943.; Sender's Comments: VO:
20210544901-covid-19 vaccine ad26.cov2.s -Dropping dead, brain damage,
blood clots, heart attacks and strokes. This event(s) are considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).;
Reported Cause(s) of Death: UNKNOWN CAUSE OF DEATH

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1349749-1

BLOOD CLOTS; HEADACHES; This spontaneous report received from a
consumer who reported by seeing a news report concerned a female of
unspecified age. The patient's height, and weight were not reported. No past
medical history or concurrent conditions were reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported) 1 total, dose, start therapy date were not reported for prophylactic
vaccination. The batch number was not reported and has been requested. No
concomitant medications were reported. It was reported that, on an
unspecified date, the patient had blood clots, and headaches. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
the headaches and blood clots was not reported. This report was serious
(Other Medically Important Condition). This case, from the same reporter is
linked to 20210540314, 20210539987 and 20210547453.; Sender's
Comments: V0- 20210540327- Covid-19 vaccine ad26.cov2.s-This case
concerns with female of unspecified age.-Blood clot. This event is considered
unassessable. The event has an unknown temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1349750-1

GOT A BLOOD CLOT IN LEG; This spontaneous report received from a patient
via a company representative concerned a patient of unspecified age and
sex. The patient's height and weight were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch humber: Unknown) frequency one total, dose, start therapy
date were not reported for prophylactic vaccination. The batch number was
not reported. The Company is unable to perform follow-up to request
batch/lot numbers. No concomitant medications were reported. On an
unspecified date, the patient got a blood clot in their leg and our vaccine is
not good to compare to mRNA Vaccine. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The outcome of got a blood clot in
leg was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0: 20210541027-COVID-19 VACCINE
AD26.COV2.S-Got a Blood Clot in Leg. This event(s) is considered
unassessable. The event(s) has an unknown/unclear temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1350574-1

Both sides of my neck were very swollen. There was extreme pain on my
right arm. The pain was severe and numbness in my finger. I went to the ER
and they said I have radial thrombus, a clot in the radial artery. Before the
shot, my heart was checked multiple times and I was fine. After the shot, my
coronary arteries are now very small. There are now luminal changes inside
my coronary arteries which are still now very small. I now have been
diagnosed with CAD. I had a heart cath on March 29. My arm is still in a lot
of pain. My neck is still swollen.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1353015-1

BLOOD CLOTS; This spontaneous report received from a consumer via other
company (Pfizer, report number: 2021503212) concerned multiple patients
of unspecified age and sex. Patient's height, and weight were not reported.
No past medical history or concurrent conditions were reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unk) dose, start therapy date were not
reported for prophylactic vaccination. The batch number was not reported.
The batch number was not reported. Per procedure, no follow up will be
requested for this case. No concomitant medications were reported. On an
unspecified date, reporter stated that patients experienced blood clots that
scared people all the way around (no further information provided or
obtained). The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of blood clots was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO :
20210547337 - COVID-19 VACCINE AD26.COV2.S-Blood clots. This event(s)
is considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1353017-1

BLOOD CLOTS; HEADACHE; This spontaneous report received from a
consumer who reported by seeing a news report concerned a 14 female of
unspecified age. The patient's height, and weight were not reported. No past
medical history or concurrent conditions were reported. The patients
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported) 1 total, dose, start therapy date were not reported for
prophylactic vaccination. The batch nhumber was not reported and has been
requested. No concomitant medications were reported. It was reported that,
on an unspecified date, 14 patients had blood clots, and headaches The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the headache and blood clots was not reported. This report was
serious (Other Medically Important Condition). This case, from the same
reporter is linked to 20210540327.; Sender's Comments: V0:20210547453-
covid-19 vaccine ad26.cov2.s-This case concerns to 14 female of unspecified
age. Blood clots. This event(s) is considered unassessable. The event(s) has
a compatible/suggestive temporal relationship, is unlabeled, and has
unknown scientific plausibility. There is no information on any other factors
potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1353762-1

BLOOD CLOT; DISTURBING CHANGES IN MENSTRUAL CYCLES; EARLY
PERIODS; UNUSUALLY HEAVY PERIODS; OTHER IRREGULARITIES; This
spontaneous report via social media received from a patient concerned
multiple patients. The patient's height and weight was not reported. No past
medical history or concurrent conditions were reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported for prophylactic vaccination. The batch number was not reported.
Per procedure, no follow-up will be requested for this case. No concomitant
medications were reported. The reporter shared from a news article stating
that blood clots were not the only vaccine side effects and that women
experienced several weird side effects including disturbing changes in
menstrual cycles, early and unusually heavy periods and other irregularities.
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
outcome of the other irregularities, early periods, unusually heavy periods,
blood clot and disturbing changes in menstrual cycles was not reported. This
report was serious (Other Medically Important Condition).; Sender's
Comments: V0: 20210545709-COVID-19 VACCINE AD26.COV2.S-blood
clots. This event(s) is considered unassessable. The event(s) has an
unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))

P .. V-1

JANSSEN

1354724-1

bi-lateral leg pain within 1 week of shot. then severe back pain after 2
weeks. difficulty breathing week 3. Admitted to hospital for multiple blood
clots in leas & lunas
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THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1354733-1

on 5/17/2021 pt developed a fever, pain in the left side of his ribs and had
SOB. He was brought to Hospital ER. Pt had Chest x-ray, blood work,
Doppler on both legs, and CT. His DX was pneumonia, blood clot in left lung
and bilateral blood clot in legs. He was admitted and stayed for 5 days.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1354760-1

It was really bizarre, I remember feeling like all my senses were heightened
, I got my period, it didn't stop for 3 weeks. Called my OBGYN, they said let
it run it's coarse and they had they had many similar phone calls. I take a
Nuva ring for birth control, I was concerned about estrogen and the blood
clots. I did not feel well at all for about a week after my vaccine, everyday
around 4pm I would get really bad headaches for about 3-4 weeks. I was
nauseated and sweating.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1354801-1

About 1 week after vaccination. I had pain in my legs and swelling in my
feet, it made it difficult to walk. It was like I was carrying around a dead leg.
I did have blood clots in leg. I ended up up being hospitalized 3 days to
receive blood transfusions due to anemia after taking blood thinners.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1354808-1

2 days after applying the vaccine I felt body pain, then a week later I began
to have pressure in my chest that reached my throat so I was for a full week
the third week I decided to go to the hospital and they discovered that I had
blood clots in an artery in my heart. Then they installed 2 stents in my heart
2 days later they sent me home and 1 week later I had to return to the
hospital after the studies they detected that I had blood clots in both legs, I
had no problem before the vaccine and I'm almost 100 percent sure this is
what caused these problems.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1355551-1

"April 13 (I had been traveling before it and came back) and I was preparing
for work and my foot hurt. I hobbled around that day and noticed my foot
was swollen. The next morning, I went to Piedmont Hospital ER( on the
14th) - they gave me a starter dose of blood thinners and I was able to
schedule appt with Dr. Shamm -my hematologist - Zeralto - was what she
prescribed. Everything is ""back to normal."" But based on my health history
- the doctor care will be ongoing and I'll continue to see this doctor for
treatment."

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1357423-1

BLOOD CLOT IN RIGHT ARM; ARM SWOLLEN; This spontaneous report
received from a patient concerned a 56 year old female. The patient's height,
and weight were not reported. The patient's concurrent conditions included
high blood pressure, alcohol use (beer at home), and smoker. The patient
experienced drug allergy when treated with acetylsalicylic acid. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: unknown and expiry: unknown) dose
was not reported, 1 total, administered on 05-APR-2021 to right arm for
prophylactic vaccination. The batch number was not reported and has been
requested. No concomitant medications were reported. The patient did not
feel sick after vaccination. On an unspecified date in 2021, the patient
believed that, she had a blood clot in right arm. In past 2-3 weeks, it had
been getting bigger and was moving up in her arm. She probably had the
clot for longer but started noticing it more 2-3 weeks ago. Clot was moving
from her elbow to the shoulder blade and arm was getting big. Patient did
not have any pain but her arm was swollen and due to dark skinned she
could not tell if her arm was red. Patient called emergency medical service
and told them that she had a blood clot, she could feel and see the blood clot
and it was told that she needs to go to the doctor but she did not bother. The
blood clot kept moving up. Patient had a regular doctor but she did not
inform her doctor. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The outcome of the blood clot in right arm and arm swollen
was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0:20210547027-covid-19 vaccine
ad26.cov2.s- blood clot in right arm. This event is considered unassessable.
The event(s) has a compatible/suggestive temporal relationship, is
unlabeled, and has unknown scientific plausibility. There is no information on
any other factors potentially associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1357434-1

DEATHS; BLOOD CLOTS; This spontaneous report received from a consumer
who reported reading and seeing on the news concerned a patient of
unspecified age, race, ethnic origin and sex. The patient's height, and weight
were not reported. No past medical history or concurrent conditions were
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for
injection, route of admin not reported, batch number not reported, expiry
not reported) frequency one total, dose, therapy start date were not
reported administered for prophylactic vaccination. The batch number was
not reported. Per procedure, no follow-up will be requested for this case. No
concomitant medications were reported. On an unspecified date, the
consumer stated that he read and saw on the news that this vaccine causes
patient's deaths, and blood clots. On an unspecified date, the patient died
from unknown cause of death. It was not reported whether autopsy was
performed or not. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The patient died of deaths on an unspecified date, and the
outcome of blood clots was not reported. This report was serious (Death, and
Other Medically Important Condition).; Sender's Comments: VO:
20210550011-covid-19 vaccine ad26.cov2.s-deaths, blood clots. This
event(s) is considered unassessable. The event(s) has an unknown/unclear
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).; Reported Cause(s) of Death: UNKNOWN CAUSE OF DEATH

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1361603-1

Stroke .. blood clot.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1362194-1

Sudden numbness in leg 5:20pm. Went to emergency room via ambulance.
Did a CT scan, found blood clot in upper leg. Sent via ambulance to Hospital
had Surgery at 10pm to remove clot and save leg.

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

13637771

BLOOD CLOT IN BRAIN; BLOOD CLOT IN RIGHT LUNG; BLOOD CLOT IN
STOMACH AND NECK; This spontaneous report received from a patient
concerned a 64-year-old, female. The patient's height, and weight were not
reported. The patient's past medical history included tendonitis in right
shoulder, surgeries on right shoulder and concurrent conditions included
arthritis in right shoulder, non-smoker, abstains from alcohol, and seasonal
allergies, and other pre-existing medical conditions included the normal wear
and tear on her body at the time of this report. The patient received covid-
19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch nhumber: Unknown) dose was not reported, one total,
administered on 04-MAY-2021 at the right arm for prophylactic vaccination.
The batch number was not reported and has been requested. No
concomitant medications were reported. The Patient reported that on 04-
MAY-2021, after vaccination, she began feeling unwell with a low grade fever,
her highest body temperature was 102F. She experienced headache that she
initially felt on the right side of her head but could not determine the source
for sure. On 14-MAY-2021, she coughed up blood, but she didn't think
anything of it and continued her normal routine then on 15-MAY-2021, she
coughed up more blood but it had some phlegm in it, so she went to the ER
(emergency room) on 18-MAY-2021. She received a Computerized axial
tomography (CAT) scan of her chest which showed blood clots in her right
lung. She got a secondary CAT scan and blood clots were found in her
stomach, brain and in her neck. She was admitted to hospital on 19-MAY-
2021. The Patient was reportedly hospitalized for 6 days and was supposedly
discharged on 24/May/2021. For treatment, she was receiving an
Intravenous (IV) blood thinner but later changed to an oral blood thinner.
She was also receiving Tramadol for pain. She was receiving other
medications when first admitted but could not recall specific names. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient had not recovered from blood clot in brain, blood clot in right lung,
and blood clot in stomach and neck. This report was serious (Hospitalization
Caused / Prolonged).; Sender's Comments: V0: 20210546778-covid-19
vaccine ad26.cov2.s- blood clot in brain, blood clot in right lung, and blood
clot in stomach and neck. This events are considered unassessable. The
events has a compatible/suggestive temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other
factors potentially associated with the events.

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363787-1

BLOOD CLOT IN LEG; This spontaneous report received from a consumer
concerned a 73 year old female unspecified race and ethnicity. The patient's
weight, height, and medical history were not reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, intramuscular, batch
number: Unknown, expiry: unknown) dose was not reported, 1 total,
administered on 16-MAR-2021 for prophylactic vaccination. The batch
number was not reported and has been requested. No concomitant
medications were reported. On 13- MAY-2021, the patient was taken to the
emergency room (ER). On 14-MAY-2021, she was hospitalized with a
clot/clots in her leg(s). The action taken with covid-19 vaccine ad26.cov2.s
was not applicable. The outcome of blood clot in leg was not reported. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0-20210551429 - Covid-19 vaccine ad26.cov2.s-Blood clots in
leg. This case concerns with 73 years old female. This event is considered
unassessable. The event has a compatible/suggestive temporal relationship,
is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363797-1

BLOOD CLOT; This spontaneous report received from a consumer concerned
a 24 year old female. The patient's height, and weight were not reported. No
past medical history or concurrent conditions were reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown) dose, therapy start date were
not reported, with frequency 1 total administered for prophylactic
vaccination. The batch humber was not reported and has been requested. No
concomitant medications were reported. On an unspecified date in APR-
2021, the patient experienced blood clot and was hospitalized (date
unspecified) and it was reported caller said his brother would called to
provide more information regarding the patient's case. The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The outcome of blood clot
was not reported. This report was serious (Hospitalization Caused /
Prolonged).; Sender's Comments: V0O: 20210552268-COVID-19 VACCINE
AD26.COV2.S-BLOOD CLOT. This event(s) is considered unassessable. The
event(s) has an unknown/unclear temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363809-1

BLOOD CLOT FROM GROIN AREA ALL THE WAY TO THE LEG; This
spontaneous report received from a patient concerned a 63-year-old female.
The patient's height, and weight were not reported. The patient's concurrent
conditions included osteoporosis, osteoarthritis, bursitis, rheumatoid arthritis
(RA), migraine headache, anxiety, and cholesterol, and other pre-existing
medical conditions included patient had no history of blood clots and no prior
heart conditions. On 16-Mar-2021 around 09:00, the patient received covid-
19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: 1805029, expiry: Unknown) dose was not reported,
frequency 1 total, administered on left arm for prophylactic vaccination.
Concomitant medications included pantoprazole for acid reflux, citalopram
for anxiety, simvastatin for cholesterol, and prn 1371 for migraine headache.
On an unspecified date in Feb-2021, the patient mentioned (heart doctor)
had done some tests on veins making sure the patient's heart was open and
does not have any blood clots. Laboratory data included: Diagnostic
ultrasound (NR: not provided) Normal, and Doppler ultrasound (NR: not
provided) No blood clots. 7 days later the patient was informed everything
was fine and she got vaccinated on 16-Mar-2021. On 07-May-2021, the
patient reported that her left leg started hurting. On 09-May-2021, the leg
started swelling. On 11-May-2021, the patient was admitted to the hospital
with a massive blood clot from groin area all the way to the leg. On 14-May-
2021, she was discharged from hospital. The patient was hospitalized for 3
days. The patient stated her doctor will let her know if she can move around
more next week, the patient is currently in lot of pain. Treatment
medications (dates unspecified) included: apixaban, paracetamol, tramadol
hydrochloride, gabapentin, and baclofen. The action taken with covid-19
vaccine ad26.cov2. s was not applicable. The patient had not recovered from
blood clot from groin area all the way to the leg. This report was serious
(Hospitalization Caused / Prolonged).; Sender's Comments: VO-
20210500586-COVID-19 VACCINE AD26.COV2.S-This case concerns with 63
year old female (i blood clot from groin area all the way to the leg -This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363813-1

BLOOD CLOTS IN BOTH LUNGS; LEFT SIDE OF BODY HURTING;
GENERALIZED WEAKNESS; TIREDNESS; BLOOD CLOT IN BOTH LEGS;
TROUBLE WALKING; This spontaneous report received from a consumer
concerned a 77- year old White Not Hispanic or Latino male. The patient's
height and weight were not reported. The patient's past medical history
included polyp removal on the nose, and concurrent conditions included
prostate cancer, asthma, chronic obstructive pulmonary disease, allergic to
sulfa drugs, alcohol user (drinks wine 1-2 times a week), and non-smoker,
and other pre-existing medical conditions included no drug abuse or illicit
drug usage. The patient received covid-19 vaccine ad26.cov2.s (suspension
for injection, route of admin not reported, batch number: 205A21A expiry:
UNKNOWN) 1 total, the dose was not reported, administered on right arm on
09-MAY-2021 for prophylactic vaccination. Concomitant medications included
prednisone for loss sense of taste, and ascorbic
acid/biotin/cyanocobalamin/folic acid/nicotinamide/pantothenic
acid/pyridoxine hydrochloride/riboflavin/thiamine hydrochloride, and
vitamins and minerals. On 14-MAY-2021, the patient began experiencing
symptoms of both legs hurting from hips to knees and generalized body
weakness as well as tiredness. a Patient complained about legs that whole
week stating was in a lot of pain, having trouble walking. Consumer stated
pain level was around at a 7 or 8 and that patient had a lot of difficulties
getting out of the car and not being able to walk from kitchen to the
bedroom. They were concerned. On, Monday 24-May-2021, the patient
stated whole left side of the body was hurting and could not put any
pressure or sit on the left side of the body. the Patient also had shortness of
breath and chest pain on Monday 24-May-2021. Patient was hospitalized on
25-May- 2021 and found multiple clots in bilateral lungs and both legs. The
patient was hospitalized for 2 days. Laboratory data included: Blood test
(NR: not provided) blood clots bilateral lungs and both legs, Computerised
tomogram scan (NR: not provided) blood clots bilateral lungs and both legs,
Venous Doppler (NR: not provided) blood clots in legs, and X-ray (NR: not
provided) blood clots bilateral in lungs. On 26-MAY-2021, Laboratory data
included: Echocardiogram (NR: not provided) clear. The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The patient had not
recovered from blood clots in both lungs, blood clot in both legs, trouble
walking, left side of body hurting, generalized weakness, and tiredness. This
report was serious (Hospitalization Caused / Prolonged ); Sender's
Comments: V0:20210554302- blood clots in both lungs, blood clot in both
legs, trouble walking, left side of body hurting -This event(s) is considered
not related. The event(s) has a compatible/suggestive temporal relationship,
is unlabeled, and has unknown scientific plausibility. There are other factors
more likely to be associated with the event(s) than the drug. Specifically:
MEDICAL HISTORY, UNDERLYING DISEASE V0:20210554302- generalized
weakness, and tiredness.This event(s) is labeled per RSI and is therefore
considered potentially related.
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THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363851-1

BLOOD CLOT; STROKE; This spontaneous report received from a patient
concerned a 46 year old male. The patient's height, and weight were not
reported. No past medical history or concurrent conditions were reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported and batch number: 202A21A expiry: 23-JUN-
2021) dose was not reported, 1 total administered on 07-MAY-2021 for
prophylactic vaccination. No concomitant medications were reported. On 19-
May-2021, the patient begun to experiencing confusion and could not think
straight. On 23-MAY-2021, the symptoms progressed when the patient went
to the hospital. The patient was diagnosed with blood clot and had stroke.
The patient was hospitalized on 23-MAY-2021 and was discharged on 26-
MAY-2021. The patient was hospitalized for 3 days. The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the blood
clot and stroke was not reported. This report was serious (Hospitalization
Caused/Prolonged).; Sender's Comments: V0: 20210554839-covid-19
vaccine ad26.cov2.s-blood clot and stroke. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363896-1

PAIN; PITTING EDEMA; SWELLING; BLOOD CLOT LEFT AND RIGHT LEG; This
spontaneous report received from a patient concerned a 66 year old female.
The patient's height, and weight were not reported. The patient's past
medical history included factor 5 positive.The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: 1805022, expiry: UNKNOWN) dose was not reported,
administered on 08-MAR-2021 for prophylactic vaccination. No concomitant
medications were reported. On an unspecified date, the patient experienced
pain, pitting edema, and swelling. The patient had an Ultrasound done on
02-MAY-2021 at the emergency room that showed a blood clot in her left
leg. On 27-MAY-2021 she went to her doctor and had another ultrasound on
her right leg that indicated a blood clot. She was started on Zorelto as a
treatment for blood clot on 02-May-2021 15 mg BID Three times daily and is
now taking 20mg 1 times daily, but that she may not be able to stay on
Zorelto because it was not working. Also stated this vaccine had ruined her
life and was very sorry that she ever got the vaccine. She was extremely
frustrated and unhappy and had pain and swelling that has not allowed her
to play tennis and experience inactivity. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient had not recovered from
blood clot left and right leg, and the outcome of pain, pitting edema and
swelling was not reported. This report was serious (Other Medically
Important Condition).; Sender's Comments: 20210556299-covid-19 vaccine
ad26.cov2.s-Blood clot left and right leg. This event(s) is considered not
related. The event(s) has a compatible/suggestive temporal relationship, is
unlabeled, and has unknown scientific plausibility. There are other factors
more likely to be associated with the event(s) than the drug. Specifically:
MEDICAL HISTORY

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1363921-1

BLOOD CLOTS OF LUNGS; BLOOD CLOTS OF LEGS; This spontaneous report
received from a patient via a company representative concerned a patient of
unspecified age and sex. The patient's height, and weight were not reported.
No past medical history or concurrent conditions were reported. The patient
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of
admin not reported, batch number: Unknown, Expiry: Unknown ) dose, start
therapy date were not reported, 1 total for prophylactic vaccination. The
batch number was not reported and has been requested. No concomitant
medications were reported. On an unspecified date, the patient ended up
getting blood clots of lungs and legs and was wanting to know more
information. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of the blood clots of lungs and blood clots of legs
was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0: 20210556674-COVID-19 VACCINE
AD26.COV2.S-Blood clots of lungs, blood clots of legs. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1366784-1

BELL'S PALSY; BLOOD CLOT; GUILLAIN BARRE SYNDROME; ANAPHYLAXIS;
This spontaneous report received from a patient via a company
representative (other manufacturer Pfizer ) concerned multiple patients. The
patient height and weight was not reported .No past medical history or
concurrent conditions were reported.The patient received covid-19 vaccine
ad26.cov2.s (suspension for injection, route of admin, and batch number
were not reported)frequency one total , dose, start therapy date were not
reported for prophylactic vaccination.The batch no was not reported ,The
Company is unable to performed follow up to request batch /Lot numbers.
No concomitant medications were reported. On an unspecified date, the
subject experienced bell's palsy, blood clot, guillain barre syndrome, and
anaphylaxis. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The outcome of the bell's palsy, blood clot, guillain barre
syndrome and anaphylaxis was not reported. This report was serious (Other
Medically Important Condition).; Sender's Comments: V0. 20210556206-
COVID-19 VACCINE AD26.COV2.S. Bell's palsy, Blood clot, Guillain Barre
syndrome. This events is considered unassessable. The events has an
unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the events. 20210556206-COVID-19 VACCINE
AD26.COV2.S. Anaphylaxis. This event is labeled per RSI and is therefore
considered potentially related.
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THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1366787-1

BLOOD CLOT; BELLY BUTTON PAIN; LOWER LEG PAIN; STOMACH
PROBLEMS; This spontaneous report received from a patient concerned a 57
year old white(Not Hispanic or Latino) female. The patient's height, and
weight were not reported. No past medical history was reported. The patient
had no known allergies. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
1805025,expiry: UNKNOWN) dose was not reported, administered on 09-
MAR-2021 for prophylactic vaccination. No concomitant medications were
reported. On 21-MAY-2021, the patient experienced stomach problems(pain,
cramping, bloating). On an unspecified date, the patient experienced blood
clot, belly button pain, and lower leg pain. The patient did not made any
changes to diet and no new medications took since getting the vaccine. The
patient had tried yogurt and probiotic. Treatment medications (dates
unspecified) included: bismuth subsalicylate for unknown indication. On 28-
May-2021, she started taking turmeric, but so far nothing had resolved the
issues. The patient had a tele visit with family doctor of medicine and would
go next week wednesday. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient recovered from blood clot, and
lower leg pain, and had not recovered from stomach problems, and belly
button pain. This report was serious (Other Medically Important Condition).
This case, from the same reporter is linked to 20210556734.; Sender's
Comments: VO 20210556510- COVID-19 VACCINE AD26.COV2.S- blood clot.
This event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1367531-1

BLOOD CLOQOTS; This spontaneous report received from a consumer via a
company representative concerned a female of unspecified age, race and
ethnic origin. The patient's height, and weight were not reported. No past
medical history or concurrent conditions were reported. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) 1 total dose, start therapy date were not
reported for prophylactic vaccination. The batch number was not reported
and has been requested. No concomitant medications were reported. On an
unspecified date, the patient experienced blood clots. The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The outcome of blood clots
was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0:20210553711-COVID-19 VACCINE
AD26.COV2.S-Blood clots. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1367532-1

BLOOD CLOTS INTO THE LUNGS; BLOOD CLOTS ON RIGHT ARM AND
SHOULDER; FLU LIKE SYMPTOMS; DISCOLORATION ON THE RIGHT ARM
AND IT TURNS BLUE; SWOLLEN RIGHT ARM; This spontaneous report
received from a patient concerned a 26 year old. The patient's height, and
weight were not reported. No past medical history or concurrent conditions
were reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
207A21A, and expiry: UNKNOWN) dose was not reported, 1 total dose
administered on 07-APR-2021 in left arm for prophylactic vaccination. No
concomitant medications were reported. On 09-APR-2021, two days later
after getting the vaccine patient had experienced flu like symptoms. After 3
weeks, patient had discoloration on the right arm and it turned blue and
swollen. On 03-MAY-2021, the patient was hospitalized. Patient was
administered through the emergency care on 05-MAY-2021. Then the patient
got transferred to the floor. Blood clots were formed on arm, shoulder, and
into the lungs. At that moment patient had shortness of breath. Patient was
hospitalized for 5 days and discharged on 07-MAY-2021. Treatment
medications (dates unspecified) included: apixaban. The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The patient was recovering
from swollen right arm, had not recovered from discoloration on the right
arm and it turns blue, blood clots into the lungs, and blood clots on right arm
and shoulder, and the outcome of flu like symptoms was not reported. This
report was serious (Hospitalization Caused / Prolonged).; Sender's
Comments: V0:20210554390-covid-19 vaccine ad26.cov2.s- blood clots into
the lungs, and blood clots on right arm and shoulder. These events are
considered unassessable. The events have a compatible/suggestive temporal
relationship, are unlabeled, and have unknown scientific plausibility. There is
no information on any other factors potentially associated with the events.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
BLOOD CLOTS IN HEART; BLOOD CLOTS IN LUNGS; BLOOD CLOTS IN LEGS;
CHILLS; SORE ARM; This spontaneous report received from a patient
concerned a 55 year old male. The patient's weight, height, and medical
history were not reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, intramuscular, and batch number: 1808982 expiry:
unknown) dose was not reported, administered on 06-APR-2021 for
prophylactic vaccination. No concomitant medications were reported. It was
reported by patient that on 06-APR-2021 patient experienced sore arm and
on 07-APR-2021 patient had experienced chill. The patient stated that on 27-
COVID19 MAY-2021, the patient experienced chest pain which led to him
(Covib19 hospitalization on an unspecified date. While hospitalized they discovered
THROMBOSIS (JANSSEN)) JANSSEN - that he had blood clots in the heart and lungs (also reported as blood clots in
(1203) the legs). The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient recovered from sore arm, and chills, and the outcome
of blood clots in heart, blood clots in lungs and blood clots in legs was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: V0:20210557848-covid-19 vaccine ad26.cov2.s-Blood
clots in heart, Blood clots in lungs, Blood clots in legs. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).
Review of ED notes show she received 1V infusion of normal saline, and IV
push of benadryl and compazine after going to the ER for severe headache
COVID19 on 04/17/2021. She first noticed pain when streching the arm shortly after
(CoviD19 the IV infusion but didn't pay attention to it, then 5 day later she noticed
THROMBOSIS (JANSSEN)) JANSSEN - localized swelling and redness. Patient was sent for US doppler which left
(1203) cephalic vein thrombus detected on duplex US. Was treated with aspirin and
had follow up doppler of UE for follow up on LUE cephalic vein thrombosis-
negative 5/13/21.
BLOOD CLOTS; This spontaneous report received from a patient concerned a
male of unspecified age. The patient's height, and weight were not reported.
No past medical history or concurrent conditions were reported. The patient
received covid-19 vaccine (suspension for injection, route of admin not
reported, batch number: unknown) dose was not reported, with frequency 1
total administered on 08-APR-2021 for prophylactic vaccination. The batch
COVID19 num_ber_was not reported and has been re_q_uested. No concgmitant _
(COVID19 medications were reported. On an unspecified date, the patient experienced
THROMBOSIS (JANSSEN)) JANSSEN 1370292-1 | blood clots. It was reported that the patient experienced blood clots after
(1203) receiving the vaccination for which the prison has failed to provide the
medical treatment. The action taken with covid-19 vaccine was not
applicable. The outcome of blood clots was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: covid-
19 vaccine Blood clots. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).
?C%\(}Fgfg Systemic: Blood Disorder (diagnosed by MD)-Severe, Additional Details:
THROMBOSIS (JANSSEN)) JANSSEN 1370997-1 | Patient was diagonised with blood clot few days after J&J covid vaccine.
(1203) Patient was treated in the hospital and doing better.
CoOVvID19
THROMBOSIS ffm’é'?s?m) JANSSEN 1371273-1 | am facing stomach pain and some blood clots and gas problem at stomach
(1203)
The day after, I woke up with a bad headache and I had the headache for a
good 19 days. The doctors thought I was over-reacting. It was a bad
headache on left side of head. I was just not feeling well. On the 19th day, it
COVID19 went away. I still from time to time I do still feel pain in the head on the left
(COVID19 side. I had a lot of tightness in my left leg. In previous years, I have had
THROMBOSIS (JANSSEN)) JANSSEN 1371683-1 | blood clot in my leg and after birth in my stomachs - so with the pain in calf
(1203) I called a doctor and went. They did a visual. After a lump appearing in my
leg, an ultrasound was scheduled. I went Urgent care on May 10 - she
ordered an ultrasound but her office didn't ever follow up with me. On 17th,
I saw my Primary care and she sent me straight to get an Ultrasound - on
the 18th, it revealed I had a blood clot.
THE MORNING AFTER MY VACCINE MY TOES AND LEGS WERE NUMB AND
TINGLY AND FELT HEAVY AND FELT WEIRD WALKING. I HAVE NEVER FELT
THIS FEELING BEFORE, IT WENT AWAY PRETTY MUCH AFTER A COUPLE
fc%‘(}'ﬁgfg DAYS AND THEN CAME BACK A WEEK LATER E VEN WORSE THEN BEFORE
THROMBOSIS (JANSSEN)) JANSSEN 1371791-1 | AND STAYED FOR AT LEAST 3 DAYS SO I WENT TO URGENT CARE AND THEY
(1203) SAID IT WAS NOT A BLOOD CLOT AND THEY DIDNT KNOW MUCH ABOUT
THE VACCINE. NOW OVER 3 WEEKS LATER I STILL HAVE NUMBNESS IN MY
TOES AND LEGS. IT COMES AND GOES, SOME DAYS ARE WORSE THAN
OTHERS.
CoOVvID19
THROMBOSIS f.?,o?r\llé%?m) JANSSEN 1372605-1 | i had a blood clot which caused a stroke

(1203)
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1373240-1

TWO BLOOD CLOTS; LEFT CALF PAIN FOR A COUPLE OF DAYS/FELT LIKE
MUSCLE STRAIN; This spontaneous report received from a patient concerned
a male of unspecified age. The patient's height, and weight were not
reported. No past medical history or concurrent conditions were reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: 042A21A, expiry: unknown)
dose was not reported, 1 total, administered on 03-APR-2021 to left arm for
prophylactic vaccination. No concomitant medications were reported. On 25-
MAY-2021, the patient experienced left calf pain for a couple of days which
the patient believed that it was a muscle strain and was increasingly painful.
On 28-MAY-2021, the patient was sent to the hospital to do an ultrasound
and the HCP (health care professional) suggested for the patient to go to the
emergency room visit because the patient had two blood clots. On 28-MAY-
2021, the patient was hospitalized and was discharged on 28-MAY-2021. The
patient was hospitalized for 1 day. Laboratory data included: Diagnostic
ultrasound (NR: not provided) 2 blood clots. On the day of reporting, it was
informed that the patient was taking treatment medications (dates
unspecified) which included: Eliquis (apixaban) for blood clots. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient was
recovering from two blood clot, and the outcome of left calf pain for a couple
of days/felt like muscle strain was not reported. This report was serious
(Hospitalization Caused / Prolonged).; Sender's Comments: VO:
20210601553-covid-19 vaccine ad26.cov2.s - two blood clots in patient. This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1374698-1

Swelling of the right foot and leg. Went to ER and they performed a doppler
ultrasound and found a blood clot in the lower right leg. Prescribed blood
thinner. So far, the swelling has gone down

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1375949-1

My menstrual cycle has been incredibly irregular. I have been having
breakthrough bleeding and extremely heavy clotting which I have never had
before. I have been bleeding for 25 days straight at the time of reporting
this, and my clots are getting bigger and the bleeding is getting heavier.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1376342-1

Patient called today, He stated that 18 hours after his dose of Janssen he
had a nose bleed that lasted 8 hours and expeled 2 large blood clots from his
nostils. I asked if he had seen a physician and he had only called his friend
who was a PA. I encouraged him to contact his physician and inform him/her
of the situation.

THROMBOSIS

CoVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1376703-1

Blindness in left eye, blood clot in left eye- no treatment available.
Permanently blind in left eye now.

THROMBOSIS

CoVID19
(CovID19
(JANSSEN))
(1203)

JANSSEN

1380631-1

BLOOD CLQOTS; This spontaneous report received from a consumer via social
media concerned a male of unspecified age with unknown race and ethnicity.
The patient's height, and weight were not reported. No past medical history
or concurrent conditions were reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: Unknown) dose, once total, start therapy date were not
reported for prophylactic vaccination. The batch number was not reported.
The Company is unable to perform follow-up to request batch/lot numbers.
No concomitant medications were reported. On an unspecified date, the
patient experienced blood clots. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of blood clots was not
reported. This report was serious (Other Medically Important Condition).;
Sender's Comments: VO : 20210602521-COVID-19 VACCINE AD26.COV2.S -
Blood clots. This event is considered unassessable. The event has an
unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1380635-1

SEVERE BLOOD CLOTTING; OTHER ISSUES; This spontaneous report
received from a consumer via a company representative concerned a female
of unspecified age and unknown race and ethnicity. The patient's height, and
weight were not reported. No past medical history or concurrent conditions
were reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number: not
reported) dose, 1 total, start therapy date were not reported for prophylactic
vaccination. The batch humber was not reported and has been requested. No
concomitant medications were reported. On an unspecified date, the patient
experienced severe blood clotting and other issues (coded to unspecified
adverse event) after receiving the one-dose COVID-19 vaccine. The action
taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of
the severe blood clotting and other issues was not reported. This report was
serious (Other Medically Important Condition).; Sender's Comments: VO:
20210604196-covid-19 vaccine ad26.cov2.s-Severe blood clotting. This
event(s) is considered unassessable. The event(s) has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1380641-1

BROKEN HIP; HAIRLINE FRACTURE IN ARM; FELL; PAIN IN BACK OF CALF;
BLOOD CLOT; MILDLY SORE ARM AROUND INJECTION SITE; This
spontaneous report received from a consumer concerned a 67 year old
female. The patient's height, and weight were not reported. The patient's
concurrent conditions included shoulder pain. The patient did not have a
history of blood clots, and was not pregnant at the time of vaccination. The
patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported, batch number: 1816022 expiry: Unknown)
dose was not reported, 1 total, administered on 09-MAY-2021, about 17:00
pm, to left arm for prophylactic vaccination. Concomitant medications
included ibuprofen for shoulder pain. On an unspecified date in MAY-2021,
the patient had mildly sore arm around injection site which had resolved
(Unspecified date). On 11-MAY-2021, two days after receiving the vaccine,
about 8:00 am in the morning, the patient fell and broke her hip and arm.
The hip needed a rod and the patient had surgery to repair the hip by 17:00-
18:00pm, the arm was a hair-line fracture and the patient was hospitalized.
About a week and a half after the surgery, the patient experienced pain in
back of calf, had an ultrasound, and found blood clot. She was put on blood
thinners (unknown name). The blood clot was resolving, breaking up and
going away. The reporter did not think that blood clot had anything to do
with suspect company. On 02-JUN-2021, the patient was discharged from
the rehab within the hospital, where she had her surgery and other care. The
patient was hospitalized for 23 days. Its marked 3 weeks since she fell, she
had very health exercises and does boot camps. The patient could now take
2 steps with walker, could stand up and pivot, go to bathroom by herself,
physical therapy would be given at the patient's house, and it is expected
that she will make full recovery. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The patient recovered from mildly sore arm
around injection site, was recovering from blood clot, and the outcome of
fell, broken hip, pain in back of calf and hairline fracture in arm was not
reported. This report was serious (Hospitalization Caused / Prolonged).;
Sender's Comments: V0: 20210605202-Covid-19 vaccine ad26.cov2.-Blood
clot ,Broken hip, Hairline fracture in arm, Fell. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).
20210605202-Covid-19 vaccine ad26.cov2.-Pain in back of calf. This event(s)
is labeled per RSI and is therefore considered potentially related.

THROMBOSIS

COVID19
(CoVID19
(JANSSEN))
(1203)

JANSSEN

1380658-1

BLOOD CLOT IN RIGHT CALF; BLOOD CLOT IN LEFT LUNG; COULDN'T WALK;
FATIGUED WHEN WALKING; MUSCLE PAIN; WALKING SLOW / STUMBLING;
LEFT CALF PAIN; This spontaneous report received from a consumer
concerned a 40-year-old female of unknown race and ethnicity. The patient's
height, and weight were not reported. No past medical history or concurrent
conditions were reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch
number:1808980 00040604, expiry: not reported) dose was not reported, 1
total, administered on 09-APR-2021 for prophylactic vaccination. No
concomitant medications were reported. In APR-2021, about a week after
vaccination, the patient experienced right calf pain/right lower leg pain and
muscle pain. Patient was unable to walk, experienced fatigue while walking
and was out of breath/unable to breath and on 20-APR-2021, the patient
went to the urgent care (Emergency room) and then to the hospital. At
hospital, patient had done Ultrasound Test and found blood clot in right calf
(right leg) and in left lung. Patient was unable to breath. At hospital, patient
was given with medication for blood clotting. After taking medication, patient
was able to take breath. On 21-APR-2021, patient was discharged from
hospital with medication to prevent blood clotting. Patient was hospitalized
for 2 days. Patient was taking the medication one each in morning and
evening. On 02-JUN-2021, patient was still walking slowly, tumbling and was
not able to walk. On same day, patient also had a pain in left calf and
fatigued. On 03-JUN-2021, patient went to the Emergency room(ER).
Laboratory data included: Ultrasound scan (NR: not provided) which showed
a blood clot in the right leg and left lung. The action taken with covid-19
vaccine ad26.cov2.s was not applicable. The patient was recovering from
fatigued when walking, had not recovered from couldn't walk and left calf
pain, and the outcome of walking slow / stumbling, muscle pain, blood clot in
right calf and blood clot in left lung was not reported. This report was serious
(Hospitalization Caused / Prolonged).; Sender's Comments: VO:
20210607546-covid-19 vaccine ad26.cov2.s -Blood clot in right calf, Blood
clot in left lung, Couldn't walk. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s). 20210607546-covid-19
vaccine ad26.cov2.s -Fatigue when walking, muscle pain. This event(s) is
labeled per RSI and is therefore considered potentially related.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1383640-1

Shortly after vaccine, upper respiratory issue started. Fatigue, falling, soiling
bed sheets and pants regularly. Then went to hospital on june 7th with
abdominal pain. Low bloid pressure and hight white blood count. Had blood
clot. Urinary Infection Possible sepsis. Still in hospital.

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1385289-1

5/21/21 10:00pm shortness breath, chest pain, shoulder pain, jaw pain,
metallic taste, fatigue ?mini heart attack? symptoms 5/26-5/27 trouble
breathing, fatigue, light headed 5/29 pain in left arm 5/30 night - second ?
mini heart attack? symptoms General fatigue, hard to breath, overall feeling
bad 6/2 - bruise on arm and lump Extreme headache, fatigue, chest pain,
arm pain Emergency room visit = blood clots
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
::C%\CFIJ% Four days after receiving her Covid vaccination patient started bleeding
THROMBOSIS (JANSSEN)) JANSSEN 1387017-1 | vaginally. Had blood clots and large amount of blood and it lasted 2 weeks.
(1203) Patient has been post-menopausal for 10+ years.
LOSS OF APPETITE; REALLY ILL; LACK OF TASTE; COULD NOT WALK DUE TO
PAIN; LEG FELT LIKE IT WAS BURNING; BLOOD CLOT; This spontaneous
report received from a patient concerned a female of unspecified age,
unknown race and ethnicity. The patient's height, and weight were not
reported. No past medical history or concurrent conditions were reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of admin not reported and batch number: 180890 expiry: 20-JUN-
2021) dose was not reported, 1 total, administered on 06-APR-2021 to left
arm for prophylactic vaccination. No concomitant medications were reported.
On 06-APR-2021, about 30 minutes after the vaccination, the patient noticed
her ankle bruising that started to hurt real bad. The entire ankle and part of
her leg was severely bruised due to the blood clot in her leg as diagnosed by
COVID19 her doctor. The bruised changed her life for the worse and was extremely
(CoviD19 embarrassing. It still hurts when the site was touched. The doctor told the
THROMBOSIS (JANSSEN)) JANSSEN - patient that her bruise was going to be permanent. On an unspecified date,
(1203) the patient experienced loss of appetite, as if she got the virus and was
really ill, lack of taste (could not taste anymore), could not walk due to pain
The doctor was trying to break up the dry blood. Her leg felt at one point like
it was burning. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable. The patient had not recovered from loss of appetite and lack of
taste, and the outcome of blood clot, really ill, could not walk due to pain
and leg felt like it was burning was not reported. This report was serious
(Other Medically Important Condition).; Sender's Comments: VO:
20210605693-covid-19 vaccine ad26.cov2.s-blood clot. This event(s) is
considered unassessable. The event(s) has a compatible/suggestive
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event(s).
COVID19 pt started with arm pain that would not go away. On May 6, 2021 her arm
(Covib19 swelled up to 3 times its size. She went to an urgent care and was diagnosed
THROMBOSIS (JANSSEN)) JANSSEN - with a blood clot. She was given a prescription for Eliquis. She was not
(1203) hospitalized and is doing OK now. She reported this to us on 06/10/2021
COVID19
THROMBOSIS (CoviD19 JANSSEN 1389031-1 I developed a blood clot. I went to an urgent care and was directed to the
(JANSSEN)) — | emergency room.
(1203)
COVID19 Received vaccine on 6/9/2021, the next day she started feeling cramp in left
(CoviD19 leg and swelling. Went to see her physician. Diagnosed with blood clots to
THROMBOSIS (JANSSEN)) JANSSEN 13914991 left leg. Given 1 lovenox shot at time of visit and put on 81 mg ASA twice a
(1203) day for 2 days.
COoVvID19
THROMBOSIS ﬁff&'é%?m) JANSSEN 1391726-1 | Blood clots in right leg and both lungs
(1203)
COVID19
(CoviD19
THROMBOSIS (JANSSEN)) JANSSEN 1391789-1 | BLOOD CLOTS IN EYE
(1203)
COVID19 shortly after (few weeks) receiving the vaccine, I experienced a large
(Covib19 amount of pain in my right forearm which resulted in a painful lump later
THROMBOSIS (JANSSEN)) JANSSEN 13919581 identified as a thrombosis which had to be removed. It was removed on
(1203) 5/27/21.
THROMBOSIS OF THE CLOT; INCREASED FREQUENCY OF
MIGRAINES/VERTIGO; STROKE; This spontaneous report received from a
consumer concerned a female of unspecified age. The patient's height, and
weight were not reported. The patient's past medical history included
vertigo, and concurrent conditions included lupus antiphospholipid syndrome,
and migraine. The patient had no known allergies. The patient received
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch humber: Unknown) dose was not reported, administered on
APR-2021, 1 total dose for prophylactic vaccination. Concomitant
COVID19 medications included Xarelto (rivaroxaban) for lupus antiphospholipid
(COVID19 syndrome. On APR-2021, the patient developed thrombosis of the clot and
THROMBOSIS (JANSSEN)) JANSSEN 1394032-1 | increased frequency of migraines/vertigo (over the past month or two). On
(1203) 04-JUN-2021 (3 night ago), she was diagnosed with stroke. Later, she

underwent procedure for thrombosis of the clot and she was stable. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient was recovering from stroke, and thrombosis of the clot, and the
outcome of increased frequency of migraines/vertigo was not reported. This
report was serious (Other Medically Important Condition).; Sender's
Comments: V0:20210617520-covid-19 vaccine ad26.cov2.s-Stroke,
Thrombosis Of The Clot. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3

Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1395994-1

I had no regular symptoms, but a few days later I sat down in my chair and
it felt like someone shot me in the stomach, I took oxycodone, it kept getting
worse and I dealt with it for a week. I started getting pain in my kidney and
went to the ER because of the pain and the pain level on a scale of 1-10 was
a 8-9 at all times. I couldn't' breathe and was rushed to the hospital. I have
portal vein thrombosis and have three blood clots in my stomach. I tried to
figure out what to do to relieve the pain, I couldn't eat or during and was on
IV's. I was in so much pain to even eat a cracker, they kept me at the
hospital. While in the hospital they did a CAT scan to see if it was
diverticulitis and found out that I had 3 blood clots, they also did the dye or
contrast. I spent days in the hospital and was transferred to the hospitals
skilled nursing facility so that they can watch me because of the clots. I was
told that the blood clots could burst in the vein.

THROMBOSIS

CovVID19
(CoviD19
(JANSSEN))
(1203)

JANSSEN

1396453-1

Blood clot in right leg - 6.5?

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1398437-1

BLOOD CLOT IN ARM; HARD TIME BREATHING/COULDN'T BREATH; HIGH
FEVER; This spontaneous report received from a a 63-year-old female
patient of unspecified of race and ethnic origin and her daughter via a
traditional media and via a company representative. The patient's height,
and weight were not reported. The patient's concurrent condition included
diabetes. The patient never tested positive for coronavirus disease (COVID).
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of administration was not reported, batch humber: unknown, and
expiry date: unknown) dose was not reported, 1 total, administered on APR-
2021 for prophylactic vaccination. The batch nhumber was not reported. The
Company is unable to perform follow-up to request batch/lot numbers. No
concomitant medications were reported. On an unspecified date, in APR-
2021, shortly after the vaccination, the patient experienced a high fever. A
day later, the patient had a hard time breathing/could not breath and was
rushed to the hospital (date unspecified). The patient also developed a blood
clot in her arm. The doctors told the patient's kids that the patient might not
recover. In a hospital bed, the patient spent 21 days on a ventilator. The
patient was recovering in the hospital in the last month of MAY-2021 and
was expected to leave the rehabilitation facility by the end of JUN-2021. The
action taken with covid-19 vaccine ad26.cov2.s was not applicable. The
patient was recovering from high fever, hard time breathing/couldn't breath,
and blood clot in arm. This report was serious (Hospitalization Caused /
Prolonged, and Life Threatening).; Sender's Comments: V0: 20210619186-
COVID-19 VACCINE AD26.COV2.S-Blood clot in arm, Hard time
breathing/couldn't breath, High fever. This event(s) is considered
unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event(s).

THROMBOSIS

CoVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1398450-1

BLOOD CLOT; This spontaneous report received from a patient concerned a
male of unspecified age. The patient's height, and weight were not reported.
No past medical history or concurrent conditions were reported. The patient
received covid-19 vaccine (suspension for injection, route of admin not
reported) 1 total, dose, start therapy date were not reported for prophylactic
vaccination. The batch number was not reported. The company is unable to
perform follow-up to request batch/lot numbers. No concomitant medications
were reported. On an unspecified date, the patient had blood clot. The action
taken with covid-19 vaccine was not applicable. The outcome of blood clot
was not reported. This report was serious (Other Medically Important
Condition).; Sender's Comments: V0: 20210621271- covid-19 vaccine Blood
clot. This event(s) is considered unassessable. The event(s) has an
unknown/unclear temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1398645-1

BLOOD CLOTS; This spontaneous report received from a patient concerned a
female of unspecified age, race and ethnic origin. The patient's height, and
weight were not reported. No past medical history or concurrent conditions
were reported. The patient received covid-19 vaccine ad26.cov2.s
(suspension for injection, route of admin not reported, batch number:
Unknown) dose, start therapy date were not reported for prophylactic
vaccination. The batch nhumber was not reported. The company is unable to
perform follow-up to request batch/lot no. No concomitant medications were
reported. On an unspecified date, the patient experienced blood clots, and
was hospitalized (date unspecified) for 3 to 4 weeks. Treatment medications
(dates unspecified) included: Xarelto (Rivaroxaban). The action taken with
covid-19 vaccine ad26.cov2.s was not applicable. The outcome of blood clots
was not reported. This report was serious (Hospitalization Caused /
Prolonged).; Sender's Comments: VO 20210614970-COVID-19 VACCINE
AD26.COV2.S-blood clots. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1399289-1

Pain, fever

THROMBOSIS

COVID19
(coviD19
(JANSSEN))
(1203)

JANSSEN

1401117-1

Shortness of breath chest pain severe headache. Multiple blood clots stent
placed in one and taking medication now to help with the other blockages.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
COVID19
THROMBOSIS fff&'é%?m) JANSSEN 1401290-1 | Blood clot in ankle
(1203)
BLOOD CLQOT; This spontaneous report received from a consumer concerned
a male of unspecified age. The patient's height, and weight were not
reported. No past medical history or concurrent conditions were reported.
The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
route of administration not reported, batch number: Unknown) frequency
one total, dose, start therapy date were not reported for prophylactic
COVID19 vaccinat_ion. The I_Jatc_h number was not reported and has been requested. No
(COVID19 concomitant medications were reported. It was reported that on an
THROMBOSIS JANSSEN 1401676-1 | unspecified date, the patient experienced a blood clot. There was no
(JANSSEN)) T - . . . ) . ,
(1203) additional information prqwded. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. The outcome of blood clot was not reported.
This report was serious (Other Medically Important Condition).; Sender's
Comments: V0:20210626844-COVID-19 VACCINE AD26.COV2.S-blood clot.
This event is considered unassessable. The event has an unknown/unclear
temporal relationship, is unlabeled, and has unknown scientific plausibility.
There is no information on any other factors potentially associated with the
event.
COVID19 I have had pain in my calves so I stopped the birth control mini pill. My
(CoviD19 period had also been incredibly irregular, super heavy and clotted bleeding.
THROMBOSIS (JANSSEN)) JANSSEN 14022241 I?ve felt dizzy and weak on the heaviest days I?ve been bleeding as well. I?
(1203) m passing clots - similar to when I?ve miscarried in the past.
COoVvID19
THROMBOSIS chﬁ'é?s?n» JANSSEN 1402920-1 | Ankle swelled up beginning of May.
(1203)
COoVID19
THROMBOSIS fffxé%?m) JANSSEN 1403469-1 | Pt developed a blood clot.
(1203)
COVID19 PT staFes after her J&J vaccine_of 05-05-2021, she experienced phlebitis in
(COVID19 the vein, left leg that resulted in a blood clot as per PCP. She states her PCP
THROMBOSIS (JANSSEN)) JANSSEN 1403654-1 | told her that her phlebitis would go away in a few weeks. PT states she still
(1203) continues with the phlebitis in her left leg but now is less painful but still
present.
Had her Johnson and Johnson covid vaccine on 4/8/21 LMP 4/14/21 Pt began
spotting 5/9/21 which was day 25 of her cycle Day 2-5 very heavy bleeding
Day 5 passed clot 11 days of bleeding Pregnancy test positive on 5/19/21
and 5/20/21 Presented to ED w/ intermittent RLQ abdominal pain and
COVID19 vaginal bleeding and spotting since 5/9 with positive hCG, 52 on 5/20 and
(Covib19 209 on 5/27 with OB ultrasound on May 28 that showed no IUP and small
THROMBOSIS (JANSSEN)) JANSSEN - hyperechoic nodule adjacent to the right ovary that could represent an
(1203) ectopic pregnancy and patient opted to avoid methotrexate treatment at the
time. Returned to the ED on 5/30 with ongoing symptoms of RLQ cramping
but no vaginal bleeding. OB ultrasound shows right adnexal structure
measuring 2.6 cm, larger than structure 2 days ago. Pt diagnosed w/ Right
ectopic pregnancy - successfully treated with methotrexate
BLOOD CLOT; This spontaneous report received from a physician concerned
a 21 year old male of unspecified race and ethnicity. The patient's weight,
height, and medical history were not reported. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported,
batch number: unknown) 1 total dose, start therapy date were not reported
for prophylactic vaccination. The batch number was not reported and has
been requested. No concomitant medications were reported. On an
COVID19 unspecified date, the patient had blood clot at some point following
(CoviD19 vaccination and died due to it. It was not reported, if the autopsy was
THROMBOSIS (JANSSEN)) JANSSEN - performed. The action taken with covid-19 vaccine ad26.cov2.s was not
(1203) applicable. This report was serious (Death). This case is linked to
20210456400 and 20210457370 (same reporter). .; Sender's Comments:
V0: 20210626581-covid-19 vaccine ad26.cov2.s-This case concerns a 21
year old male, Blood Clot. This event(s) is considered unassessable. The
event(s) has a compatible/suggestive temporal relationship, is unlabeled,
and has unknown scientific plausibility. There is no information on any other
factors potentially associated with the event(s).; Reported Cause(s) of
Death: BLOOD CLOT
That day, light headed ness and heart palpitations. Heart palpitations for
short time only but felt periodically over the next few days. June 11, lower
COVID19 left led swelled and painful and shortness of breath. June 14, went to ER.
(CoviD19 They found multiple blood clots in upper thigh, behind knee and lower left
THROMBOSIS (JANSSEN)) JANSSEN AABIE leg. They also found approximately 20 clots in the lungs and administered
(1203) Heparin drip and I was impatient. They put me on Eliquis and released me
the next day. Now convalescing at my daughter?s house. Diagnosis. Acute
Deep Vein Thromboses and Pulmonary Embolism bilateral.
COoVvID19
(CoviD19 Right leg was swollen up and doctor confirmed that she has blood clots.
THROMBOSIS (JANSSEN)) JANSSEN - Swelling started two or three weeks after the shot was given.

(1203)
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On 04-24-2021 I had four days of extreme headaches that would not go
COVID19 away so I went to the ER where I got checked out. Also on 03-28-2021, 1
(COVID19 woke up with extreme left leg pain. I had difficulty holding things with my
THROMBOSIS (JANSSEN)) JANSSEN 1407106-1 | arms and I almost collapsed to the floor due to my left leg pain and
(1203) weakness. I also had heavy menstrual bleeding with giant clots for the
Month of March 2021. I can say today I have no symptoms of my left leg or
headaches today.
ON APRIL 16, 2021 I WOKE UP AND I COULDN'T SEE OUT OF MY LEFT EYE, I
COVID19 WAITED A WHILE TOO SEE IF MY SIGHT WILL COME BACK AND IT DIDN'T
(COVID19 SO I CALLED MY EYE DOCTOR AND MADE APPOINTMENT AND THEY
THROMBOSIS (JANSSEN)) JANSSEN 1407133-1 | SCHEDULED ME FOR APRIL 23, 2021. A WEEK LATER I WENT BACK TO THE
(1203) DOCTOR AND HE TOLD ME TOO GO TO HOSPITAL A.S.A.P. THEY TOOK A CAT
SCAN AND SAW THE OPHTAQLMOLOGIST IN HOSPITAL THE DIAGNOSIS
WAS A BLOOD CLOT IN MY LEFT EYE AND I TOOK A STROKE.
Received the J&J vaccine in May 20. Started experiencing leg muscle and
COVID19 back pain June 1, 2021. Progressively got worse over the following weeks.
(COVID19 On June 15 I woke up with a new pain in my leg. Went to urgent care and
THROMBOSIS (JANSSEN)) JANSSEN 1407730-1 | had a D-Dimer test that came out very high. I was sent to ER where they
(1203) discovered one clot in each leg and two in my lungs via ultra sound and ct
scan. I was immediately hooked up to herapin blood thinner through an IV. 1
was released the following afternoon with Eliquis blood thinner tablets.
patient stated he went to the hospital for blood clots. Says he went in last
Tuesday or Wednesday for heavy breathing. Normal activity was making him
COVID19 very tired. Had COVID infection in March. The doctors cannot determine
(CovibD19 i what other cause could have led to him having blood clots. Patient was
THROMBOSIS (JANSSEN)) JANSSEN e released yesterday from being in since last Tuesday or Wednesday. Patient
(1203) says he's having nose bleeds starting today. He was on the blood thinner
shots but not sure of the name. Now he is on the pills (Eliquis) from
pharmacy instead of the shot.
BLOOD CLOQOTS; This solicited report received from a consumer via
PPSCVM000808: Janssen CarePath for XARELTO concerned a male of
unspecified age. The patient's height, and weight were not reported. The
patient's past medical history included covid-19 infection. The patient was
treated with rivaroxaban (film-coated tablet, route of admin, and batch
number were not reported) dose, frequency, and therapy dates were not
reported for an unspecified indication. The patient initiated treatment with
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not
reported, batch number: Unknown) dose, start therapy date were not
reported, 1 total, administered for prophylactic vaccination. The batch
COVID19 number was not reported. The Company is unable to perform follow-up to
COVID19 request batch/lot numbers. No concomitant medications were reported. On
THROMBOSI ( ANSSEN 1409479-1 . . .
OMBOSIS (JANSSEN)) JANSS — | an unspecified date, the patient experienced blood clots and not sure what
(1203) was causing it. The action taken with covid-19 vaccine ad26.cov2.s was not
applicable; and action taken with rivaroxaban was not reported. The
outcome of blood clots was not reported. The reporter provided no causality
assessment. Company causality between covid-19 vaccine ad26.cov2.s, and
ood clots was not related; and between rivaroxaban, and blood clots was
blood clot t related d bet i b d blood clot
not related. This report was serious (Other Medically Important Condition).;
Sender's Comments: V0-20210627971- covid-19 vaccine ad26.cov2.s-Blood
Clots-This event is considered un-assessable. This event has a
compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There is no information on any other factors potentially
associated with the events.
COVID19
THROMBOSIS g?ﬂ‘l’é”s?m) JANSSEN 1410216-1 | Blood clot in lower left leg.
(1203)
CoOVvID19
(Covib19 i Very mild, but unexpected nose bloody nose from left nostril. Only noted
THROMBOSIS (MODERNA)) MODERNA - when blowing nose. With 1 clot.
(1201)
Patient received Moderna vaccine, Wednesday 12/30. On Saturday 1/3/2021
COVID19 patient felt pressure/tightness in lower extremity. When patient touched
(Covib19 193761 | @rea, a noticeable ball was felt under the skin, tender to the touch and
THROMBOSIS (MODERNA)) MODERNA 0919376-1 warm. Patient went into urgent care on Monday 1/4/2021 with a confirmed
(1201) dx of a superficial blood clot. Unknown etiology of whether this is from
current birth control or the COVID19 Moderna vaccine.
?C%‘(}Fgfg LEFT FACIAL SWELLING WITH LARGE AMOUNT OF NASAL BLEEDING AND
THROMBOSIS (MODERNA)) MODERNA 0937518-1 | CLOTTING. SHE SAW HER PCP AND HAD LAB TESTING AND GIVEN
(1201) BENEDRYL. SHE WILL F/U WITH PCP AGAIN TODAY.
COVID19 I am not completely convinced that this is related to the vaccine but thought
COVID19 I should report it just in case. I thought I had a spider bite on my left foot
THROMBOSI ( MODERNA 09381471 - - - . !
OMBOSIS (MODERNA)) o — | and then I thought it was shingles and then cellulitis. I was then diagnosed
(1201) with a blood clot today. I have never had blood clots before.
::COO\CIID[;% 5 days after Moderna vaccine, developed severe abd pain, mid epigastrium.
THROMBOSIS (MODERNA)) MODERNA 0941080-1 | No Nausea or vomiting. No fever. Mild diarrhea. after 48 hrs with no
(1201) improvement went to ED
COVID19
(COovVID19 ) L
THROMBOSIS (MODERNA)) MODERNA 0942005-1 | swelling in neck and down chest blood clots enlarged lymph nodes

(1201)
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::COO\CII)I;‘?Q Moderna COVID-19 Vaccine At 2 PM I went blind in my left eye. Went to
THROMBOSIS (MODERNA)) MODERNA 0946141-1 | emergency room at Hospital Was told I have Blood clot in my eye causing
(1201) the blindness and Ophthamologist says it will probably be permanent
COVID19 Started with severe chills, body aches and feverish. The. Slight leg pain
(Covib19 which worsened with time , swelling on the right leg calf, warm to touch and
THROMBOSIS (MODERNA)) MODERNA - difficulty breathing. Got hospitalized on 1/16 21 with multiple clots in my
(1201) right leg and clot in the lung. Still in the hospital now.
COVID19
THROMBOSIS fﬁg‘g‘g&i a)) | MODERNA 0969230-1 | Developed blood clot in left leg (DVT)
(1201)
The morning of Jan 20, 2021, Patient was disoriented, could not
COVID19 communicate well, and fell when he tried to get out of bed. He was taken to
(COVID19 The Hospital by ambulance about 11:30 am. He is still hospitalized.
THROMBOSIS (MODERNA)) MODERNA 0978002-1 | Emerging symptoms include: passing a blood clot from his mouth, slight
(1201) pneumonia, high white count, low kidney values, high fever, all of which
fluctuated. A blood transfusion was given because of blood in the urine. He
has been confused and disoriented until this morning.
COVID19
THROMBOSIS gﬁg‘é'géﬂ a)) | MODERNA 0979630-1 | blood clot in lungs, PE,
(1201)
CoOVvID19
THROMBOSIS gﬁg‘g‘g&i a)) | MODERNA 0988302-1 | Very heavy period. Passed multiple golf ball sized clots for several hours.
(1201)
COVID19 Received vaccine on 1/4. Started menstrual cycle on 1/16 which was 1 week
(Covib19 early. 3 days into the cycle, heavy vaginal bleeding with large blot clots (golf
THROMBOSIS (MODERNA)) MODERNA - ball size) starting on 1/20/201 and continuing until now 1/31, bleeding still
(1201) going on.
blindness in left eye; stroke in back of the eye; blood clot; A spontaneous
report was received from a consumer concerning an 83-year-old, female
patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and
experienced blindness in left eye, blood clot, and stroke in back of the eye.
The patient's medical history was not provided. Concomitant medications
reported included comerdol, losartan, hydrocortisone, meloxicam, and
unspecified stomach pills. On 14 Jan 2021 at 10:15 am, approximately 3
hours and 45 minutes prior to the onset of the events, the patient received a
dose of MRNA-1273 (Lot number: 013L20A) intramuscularly in the left arm
for prophylaxis of COVID-19 infection. On 14 Jan 2021 around 2:00 pm, the
patient lost sight in her left eye as a result of a blood clot and stroke in the
COVID19 back of her eye. No treatment information was provided. Action taken with
(Covib19 MRNA-1273 in response to the events was not reported. The outcome of the
THROMBOSIS (MODERNA)) MODERNA - events, blindness in left eye, blood clot, and stroke in back of eye, was
(1201) unknown.; Reporter's Comments: This case concerns an 83-years-old female
patient, who experienced a serious unexpected event of blindness unilateral,
retinal artery occlusion, and thrombosis. The event of blindness unilateral
and retinal artery occlusion occurred 3 hrs. after first dose of mRNA-1273,
lot # 013L20A. The event of thrombosis occurred on an unspecified date
after first dose of mMRNA-1273, lot # 013L20A. Treatment included details
were not provided. Concomitant medications included Comerdol, Losartan for
blood pressure, Hydrocortisone, Meloxicam and stomach pills. Very limited
information regarding this event has been provided at this time. Based on
the current available information and temporal association between the use
of the product and onset of the event a causal relationship cannot be
excluded.
I am 38 years old with no history of medical problems. I do NOT have a
history of miscarriages and have one healthy child who is 22 months old. On
1/13/21, I took a home pregnancy test which came back positive. At that
time, I had a missed period but also had several common pregnancy
symptoms such as bloating, acne, fatigue and tender breast. later that week,
I called OB/Gyn and spoke to an RN to schedule my 8/9 week ultrasound
and to inquiry about the vaccine during pregnancy since I had no clue
whether it was recommended/safe or not. the RN, very confident and
without any disclaimer, stated that hospital is recommending all of their
preghant patients to receive the vaccine. Obviously, I decided to trust this
medical professional who was so confident in her response. My normal
preghancy symptoms continued. On 1/19/21, I was 5 weeks pregnant and
COVID19 received my first dosage of the vaccine. felt fine other than a sore left arm.
(COVID19 on 1/20/21, I woke up with a lot of abdominal cramping and pain. It was
THROMBOSIS (MODERNA)) MODERNA 0994135-1 | new to me but assumed it was normal. My cramping and pain continued until
(1201) 1/21/21. On 1/21/21, I woke up without the cramping and pain. But, I also

noticed that my breast were no longer tender and my skin had completely
cleared up. I became concerned but prayed everything was fine since my
home pregnancy test was still positive. On 1/22/21, by cramps continued
once again but more mild. My pregnancy symptoms seemed as if they were
no longer present but remained hopeful. On 1/23/21, I woke up with light
spotting that only lasted through the morning. Soon after, I started having
extreme abdominal pains. I prayed everything was fine. The pain continued
and became worse. That night, the pain was so bad that I just went to bed.
Right before going to bed, I noticed I had started spotting again. A little
heavier than in the morning. I made sure to lay on my left side, hoping it
was normal in pregnancy. On 1/24/21, I woke up with heavy bleeding and
clotting. I went to the doctor and got an ultrasound and blood test. I was
told by the doctor at Hospital that I had a miscarriage.
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On 1/28/2021 at 0545 hours as I was on my way into work when I started to
have severe right side chest pain, so much so that I had to pull over. Shortly
thereafter ambulance arrived on scene at which time it was determined that
I would be transported to the hospital. Once there, a series of tests were
conducted, one of which was a D-Dimer blood test to rule out blood clots.
That resulted in an elevated count to which a CT scan was ordered. The
COVID19 result of the CT scan revealed that I had 2 Pulmonary Embolisms, one in the
(COVID19 upper lobe of my right lung and one in the middle lobe of my right lung. Due
THROMBOSIS (MODERNA)) MODERNA 0995017-1 | to me being what the doctors said was a healthy 45 year old with no
(1201) underlying conditions or signs of DVT (deep vein thrombosis) they deemed
me low risk at that time and advised I was at low risk of dying in the next
30days. However, they advised that at any time, the clot could possibly
become dislodged and cause worse problems, possibly death if time is not
given to the body to dissolve the clots. Ultimately it was determined that I
be discharged and prescribed blood thinning medications to help thin the
blood to prevent further clotting should I have a clotting issue (undetermined
at this time).
COVID19 I started my menstrual cycle about one week early, experienced dark, brown
(COVID19 tinged spotting for 2 days followed by heavy flow with more clotting than I
THROMBOSIS (MODERNA)) MODERNA 1008808-1 | have ever experienced before. Cycle lasted about 8 days, versus my normal
(1201) 4 days. These symptoms concern me due to several reports of miscarriages
while receiving vaccine.
On Wednesday 1/27 the day after my second dose I felt a minor
pinch/discomfort on my lower leg. I did not think much of that is reason I did
not report it right away. Day by day the discomfort and pain got worse.
COVID19 Exactly one week after my second dose I was not able to sleep due to the
(CovibD19 pain. On Wednesday 2/3 I decided to go urgent care. From there I was
THROMBOSIS (MODERNA)) MODERNA - referred for an ultra sound a few hours after. After the ultra sound I was
(1201) contacted by my doctor, letting me know that the results showed I had a
blood clot on my left leg. I was put on Eliquis medicine right away. On 2/51
was able to physically see my doctor who told me that this was caused by
the second dose of the moderne vaccine that I took on 1/26.
COVID19
THROMBOSIS (Covib19 MODERNA 1014720-1 Very heavy menstrual cycle. Numerous clots. Severe cramping. All unusual
(MODERNA)) - | forme
(1201)
COVID19 Day after (2/8/21): Severe chills, tiredness, body aches, headache, loss of
(Covib19 appetite, fever (101.4), bloody nose w/blood clots (left nostril only). 2 days
THROMBOSIS (MODERNA)) MODERNA - after (2/9/21): Intermittent headache, aches in joints, bloody nose w/blood
(1201) clots (left nostril only), hive around injection site.
COVID19 1 week after the first dose patient started to have her period. The period
(Covib19 consisted of heavy clots and would go through 6-8 pads /day. Period lasted 3
THROMBOSIS (MODERNA)) MODERNA - weeks and went to see GYN and they prescribed Provera, which helped stop
(1201) the bleeding.
Very early menstruation, occurring a couple of hours after the vaccine. It
COVID19 started as spotting that night, (I never spot) then a gradually heavier flow,
(COVID19 working up to an unusually heavy & painful period over the course of the
THROMBOSIS (MODERNA)) MODERNA 1034409-1 | next 2 days. Also some very light clotting, which rarely happens for me. I
(1201) was not due for my period for 2.5 weeks. My cycle is extremely regular and
has never deviated from 28-31 days in the last 6+ years. I have a copper
IUD (for 6 years), and have never been pregnant.
Initial injection site pain for two days. Around day five, both armpits were
COVID19 discolored significantly. On day nine I was in the ER with left side abdominal
(Covib19 cramps that was diagnosed after a CT Scan as a splenic infarction caused by
THROMBOSIS (MODERNA)) MODERNA - a blot clot. I have not had a blot clot previously and have always been
(1201) healthy with no surgeries or prescription medications except propranolol for

anxiety (since the pandemic started).
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THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1038305-1

On January 21, 2021 I started feeling pains in my right shoulder (1st shot
was left shoulder) and the following day it had spread across my body,
shoulders, chest, arms, legs and calves. I also had a severe headache along
with the muscle pains and woke up each day since in a pool of sweat with
the sheet soaked to this day. Due to the severe muscle pains, I started
taking Tylenol and all the symptoms pointed to the virus itself. I was tested
for the virus on Monday, January 25th with negative results on the morning
of the 26th. I continued to self-medicate with Advil every four hours to
remove the severe muscle pains noted above. To back track slightly, I had a
colonoscopy on January 19, 2021 and one large polyp was removed without
issue. Due to the full body muscles pains and taking the Advil, it likely
caused bleeding from the polyp site of the colonoscopy and went to the ER
and they transferred me back the hospital on January 28, 2021, the location
of the colonoscopy, and hospital found nothing wrong with the colonoscopy
during my 2.5 day stay there. The did an x-ray of my chest to test for the flu
and related items and found everything to be clear. They also a CT of my
abdomen to look for any abnormalities and found none. Through all this the
muscle pains continued when I would move, the muscles would fire up and
intense pain persisted until I could calm them down after about 30 mins of
intense pain. Hospital also tested me twice for the COVID virus and each
turned out negative. Overall, I?ve been tested for the virus nearly 12 times
and all were negative. From the visit to Hospital, with the colonoscopy and
no additional bleeding occurring, Hospital gave me a steroid called
Prednisone to mask the pain on Saturday, January 30, 2021 at about 1pm
and by 4pm they fully released me with no idea what was causing the severe
muscle pain across my body when I moved. I literally just walked out of the
hospital since the steroid masked the muscle pain issue. The steroids worked
but I was still walking up in a pool of sweat and very clammy and wet each
morning from lam until I woke up. On February 2, 2021 I had 3 bowel
movements that were all dark purple and full of blood clots which led me
back to Hospital and the ER could not get in touch with the Hospital Doctors
for transfer so they admitted me to the Hospital, thank God. On February 4,
2021 Methodist performed an emergency colonoscopy to clamp the polyp
site, took two additional polyps out and did an endoscopy to ensure my
upper and lower GI track were clear, and it was and the two additional
polyps were benign. Through all this the serve muscle pains persisted and
Hospital moved me to a patient room and out of the ER. Over the next
several days, February 4 thru the 11th Hospital cleared me of everything
they could test for, over 85 different tests were ran based on MyChart. All my
blood counts were all over the place, WBC were 19,000, Platelets were
nearly 700, my sedimentation rate reached 64+ and the server muscle pains
persisted and I was basically incapacitated during my entire stay at Hospital.
Hospital had several specialists seem me from Internal Medicine, Infectious
Disease, Neurology to Rheumatoid ologist and none of them found anything
wrong with me other than my COVID anti-bodies were enormously high with
not signs of slowing down. The conclusion by each of the specialist is that my
symptoms all point to an Adverse Level 3 Inflammatory Reaction to the first
COVID Vaccine shot. The Infectious Disease specialists emphasized that I DO
NOT get the second vaccine shot since it would like have killed me. (We had
cancelled my 2nd shot, scheduled for February 3, 2021 via Cancer Center
the week of January 30, 2021.) Hospital concluded that they could not do
anything further for me since all their extensive testing all came up negative
other then the COVID antibody levels and started me on the same steroid
via IV on February 10, 2021 and on February 11, 2021 I was released from
Hospital with a 28-day gradual reduction of the steroid over that timeframe
to see if the COVID antibody production would simply stop. They had no
other recourse or follow up with for any of the specialists. I?m on my own at
this point and scared. To help with the inflammation the only thing my wife
and I saw we could do is see a health and well Doctor to try and purge
myself of the inflammation and assist my bowel and liver health with trying
to rid me of the vaccine and hopefully the antibody production. I?m on a
strict diet and taking supplements to assists in the reduction of inflammation
and cleaning my system out. Starting today, February 18, 2021 I start
stepping back on the steroids prescribed by Hospital and praying that the
symptoms and pain simply go away but I?m still having night sweats, weak
and shaky.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1041297-1

I started bleeding on the 4th, doctor stated threaten miscarriage. I had
blood clots and vomiting'. I was taking to emergency room. I was giving a
DNC because I had a miscarriage.

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1042458-1

Patient admitted with acute stroke, no prior history of same. Mild
hyperlipidemia, but otherwise no clear risk factors for stroke. Unclear if
anything to do with COVID vaccine.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1043738-1

Heart palpitations. Fast heart beat. 99-120. 95 when at rest. Up to 130 when
stabding or moving from laying position. Chest pain heart area.

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1047576-1

diarrhea low gas pain chills / sweating dry mouth sleepy no apatite cough
with phlegm dizzy loss of bladder control blood clots in nose mucus

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1049991-1

4 days after receiving the vaccine in his left arm, my father developed a
blood clot in his left arm that required emergency hospitalization and large
doses of blood thinners.
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COVID19 Vaccine administered 02/08/2021 , by Thursday 02/11/2021 patient almost
COVID19 nonverbal, by Monday 02/15/2021 patient went to the hospital with bruising
THROMBOSI ( MODERNA 1 191-1 ! !
OMBOSIS (MODERNA)) ° 95319 sores on her stomach and clots reported as thrombocytopenia, deceased by
(1201) Friday 02/19/2021.
"My grandpa had a stroke on the 15th of February. He claimed he had been
feeling ""off"" for a few days, but didn't say anything. A blood clot had
COoVID19 formed in his brain. He was doing better and about to go to rehab to
(CoviD19 ) strength his right side of his body. On the 22nd he took a turn for the worst.
THROMBOSIS (MODERNA)) MODERNA - He was having trouble breathing and they sedated and partially paralyzed
(1201) him to put a tube in his mouth. I believe another blood clot had formed and
oxygen wasn't properly going through his body. They could not stabilize him,
and he passed away the same day."
5-6 days after receiving first Moderna covid vaccine pt. began not feeling
CcOoVID19 well. On 02/10/2021 she saw a provider in an office for eval of abdominal
COVID19 pain and diarrhea and sent home. On 02/15/2021 she presented to a local
THROMBOSI ( MODERNA 1 721
OMBOSIS (MODERNA)) o - ED with continuing symptoms, transferred to Medical Center, She is currently
(1201) an inpatient there with a diagnosis of multiple blood clots in abdomen and
brain and antiphospholipid syndrome.
?COO\CII)I;% Within 12 hours of receiving my second vaccine, My left leg felt like it
THROMBOSIS (MODERNA)) MODERNA 1057786-1 | internally rotated and started to hurt and feel like lead. On January 28,
(1201) 2021, I went to the ER and an extensive blood clot (DVT) was found.
MODERNA COVID-19 VACCINE EUA Patient's arm was sore after injection
COVID19 and later that evening pain spread down to her elbow. In the following days
(CoviD19 i she states that it spread to her fingers and included temporary numbness
THROMBOSIS (MODERNA)) MODERNA - which resolved in a short period of time. Her arm remained sore with warmth
(1201) and redness about the size of a quarter at the injection site. The warmth,
redness and pain did not resolve so she went to the emergency room today.
CoOVvID19
(CovibD19 i Moderna COVID-19 Vaccine EUA. PT - Multiple blood clots both lungs (no
THROMBOSIS (MODERNA)) MODERNA - other presentable causes i.e. diagnosed as unprovoked).
(1201)
COVID19
THROMBOSIS gﬁg\SEDll?\lA)) MODERNA 1060219-1 | Trouble breathing, severe fatigue, blood clots in lung and leg.
(1201)
CovID19
THROMBOSIS ﬁg‘gé’;‘; a)) | MODERNA 1064361-1 | Four blood clots in left leg
(1201)
Anxious; Tired; Blood clots in left leg, right leg and brain; A spontaneous
report was received from a consumer who was also a 66-year-old female
patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and
developed blood clots in the left leg, right leg, and brain, anxious and tired.
The patient's medical history was not provided. Concomitant medications
reported included vitamin D, magnesium, lisinopril, and vitamin B12. On 14
Jan 2021, approximately 3 days prior to the onset of symptoms, the patient
received their first of two planned doses of mMRNA-1273 (Batch number not
provided) intramuscularly in the left deltoid for prophylaxis of COVID-19
COVID19 infection. On 16 Jan 2021, the patient experienced immense pain in the
(COVID19 middle of the night, and subsequently saw her primary physician. An
THROMBOSIS (MODERNA)) MODERNA 1069054-1 | ultrasound revealed blood clots in her left leg, right leg and brain. A
(1201) hematologist and vascular surgeon were consulted. Patient was treated with
apixaban while they are doing blood work. The patient also became tired and
anxious. She noted that she never had comorbidities before and was upset
that her life has completely changed. A repeat ultrasound was scheduled for
19 Feb 2021. The mRNA-1273 dose was discontinued in response to the
event of blood clots in the left leg, right leg, and brain, anxious and tiered.
The outcome of events, blood clots in the left leg, right leg, and brain was
considered unknown at the time of this report. The outcome of the events,
tired and anxious were considered not resolved at the time of this report.;
Reporter's Comments: Very limited information regarding the events has
been provided at this time. Further information has been requested.
::C%\CFIJ% Started dry cough for three day, pain across the lower back began two days
THROMBOSIS (MODERNA)) MODERNA 1072189-1 | after cough. Began intense pain with nausea and cold and clammy sweats.
(1201) Called the nurse on my insurance who advised to get to the ER.
Initial flulike symptoms with fever Tues -Friday. Had a right side stroke 6 AM
COVID19 Saturday morning . Rushed to hospital and had a procedure involving a
(Covib19 i catheter through the body to the clot in the brain. Came out of that with a
THROMBOSIS (MODERNA)) MODERNA - weekend left side and was medicated through Sunday night. At 10:30 PM
(1201) Sunday night had a second stroke on the right side. Did not wake from that.
Now I?m not expected to survive.
COVID19
(Covib19 1074082-1 My stomach was hurting while urinating and there was blood in my urine. At
THROMBOSIS (MODERNA)) MODERNA 10740821 another instance, there was a small blood clot.
(1201)
About a week after receiving my second Moderna Covid shot I felt shortness
COVID19 of breath. 9 days after the shot I had a mild fever (100.5f), severe shortness
(COVID19 of breath and chest pain (level 5+) and went to the emergency room. They
THROMBOSIS (MODERNA)) MODERNA 1075784-1 | found D/Dima was elevated and sent me for a CT scan. This showed a
(1201) significant blood clot in the right lung and a lesser clot in the left. I am

usually extremly health, walking 2 miles at least 5 days a week and bicycing
about 50 miles per week
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1079224-1

3 DAYS AFTER THE 2ND INJECTION, I DEVELOPED 2 BLOOD CLOTS AT THE
BASE OF MY LUNGS - 1 ON EACH LUNG. IN CONNECTION WITH THAT, I
DEVELOPED SEVER PAIN IN MY LOWER RIGHT FLANK AREA THAT RADIATED
TO MY SHOULDER AS WELL AS HIGH BLOOD PRESSURE. THERE IS NO
HISTORY IN MY FAMILY OF ANY CLOTTING ISSUES AND I MYSELF HAD
NEVER HAD SUCH A THING OCCUR. THE PAIN BECAME SO BAD IT FORCED
ME TO GO TO A HOSPITAL EMERGENCY DEPT. AFTER CT SCANS CONFIRMED
THE PRESENCE OF THE CLOTS, T WAS SUBSEQUENTLY ADMITTED FOR
OBSERVATION ON A REGIMEN OF DRUGS, BLOOD THINNER, PAIN MED, AND
A CLOT BUSTER (NOT SURE WHICH MANUFACTURER.) I AM STILL
EXPERIENCING PAIN IN MY RIGHT FLANK AREA - SOMEWHAT RADIATING TO
MY RIGHT SHOULDER DAY 1 POST DISCHARGE AND AM HAVING TO RELY
ON OPIOID PAIN MED AS WELL AS THE CLOT BUSTING MED AND A HIGH
BLOOD PRESSURE MED. TO ME, IT SEEMS THAT THIS MAY NOT BE JUST
COINCIDENTAL. I WAS FEELING FINE PRIOR TO THE S 2ND DOSE OF THE
MODERNA VAC AND THIS SEEMS TO ME THAT IT MIGHT BE RELATED TO THE
2 DOSE.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1080646-1

- Headache: starting about 12 hours after the vaccine and continuing for 2
days - Fatigue: starting about 12 hours after the vaccine and continuing for
about 2 days - Chills: starting about 16 hours after the vaccine and
intensifying until 24 hours after the vaccine administration - Fever: starting
about 16 hours after the vaccine and intensifying until 24 hours after the
vaccine administration - Blood clots: expulsion of clots during the same
period as the fever and chills. Had completed menstruation 2 weeks prior, so
not related to that.

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1081909-1

DVT blood clot and surface blood clot in lower left leg diagnosed at the ER on
2/12/21. Levonox injections and warfarin have been started. Twice weekly
INR checks. No longer need the injections; warfarin is continued. Next INR
check is scheduled for Thursday March 11, 2021. Warfarin may need to
continue life-long.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1082086-1

Patient was vaccinated at pharmacy on 2/9/2021, first dose of Moderna
COVID-19 vaccine. Per medical records from hospital: patient developed
fever, diarrhea, nausea and abdominal pain on 2/25/2021 and presented to
the hospital E.R. on 3/1/2021. Patient was diagnosed with Sepsis and
Pneumonia. Cardiac arrest on 3/6/21, renal failure, seizures. Patient tested
negative for COVID-19 on 3/1/2021 and 3/8/2021. Patient has declined, was
placed intubated and placed on a ventilator. Patient admitted to hospice
services on 3/8/2021 and plan is for compassionate removal of life support
at hospice. Prognosis is poor.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1086033-1

Blood clots in arm; Arm was sore; A spontaneous report was received from a
healthcare professional concerning a 67-year-old, female patient, who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced sore
arm/pain in arm and blood clot in her arm/thrombosis. The patient's medical
history, as provided by the reporter included diabetes. Concomitant
medications were not included. On 15 Feb 2021, prior to the onset of the
events, the patient received their first of two planned doses of mMRNA-1273
(Lot number: 031M20A) in the left arm for prophylaxis of COVID-19
infection. On 15 Feb 2021, post vaccination the patient experienced sore arm
and her condition got worse. She was then taken to emergency room with
blood clots in her arm. Action taken with mRNA-1273 in response to the
events were not reported. The outcome of the events, sore arm and blood
clot in her arm, were not known.; Reporter's Comments: This case concerns
a 67-year-old, female patient, who experienced thrombosis and pain in arm.
Based on the current available information and temporal association between
the use of the product and the start date of the event, a causal relationship
cannot be excluded. The patient's medical history of diabetes is a risk factor.
Further information has been requested.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1086384-1

On the following day after receiving my first dose of the vaccination, my arm
was throbbing, completely swollen, decreased ROM and skin was RED and
severely tender to the touch. Took OTC Tylenol (2) po and had no signs of
relief. Pain , swelling, and skin redness lasted for 3 days. On February 10th,
2021 I had a positive pregnancy test (confirmed by bloodwork and urine)
which indicated I was 6-7 weeks pregnant and had a miscarriage on March
2021, after giving live births 3 prior times. The cause of the miscarriage is
unknown. I also developed a blood clot on the arm that was inserted for an
IV. I have no family history or personal history of needing blood thinners.

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1086484-1

I got the Covid vaccine on 2/13/21, I lost a small clot and started to bleed
on 2/19/21. I was due around Oct 4th, at the time of the vaccine I was 6
weeks pregnant. I miscarried at home on 2/25/21- I lost a very large clot
and was bleeding heavily for a week. Doctor confirmed with HCG test that I
miscarried. This was my second pregnancy, I had my first child 1/10/20.

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1092490-1

Patient became lethargic, extremely tired, unable to care well for self. Patient
had no appetite, refused most food and spent many hours simply sitting in
her chair. She felt that she was having a heart attack and called 911 using
her emergency response button on 2/21/2021. Doctors indicated that the
patient's life was in serious danger, but because of age they were hesitant to
try to remove the clot pressing on her heart. She was only allowed to go
back home because we utilized Hospice. When asked about her life
expectancy, we were told she could die any minute or might live a few more
months, but that she was not expected to live much longer. SHE WAS IN
GOOD HEALTH PRIOR TO THE IMMUNIZATION!
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
atrial flutter pain in right arm , pain kept going up arm but only if you
touched it, got on xartorl ( blood thinner) . right forearm was really swollen ,
tingling and turned blue, went to hospital they did a ultrasound to check
pressure in veins. if she had hand at 90 degree angel it wouldnt turn blue
but if I drop it it would turn blue. next day ran more test. MRI on arm. taped
vitamin c to spot where pain was in arm. developed blood clot. told her to
put heat on arm and take pain meds. felt better until she stopped blood
COVID19 thinner feb22, 2021. two days later had more blood clots on arms, veins
(COVID19 were showing huge in breast and foot, pants got tighter. feb 27veins in lower
THROMBOSIS (MODERNA)) MODERNA 1092640-1 | leg and neck started appearing more. feb28 my left hand was cold and the
(1201) veins were showing more and u could see veins. right back veins started
appearing , got period but after 12 hours it stopped. march 3 veins started
appearing again. march 4 right arm swelled and tingling in fingers and right
right arm was so painful. Nerve pain. put back on blood thinner. march 4 in
evening was put on new meds. I'm still dealing with pain and different
issues. march 9 had a Val moment but had tingling from butt to brain . next
morning felt miserable, nauseous , throwing up and couldnt control it. 3/11
neck is swollen. referring her to university because no doctor can figure out
what it is.
?C%X}Fgfg I experienced a runny nose with mucus, blood running from nose with blood
THROMBOSIS (MODERNA)) MODERNA 1092762-1 | clots four to five times a day from March 8th 2021 up to March 10th 2021. It
(1201) is unknown rather I have blood clots within my body.
COVID19
(CoviD19 i . .
THROMBOSIS (MODERNAY)) MODERNA 1093487-1 | Thrombosis of the vein branch of the left eye.
(1201)
Sweating, low-grade fever, chills, body aches, exhaustion, headache. I took
COVID19 Tylenol for 24 hours starting when I woke up at 6am to help with symptoms.
(COVID19 It took about 36 hours for my symptoms to be gone after they started. I was
THROMBOSIS (MODERNA)) MODERNA 1094443-1 | also on my period when I received the vaccine. My period seemed to slow
(1201) down almost completely while my symptoms were happening, and then my
period resumed with abnormal cramping and clotting after my symptoms
were gone.
CoOVvID19
(CoviD19 i - . )
THROMBOSIS (MODERNA)) MODERNA 1094625-1 | Thrombosis in popliteal vein
(1201)
After 1st injection (1/11/21) experienced severe shortness of breath with
minimal activity with accelerated heart rate and drop in 02 stat. within 2
days of injection then developed wheezing cough. Primary MD prescribed
COVID19 Augmentin nd prednisone with eventual success. With normal blood work,
(Covib19 1 A chest x-ray and negative Covid test all done by 1/15. On 3/9/21 (28) days
THROMBOSIS (MODERNA)) MODERNA - after second dose (2/11/21) experienced burning and swelling on right leg.
(1201) Went to Hospital, ER and found extensive blood clots in right leg and saddle
pulmonary embolism . Also had 50% Platelet blood count decrese since the
1/15 bloodwork Admitted for 3 nights on heparin dip. Discharge on home
Lovenox injections for 30days.
?C%CFS‘?Q I got a blood clot in my left leg, as well as numerous blood clots in both my
THROMBOSIS (MODERNA)) MODERNA 1095915-1 | lungs. I have never had a blood clot before, and my family does not have a
history of them.
(1201)
COVID19 About 16 hours later I had a heart attack, 20% plaque and the rest was a
COVID19 blood clot that acute my artery. I was in the Hospital for two days. I ended
THROMBOSI ( MODERNA 1096672-1 . .
OMBOSIS (MODERNA)) ° % up having angioplasty and a stent. When I went home I had post heart
(1201) attack issues and a sore arm for about 3 weeks.
COVID19
(CoviD19 i - .
THROMBOSIS (MODERNA)) MODERNA 1096774-1 | superficial blood clots in left leg.
(1201)
COVID19
THROMBOSIS (Covib19 MODERNA 1099050-1 On dgy 5 after |nJect|or_1, patlenF d_evelopgd right inner thigh discomfort, leg
(MODERNA)) — | swelling and accentuation of existing varicose veins.

(1201)
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
blood clot in left forearm; Sore arm; A spontaneous report was received
from a consumer concerning a78, year, old, female patient who developed a
blood clot in the left forearm. The patient's medical history included
hypertension, hiigh cholesterol and hypothyroidism. On 19-JAN-2021 the
patient had two stents placed in her heart. Products known to have been
used by the patient, within two weeks prior to the event, included clopidogrel
bisulfate (One 5 milligram AM and PM) and apxaban (One 5 milligram AM
and PM) and Asprin. On 10-FEB-2021, approximately six days prior to the
onset of the symptoms, the patient received their first of two planned doses
of mRNA-1273 (Batch number not provided) intramuscularly in the left arm
for prophylaxis of COVID-19 infection. The patient had a sore arm for about
COVID19 a day after the vaccination. Six days later the left arm was red and swollen,
(COVID19 inside forearm four inches down below the elbow it was stinging, slightly
THROMBOSIS MODERNA 1101157-1 | swollen, just to a soft touch she felt lumps of swelling. The patient went to
(MODERNA)) the emer d had blood k and I d. Th
(1201) gency room and had blood work and an ultrasound. The emergency
room doctor told her that she had a blood clot in the left forearm four inches
down below the elbow. The lab test done at the emergency were blood work
and ultrasound. Treatment for the event included changing her current
medication to one clopidogrel bisulfate 5 milligrams AM and PM and apxaban
two tablets of 5 milligrams AM and PM and to discontinue the Asprin for one
week. There was no change planned to the dosing schedule of mMRNA-1273 in
response to the event(s) and is scheduled to get her second vaccination 10-
MAR-2021. The outcome of the events were considered as unknown. Follow
up: No follow up information received.; Reporter's Comments: Based on the
current available information and temporal association between the use of
the product and the start date of the event, a causal relationship cannot be
excluded.
(CC%\CII)D1199 Development of blood clots in lower right leg causing swelling and pain. Pt.
THROMBOSIS MODERNA 11030011 | visited doctor who prescribed an ultrasound which revealed the clots. Doctor
(MODERNA)) has now put | . . L
(1201) put pt. on blood thinners indefinitely.
Developed numerous blood clots in left saphenous vein and likely pulomary
COVID19 embolism (did not do test for embolism b/c I am allergic to the contrast but I
THROMBOSIS (Covib19 MODERNA 11044991 | Was very short of breath for several weeks). Not sure if this is related to the
(MODERNA)) — | vaccine since I was post bone surgery and also on estrogen therapy (ovaries
(1201) removed 5 years ago) but I have not ever developed a problem before after
surgery and while on estrogen.
My husband received the first injection on Feb 3, 2021 he developed a cough
afterwards, cough would come and go. He was scheduled to receive 2nd
dose on March 11 and I was concerned about having a cough at the time of
2nd vaccine. He went to walk-in clinic and got a covid test was negative, he
COVID19 said his exam was normal, they gave him prescription of Benzonatate 100mg
(COVID19 he took one and it did not help so he never took any more. On March 5 while
THROMBOSIS (MODERNA)) MODERNA 11048411 | working in the yard he collapsed, paramedics arrived and he was in cardiac
(1201) arrest, they started CPR, they used AED was in vfib, he was taken to
Hospital then transferred to second hospital. I was told he had blood clots in
both lungs, one in his leg, and possible clots in the mesenteric area of
abdomen. His heart stopped due to the blood clots in his lungs. He remains
in the hospital in the Intermediate Coronary Care Unit. He has not yet gained
full consciousness.
PT WAS VACCINATED WITH SECOND MODERNA DOSE ON 02/16/2021 . DR
CALLED ME TO INFORM OF PT ADVERSE EVENT. PT PRESENTED TO DR WITH
COVID19 SWELLING IN LEFT LOWER LEG. DR ORDERED VENUS DOPLAR SHOWING A
(CoviD19 LARGE BLOOD CLOT FROM PT'S GROIN TO HER CALF MUSCLE. DUE TO NO
THROMBOSIS | (y1opERNA)) |MOPERNA 11050921 | pREVIOUS HX OF CLOTTING OR BLOOD DISORDERS NOR FAMILY HX AND
(1201) PROXIMITY TO VACCINATION, DR BELIEVES VACCINE CAUSED THE CLOT.
DR PLACED PATIENT ON ELIQUIS. DR WISHES TO BE CONTACTED IF
FURTHER DETAIL IS NEEDED.
COVID19 Pt developed RUE erythema and edema. RUE US demonstrated clot in 1 of 3
(CoviD19 brachial veins in mid-portion of RUE. Pt prescribed Eliquis x 6 weeks ( 5 mg
THROMBOSIS (MODERNA)) MODERNA 11054411 PO BID once. 10 mg PO BID x 7 days. Then 5 mg PO BID x 5 weeks)
(1201) followed by repeat RUE US.
COVID19 you got _second Moderna_ vaccine on March 10, _Wednesda_ly. Saturday night
(COVID19 began with left leg swelling and pain. Thought it was a side effect of the
THROMBOSIS (MODERNA)) MODERNA 1105496-1 | vaccine. Tuesday, march 16 the pain got so bad he went to ER. Has bleed
(1201) clots in main artery in leg femoral artery. Pt. was transferred to larger
hospital.
COoVvID19
THROMBOSIS g:n?)\tl)lgll?\m)) MODERNA 1105535-1 | Multiple blood clots in right leg (DVT) and multiple blood clots in lungs (PE)
(1201)
COVID19 Blood clots in the left leg, same side as the vaccine was given. Woke up
(COVID19 approximately two days afterward (2/11/21) with muscle pain in the left
THROMBOSIS MODERNA 1106403-1 | thigh. The pain did not lessen over the week, assumed it was just muscle.
(MODERNA)) . ; .
(1201) The pain migrated down to my calf and then was too painful to stand on or
walk on 2/18/21.
COVID19 Ocular stroke. A black curtain dropped down over right eye. Went to ER on
(COVID19 the 28th, and was admitted. Had a blood clot in the right eye. Carotid artery
THROMBOSIS MODERNA 1106505-1 | right side did not have stenosis, they do not know why she had a stroke.
(MODERNA)) , : .
(1201) Doctor can't say that |_t was caused by the vaccine. She now has a
permanent blind spot in right eye.
COVID19 Severe middle back pain beginning February 21. Initially thought it was a
(COVID19 kidney stone, but a visit to a urologist on February 25, determined it wasn't
THROMBOSIS (MODERNA)) MODERNA 1106515-1 | a kidney stone. The urologist ordered some blood work and that indicated
(1201) that I most likely had blood clots. Went to the ER on the 25th and had
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1106802-1

One week after 2nd Moderna, started coughing periodically in day and night
chest conjestion started to build at night. After three days of cough periodic
and each night became more conjested with problem being to not inhale
deeply, and lower right side adobonem pain. Sought medical appointment
March 20 but did not get appointment until March 9 with medical facility due
to increasing pain and not sleeping from conjestion. March 10 doctor visit
ordered blood and urine tests and CT scan. Early Marl1l test B type
natriuretic protein was high (CHF), Doctor ordered chest xray, ekg and
echogram. CT scan found clot in right lower lung. Told to go to ER Mar 10
evening, ER ordered Ultrasound images of the legs.BILATERAL LOWER EXTRE
BILATERAL LOWER EXTREMITY DEEP VEINS: Nonocclusive thrombus in the
distal right femoral vein and popliteal vein extending into the tibioperoneal
trunk. Thrombus is hypoechoic and expansile consistent with acute
thrombus.Left lower extremity veins are patent and compressible. Left
common femoral vein demonstrates normal waveform without loss of
respiratory phasicity.Positive for right lower extremity DVT of the distal
femoral vein, popliteal vein, and tibioperoneal trunk. CT;LUNG BASES: Small
right pleural effusion with overlying compressive atelectasis and
consolidation. There are addition, there are apparent filling defects within the
subsegmental pulmonary arterial branches suggestive of emboli. Many
/multiple blood tests March 9, 10,11, 12 and 16 available to examine
details..one perhaps low Platelets count 151 K/uL (range) 140 - 400 K/uL. I
can give permission for these tests results to study to correlate lung and leg
clots . This is unique because hospital data available to diagnose in detail my
reaction after 2nd Moderna shot. Please look into it with experts..Did
Moderna cause my clots I never had before?

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1107202-1

Migraines have became more frequent and more intense to the point of were
she could not function; Developed a welt at the injection site that she
describes as COVID arm which was a 3-4inch raised circle underneath the
injection site; Pain under lymph nodes; Developed thrombosis on her head,
but it went away; A spontaneous report was received from a consumer on 04
Mar 2021 concerning a 45-years-old, female patient who received Moderna's
COVID-19 Vaccine (mRNA-1273) and developed thrombosis on her head, but
it went away, migraines have become more frequent and more intense to the
point of were she could not function, developed a welt at the injection site
that she describes as COVID arm which was a 3-4inch raised circle
underneath the injection site, lymph nodes pain, which she still has. The
patient's medical history was not reported. Current conditions included
migraine. The patinet had allergy to latex and pineapple. No relevant
concomitant medications were reported On 14 Feb 2021, the patient
received their first of two planned doses of mMRNA-1273 (lot: not provided)
intramuscularly in right arm for prophylaxis of COVID-19 infection. Since 14
Feb 2021, patient's migraines had became more frequent and more intense
to the point of were she could not function. She also developed thrombosis
on her head, but it went away. The patient also developed a welt at the
injection site that she described as COVID arm which was a 3-4 inch raised
circle underneath the injection site. She also developed pain under lymph
nodes, which she still had. No treatment information was provided. Action
taken with mRNA-1273 in response to the events was unknown. The event of
migraines have became more frequent and more intense to the point of were
she could not function and pain under lymph nodes which she still has were
unresolved, the event of developed thrombosis on her head but it went away
was resolved, while the outcome of the event of developed a welt at the
injection site that she describes as COVID arm which was a 3-4inch raised
circle underneath the injection site was unknown. The reporter did not
provide an assessment for the events thrombosis on her head, but it went
away, migraines have became more frequent and more intense to the point
of were she could not function, developed a welt at the injection site that she
describes as COVID arm which was a 3-4inch raised circle underneath the
injection site, Pain under lymph nodes, which she still has.; Reporter's
Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded.

THROMBOSIS

COVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11073421

Blod clot, stroke

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1107356-1

Blood clot in blood vessel in the left hand at the base of the middle finger
causing darkening in the lower part of the finger and numbness in the whole
finger.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1108629-1

Patient developed shortness of breath upon exertion on 2/16/21 after
receiving his second COVID vaccine on 2/12/21. He had an office visit on
3/3/21 with his PCP where he was found to have an elevated d-dimer. He
was sent to the ED for a CT-scan that confirmed an acute bilateral pulmonary
embolism with large burden of thrombus within the right lung. He was
admitted from 3/3 to 3/11. He underwent a pulmonary arterial embolism on
3/5. He was also on a heparin drip while inpatient. He was discharged on
Eliquis.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1108656-1

The next day, I had short term memory loss. I went to the hospital, and they
said I had some type of heart episode. I was taken by ambulance to the
hospital and was told I had a blood clot in my brain and had suffered a mini
stroke. I was hospitalized for 4 nights. I was given blood thinner and I
improved.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
Received vaccine, and no reactions. Nine days after the vaccine slowly had
drooping on the right side of his face, numbness on the right side of his face,
COVID19 mainly around the mouth, a little on the eye, hard to close the right eye.
(COVID19 General soreness around his mouth when he tries to eat or talk a lot. Limited
THROMBOSIS (MODERNA)) MODERNA 1110391-1 | movement of his face do to swelling, difficulty closing his eye, and headache.
(1201) Went to the ER on 3/7/21 and admitted him as they believed he had a blood
clot, diagnosed him with Bell's palsy on Monday 3/8/21. Was given
corticosteroids for 9 days Prednisone 60 mg. The symptoms are slowly
improving but still has the Bell's palsy.
COVID19
THROMBOsIs |(COVID19 | ;opERNA 11115031 | I had the shot on a Tuesday and developed blood tests by Friday.
(MODERNA))
(1201)
COVID19 I received my vaccine on Sunday March 7 and in the morning of March 12, I
(COVID19 woke up to a large bruise with a hard clot on the inside of my right forearm
THROMBOSIS (MODERNA)) MODERNA 1112628-1 | measuring 7cm x 4cm with a large clot in the bruise. I also have a smaller
(1201) spot which has a firm bump under the skin. I did not hit my arm or injure it
during my sleep or before going to bed.
Blood Clot in Leg; Tenderness; A spontaneous report was received from a
consumer concerning a 68-year-old, male patient, who received Moderna's
COVID-19 vaccine (mRNA-1273) and experienced blood clot in leg and
tenderness. The patient's medical history was not provided by the reporter.
Concomitant medications reported included diltiazem hydrochloride,
atorvastatin calcium and acetyl salicylic acid. On 13-Feb-2021, prior to the
onset of the events, the patient received their first of two planned doses of
MRNA-1273 (Lot number:031M2QA) through intramuscularly in the right
arm for prophylaxis of COVID-19 infection. On 13-Feb-2021, following
COVID19 administration of the vaccine, the patient had tenderness in his leg that
(CoviD19 continued until he sought out medical treatment. After medical treatment is
THROMBOSIS (MODERNA)) MODERNA e was concluded that the patient has a blood clot in his leg and has to receive
(1201) medical treatment to resolve that condition. The treatment information
included rivaroxaban. Action taken with mRNA-1273 in response to the
events was not applicable. The events, blood clot in leg and tenderness were
considered recovered.; Reporter's Comments: There is not enough
information to assess the causa association between the reported event of
blood clot in leg and the administration if the mRNA-1273 vaccine. Critical
details such as the patient's medical history is lacking. Additional information
has been requested. Howe ever, based on temporal association between
product administration and the event of tenderness, a causal relationship
cannot be excluded.
COVID19 Jan 27th Began to run fever from the shot Jan 28th Continued to experience
(COVID19 fever, uncontrollable chills, upset stomach, diarrhea through the day around
THROMBOSIS (MODERNA)) MODERNA 1115432-1 | 6PM I began to sweat, my stomach became upset again, diarrhea grew
worse. Chest pain began and call to 911 was placed. Taken to hospital by
(1201) flight
"Patient states he had a fever ""a day or two"" after he received the 2nd
Moderna vaccine. The fever reached 101.7 degree F and resolved within 24
COVID19 hours. A few days after that the patient states he had a ""minor stroke.""
(COVID19 Patient states the doctor told him that there was a small clot on the left side
THROMBOSIS (MODERNA)) MODERNA 1115659-1 | of his brain. Patient has resulting numbness of the right side of his body. Per
(1201) the patient the doctor says the clot had nothing to do with the stroke. When
asked if the doctor had thought that the vaccine had anything to do with
either stroke or clot the patient said the doctor said he didn't think so but
also kind of ignored the question."
?C%\CII)D"‘?Q Pt was admitted for right lower extremity swelling. has had DVT and
THROMBOSIS (MODERNA)) MODERNA 1116566-1 | pulmonary embolism. Pt found to have thrombosis of right popliteal vein. pt
(1201) following up with hematologist.
I HAD HEADACHES, CHILLS, DIARRHEA, ACHES AND TIREDNESS BUT MY
BIGGEST CONCERN IS THE FACT THAT I WOUND UP IN THE HOSPITAL ON
?c%\(}ﬁ;fg FEB 8 WITH BLOOD CLOTS DOWN MY ENTIRE RIGHT LEG AND IN MY
THROMBOSIS (MODERNA)) MODERNA 1117090-1 LUNGS. I NEED TO KNOW IF THE MODERNA CAUSED THESE OR MADE THEM
(1201) WORSE. I HAD NO IDEA I HAD BLOOD CLOTS BUT MY FOOT, LEG WERE
SWOLLEN AND I ACHED FROM MY HIP DOWN THAT LEG. I ACTUALLY
THOUGHT IT WAS SIADACA.
?COO\CII)I;% Blood clot running from ankle to groin; entire leg swollen; still swollen after
THROMBOSIS (MODERNA)) MODERNA 1117927-1 | 6 weeks; received shot of heparin and put on Xarelto; blood clot was just
(1201) short of where it could break off and go to heart or lungs.
A few minutes after the shot, I became dizzy, watery eyes, blurry vision,
resolved in a few minutes and I drove home, woke up to severe pain in my
right eye, foggy brain, sharp/shooting pain in left side of chest and left
COVID19 breast, headache (very rare for me to have a headache), toes began to hurt
(CoviD19 and brown spots with excessive dry peeling skin appeared with pain (more
THROMBOSIS (MODERNA)) MODERNA 1179501 on right toes than left) and was unable to wear closed toe shoes, hit my
(1201) thumb and a blood clot appeared (never had a blood clot in my life). Both

the toes and clot is just now beginning to get better ( and is just now
starting to get better). I continue to have blurry vision and occssional foggy
brain,
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2 days after receiving the second moderna vaccine my father experienced a
stroke. He was transported to the emergency room medical center where he

COVID19 went thru a procedure to remove a clot in his left side brain. Prior to this

(COVID19 vaccine my father was in good health and was very active and still works and

THROMBOSIS (MODERNA)) MODERNA 1118197-1 | owns and operates a restaurant. He has never had any problems like this

(1201) before the vaccine. One day after the vaccine he was complaining about a
pain on the left side of his neck area. He was doing paperwork at approx
7:40pm when he experienced the stroke. I had to call 911. My father is
currently at the medical center recovering from the incident.

?C%\CIIDIJ% Pt started having muscle pain in left leg on 3/18/2021 went to hospital on

THROMBOSIS (MODERNA)) MODERNA 1118872-1 | 3/19/2021 had doppler done and confirmed blood clot in left leg. Pt has been

(1201) started on Eliquis. Currently out of hospital and at home.
this is all per family, 4 to 5 days after 2nd COVID vaccine he was acting
unusual and was taken to the hospital. He had a clot in his brain and
underwent brain surgery. He experienced seizures after the surgery, but it

COVID19 was ultimately reported the surgery went well. He remained intubated and

(CoviD19 on a ventilator after surgery. He developed complications of his lungs and

THROMBOSIS (MODERNA)) MODERNA 11208421 kidneys while on the ventilator. Ventilator was removed 3/16/2021 and he

(1201) passed away that day. The hospital providers thought the clot in the brain
may have been from hitting his head over a month ago. From my
understanding he was A&OQO, independent with ADLs, and lived in his private
residence prior to these complications.

"Patient stopped at the health department on 3/18/21 and spoke with the
secretary stating that he had a blood clot on 2/26/21 after receiving the

COVID19 covid vaccine. She took his information and RN followed up with him on

(COVID19 3/19/21. Patient states he had a blood clot in his left leg a few years ago and

THROMBOSIS (MODERNA)) MODERNA 1122044-1 | on the 26th he experienced the same pain as with his original blood clot. He

(1201) said it was 10/10 pain in his left leg from just above the knee to right above
the ankle around the whole leg. He states it felt warm. He did not speak with
his doctor or seek any medical attention. He states he ""suffered through it""
and it went away after a couple days."

?C%\(;ﬁ;fg Stroke (blood clot in vein in left side of brain), occurred Wednesday March 17

THROMBOSIS (MODERNA)) MODERNA 11222531 | at 5:15 pm. Immediately admitted to emergency room/stroke unit and given

(1201) blood thinner IV and anti-seizure medicine

COoVID19

(Covib19 Swollen right lower leg. Doppler study revealed multiple blood clots. Stared

THROMBOSIS (MODERNA)) MODERNA - on Eliquis. Continues on Eliquis at this time and leg still swollen

(1201)

COVID19

THROMBOSIS gﬁg‘g&lﬂm MODERNA 1124727-1 | Pulmonary Embolism Multiple blood clots in legs and lungs

(1201)

COVID19 Patient reported the following: I went to the ER last Thursday because my

(COVID19 left leg was red and swollen. They did a sonogram and the results came back

THROMBOSIS MODERNA 1126577-1 | as tendentious and a superficial blood clot. The ER physician at Health

(MODERNA)) s -C

(1201) sm_,lggestt_ad that I repo_rt the blood clot because it is of unknown origin and I
did receive both vaccines.

CovID19

(CoviD19 CARDIOPULMONARY ARREST 2 DAYS AFTER RECIEVING SECOND MODERNA

THROMBOSIS (MODERNA)) MODERNA 1126609-1 DOSE

(1201)

A stroke occurred approximately 3 hrs after receiving vaccine. He was flown

COVID19 by helicopter to Medical Center. He had dysphasia which did resolve by the

(Covib19 time he was admitted into the ER. He has since had CHF and Afib and is now

THROMBOSIS (MODERNA)) MODERNA - on anticoagulation and diuretics. He continues to have problems with CHF,

(1201) SOB, weakness and is undergoing treatment as outpatient. He is now
followed by Cardiology, Neurology.
lost appetite; so tired, thought could not get out of bed; Big/ huge clots,
came out in a spit; had 3 nose bleeds; A spontaneous report was received
from a 77-year old, female patient who received Moderna's COVID-19
vaccine (mRNA-1273) and experienced 3 nose bleeds/ Epistaxis, big/huge
clots, clot came out in a spit/ Thrombosis, tiredness/ Fatigue, and loss of
appetite/ Decreased appetite. The patient's medical history was not
provided. No concomitant product use was reported. On 12 Feb 2021, the

COVID19 patient received their first of two planned doses of mRNA-1273 (Lot number:

(COVID19 unknown) intramuscularly for prophylaxis of COVID-19 infection. On 13-Feb-

THROMBOSIS MODERNA 1128838-1 | 2021, the patient experienced 3 nose bleeds with huge blood clots. The
(MODERNA)) : ) . :
(1201) bleeding was perS|stenfc throughout the day, s.toppmg at the intervals and
later on the same day it was reported the patient had a huge clot come out
in spit. On 14 Feb 2021, the patient was tired, could not get out of bed, and
had lost appetite. On 18-Feb-2021, the patient woke up feeling normal.
Treatment information was unknown. Action taken with mRNA-1273 in
response to the events was not provided. The outcomes of the events were
not provided.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the event, a causal relationship cannot be excluded.
CoOVvID19
(Covib19 Early onset of menstrual period-14 days early-lasted 11 days versus normal
THROMBOSIS (MODERNA)) MODERNA - 5 and heavy bleeding including large clots for 10 days.

(1201)

?C%\(}Fgfg Developed extreme pain in my left leg. Went to emergency room Ultrasound
THROMBOSIS (MODERNA)) MODERNA 11301911 | showed I have a blood clot in left calf. Doctor prescribed a blood thinner, told

(1201)

me to elevate my leg and apply moist heat.
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Reported side effects of fever, chills and headache that began within 24
COVID19 hours, also reports burning in throat. Was evaluated by a specialist after 1
(COVID19 week due to continued burning and pain in throat. Reports was diagnosed
THROMBOSIS (MODERNA)) MODERNA 1130407-1 | with edema around vocal chords. Approximately 2 weeks after vaccination
(1201) developed swelling in left arm. She was seen by her physician who sent her
for an ultrasound and they found a blood clot. Patient called to report these
symptoms.
blood clot; Vertigo; Nausea; Vomiting; A spontaneous report, was received
from a consumer concerning a 53 year old female patient who received
Moderna's COVID-19 Vaccine (mRNA-1273), and experienced vertigo ,
nausea, vomiting and also developed a blood clot (thrombosis) during
hospitalization. Patient had no medical history. The concomitant medication
included were zolpidem tartrate 10mg nightly, allopurinol 100mg daily,
duloxetine 50mg daily, multivitamin, vitamin d and acetylsalicylic acid 81mg.
On 05 Feb 2021, prior to the onset of events, the patient received the first of
two planned doses of mMRNA-1273 (Batch no- 010MZ0A), intramuscularly in
the left upper arm for prophylaxis of COVID-19 infection. On 17 Feb 2021,
COVID19 few days after administering the vaccine, the consumer experienced vertigo
(COVID19 related nausea and vomiting. The patient was hospitalized for two days and
THROMBOSIS MODERNA 1131196-1 | experienced a blood clot during hospitalization. Patient was treated with only
(MODERNA)) . . . . .
(1201) dlaze_p_am on first two days of treat.ment. In hosplta!, patient was given
meclizine, diazepam and other anti-nausea medication whereas at home,
patient was treated with ondansetron 8 mg, meclizine and diazepam. On 05
Mar 2021, the patient received the second of two planned doses of mMRNA-
1273 (Batch no- 036A21A), intramuscularly in the left upper arm for
prophylaxis of COVID-19 infection. The action taken with the second dose of
MRNA-1273 in response to the event was not applicable. The outcome of the
events, vertigo, nausea, vomiting was not recovered whereas the outcome of
blood clot was unknown at the time of the report.; Reporter's Comments:
Based on the current available information and temporal association between
the use of the product and the start date of the events, a causal relationship
cannot be excluded.
blood clot in his left leg; A spontaneous report was received from a
consumer concerning a 70-year-old, male patient, who received Moderna's
COVID-19 vaccine (mRNA-1273) and developed a blood clot in his left
leg/thrombosis. The patient's medical history was not provided. No relevant
concomitant medications were provided. On 10 Feb 2021, approximately two
COVID19 weeks prior to the onset of the events, the patient rece_ived their first o_f two
(COVID19 planned doses of MRNA-1273 (Lot number: 030M20A) intramuscularly in the
THROMBOSIS MODERNA 1131197-1 | left arm for prophylaxis of COVID-19 infection. Two weeks after the
(MODERNA)) S ; e .
(1201) vaccmatlon,'the patient developed a blood c_Iot in hIS' left leg. He got hls
second vaccine on 10 Mar 2021. Treatment information was not provided.
There was no change planned to the dosing schedule of mMRNA-1273 in
response to the event. The outcome of the event blood clot in his left leg was
not reported.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the
onset date of the event, a causal relationship cannot be excluded.
On March 6, I woke up feeling like I had a Charlie horse in my left calf. I
tried to walk and it was sore but I felt it would go away in a day or two. By
COVID19 Wednesday, March 10, I called my doctor and after telling them my left calf
(Covib19 hurt , they had me come right in. After seeing dr I was sent to get a
THROMBOSIS (MODERNA)) MODERNA - sonogram immediately and was told I had a blood clot inside my left knee. I
(1201) was sent back to Dr and was given Xerelto 15 mg twice a day for 21 days
and the 20 mg once a day until gone. Today,, it is still sore. I am asking if I
should take my second shot on March 29 or not.
COVID19
(CoviD19 Fever, headache, chills, night sweats. All on same day. 3 days later swollen
THROMBOSIS (MODERNA)) MODERNA 1314174 knees. 10 days later blood clot in right leg.
(1201)
Weird headache at top of head which would come on quickly for a minute or
COVID19 two then vanish and repeat every 10-15 minutes or so. Very t!red. Had
(COVID19 started menstrual cycle on March 17, but post vaccine it was lighter than
THROMBOSIS MODERNA 1131574-1 | normal and then on the 22nd it became very heavy and there were lots of
(MODERNA)) . e
(1201) large blood clots. This has lasted an add_ltlonal three days. My cyc!e usually
lasts 5-7 days but day 2/3 are the heaviest and it?s usually very light by day
6/7. 1 have not had blood clots in several years. These are very large.
COoVvID19
THROMBOSIS §§3‘[’,'E.l§ a)) | MODERNA 1131644-1 | 2 large Blood Clots in the lungs
(1201)
Patient went to have labs done for her leukemia checkup 3/24. Patient has
had leukemia for many years and has had many blood draws. Patient had
COVID19 blood taken at her appointment and was waiting when the nurse came back
(Covib19 out and said her blood had clotted so they needed to redraw her blood. She
THROMBOSIS (MODERNA)) MODERNA S states this has never happened before and wondered if her blood clotting
(1201) would have been due to her covid vaccine the week prior. She states the first

girl who drew her blood was slower than the second time around when a
different nurse drew her blood.
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THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1135298-1

blood clot; Fever; sick feeling; chills; nausea; night sweats; A spontaneous
report was received from a healthcare professional concerning a 31-year-old,
male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced sick feeling/illness, chills, nausea, night sweats, blood
clot/thrombosis, and fever/pyrexia. The patient's medical history included
Cystic Fibrosis and only has half of their liver. No relevant concomitant
medications were reported. On 26-JAN-2021, prior to the onset of the events
the patient received their first of two planned doses of mMRNA-1273
(lot/batch: unknown) intramuscularly for prophylaxis of COVID-19 infection.
On 26]JAN2021, the patient began experiencing symptoms including sick
feeing, chills, nausea, and night sweats. The patient had blood clot and fever
on 21-FEB-2021. Patient was admitted into the hospital on 22-FEB-2021 and
discharged on 26-FEB-2021. He received the following tests while in the
hospital: MRI, Bone Density, and LABS. Treatment of the events included
Eliquis. Action taken with mRNA-1273 in response to the events was not
reported. On 25 Feb 2021 the outcome of event, fever was resolved. The
outcome of events, sick feeling, chills, nausea, night sweats, blood clot were
unknown.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the start date
of the event, a causal relationship cannot be excluded.

THROMBOSIS

COVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1135376-1

I am writing this to let you know that two weeks after receiving my first
COVID 19 vaccination I developed a severe blood clot from my right ankle to
my right groin. I am Factor 5 deficient, and believe that the vaccine caused
the clot. I had no symptoms at all until I noticed my right calf was swollen
(no pain). My wife insisted I go to emergency because I am Factor 5
deficient and inclined to thickening of the blood. I have not been on a plane
or taken a long trip by car. I walk 3 miles a day, play golf and am very
active. I strongly believe the vaccine caused the clot. I will be on blood
thinners the rest of my life..

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1135692-1

Pneumonia; Thrombus; Incoherent; dehydrated; threw up; Fever; A
Spontaneous report was received from Consumer concerning 73-year-old of
male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and
fever, incoherent, threw up, dehydrated, blood clot and he was diagnosed
with Pneumonia. The patients relevant medical history included. The
concomitant medication was not reported. On 28 Jan 2021, prior to the
onset of the event, the patient received their first dose mRNA-1273 (Lot
number: 012M20A, Expiration date: not provided) via unknown route in the
left arm for prophylaxis of COVID-19 infection. On same day, after
vaccination patient experienced fever, incoherent, threw up, dehydrated. Few
days later he went to the hospital because of shortness of breath, the
hospital diagnosed him with a blood clot (on 31 Jan 2021), Then on 09 Feb
2021, he went to see his family doctor because he still did not feel well and
he was diagnosed with Pneumonia. Treatment was included as Eliquis and
Antibiotic. Action taken with the mRNA-1273 in response to the events was
not provided. On 29 Jan 2021 the outcome were recovered for fever,
incoherent, threw up, dehydrated. The outcome were unknown for
pneumonia and shortness of breath. On 01 Feb 2021 the outcome blood clot
was recovered.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the events of pyrexia, vomiting, dehydration , incoherent and
thrombosis, a causal relationship cannot be excluded. Based on the current
available information and the mechanism of action of mRNA-1237 vaccine,
the event of pneumonia is assessed as unlikely related. Further information
has been requested.

THROMBOSIS

COVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11357071

Blacked out; Multiple blood clots; inflammation in spine; A spontaneous
report was received from a consumer, concerning a female patient of
unspecified age, who received Moderna's COVID-19 vaccine and experienced
multiple blood clots/ thrombosis, inflammation in spine/inflammation,
blacked out/loss of consciousness. The patient's medical history included
blood clots. Concomitant product use was not provided by the reporter. On
an unspecified date, prior to the onset of events, the patient received their
first of two planned doses of mMRNA-1273 via unknown route for COVID-19
infection prophylaxis. On 11 Mar 2021, the reporter stated that her sister
received the Moderna vaccine and she had multiple blood clots, inflammation
in spine and blacked out. The events multiple blood clots and blacked out
were assessed as serious based on IME list. Treatment information was not
reported. Action taken with mRNA-1273 in response to the events was not
reported. The outcome of the events multiple blood clots, inflammation in
spine and blacked out was reported to be unknown at the time of this
report.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the start date
of the events, a causal relationship cannot be excluded.
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THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

11357201

blood clots in upper thigh down to foot; swelling of the foot; tingling; clot
was burning and hot; A spontaneous report was received from a consumer
concerning a 62-years-old patient who received Moderna's COVID-19 vaccine
(mRNA-1273) and experienced events blood clots in upper thigh down to
foot, swelling of the foot, tingling, and clot was burning and hot. The
patient's medical history included insertion of a blood clot filter. Concomitant
medications reported were Xarelto for drug use for unknown indication. She
is also taking 17 other medications (not provided) and has other medical
issues (not provided). She also has a blood clot filter inside her body
(location not provided). She also wears compression and diabetic socks. On
25 Feb 2021, prior to the onset of the events the patient received the first of
two planned doses of mMRNA-1273 (lot/batch: LO14M20A) intramuscularly in
the left arm for prophylaxis of COVID-19 infection. On an unknown date, the
patient experienced the event(s) blood clots in upper thigh down to foot,
swelling of the foot, tingling, clot was burning and hot. No treatment
information was provided. Action taken with mRNA-1273 in response to the
events was not reported. The outcome of event(s), blood clots in upper thigh
down to foot, swelling of the foot, tingling, clot was burning and hot was
unknown.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the start date
of the event, a causal relationship cannot be excluded.

THROMBOSIS

CovVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11372211

Blood clots in both legs; Cramps and spasms on her right and left legs;
Painful nodules under both arms and shoulders; Itching down to her toes
and left side of the body; Injection site itching; A spontaneous report was
received from a consumer concerning a 79-year-old female patient who
received Moderna's COVID-19 vaccine (mRNA-1273) and experienced
Cramps and spasms on her right and left legs, injection site itching, itching
down to her toes and left side of the body/pruritus, painful nodules under
both arms and shoulders/nodules and blood clot in both legs/Thrombosis.
Medical history was not reported. Concomitant medications included
losartan, cetirizine hydrochloride and pantoprazole. On 30 Jan 2021, the
patient received her first planned dose of mMRNA-1273 (batch number:
007MZ0A) intramuscularly for prophylaxis of COVID-19 infection. On 27 Feb
2021, she had her second planned dose of mRNA-1273 (batch number:
01021A) intramuscularly on left arm. Soon, she developed itching at
injection site down to her toes and left side of the body. She developed
painful nodules on shoulders as well as both under arms and it was
mentioned that the one on left side was severe. On 09 Mar 2021, she began
experiencing cramps and spasms on her right and left legs. She was
diagnosed with blood clots in both legs while in the emergency room (ER).
She was treated with hydroxyzine and apixaban. The event blood clot in both
legs was considered to be medically significant. The action taken with mRNA-
1273 in response to the events injection site itching, itching down to her toes
and left side of the body, painful nodules under both arms and shoulders and
blood clot in both legs was unknown. The outcome of the events Cramps and
spasms on her right and left legs, injection site itching, itching down to her
toes and left side of the body and blood clot in both legs was unknown
whereas painful nodules under both arms were still sore but better.. The
reporter did not provide any causal relationship between mRNA-1273 and
the events injection site itching, itching down to her toes and left side of the
body, painful nodules under both arms and shoulders and blood clot in both
legs.; Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of
the event, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11372241

Develop a blood clot on their left knee; Left leg kept swelling up; A
spontaneous report was received from a physician concerning a 83-year-old,
female patient, who received Moderna's COVID-19 Vaccine (mMRNA-1273)
and experienced a blood clot on her left knee and left leg kept swelling up.
The patient's medical history included cholesterol unspecified. Products
known to have been used by the patient, within two weeks prior to the
event, included vitamin D and medications for cholesterol. On 26 Feb 2021,
prior to the onset of the symptoms, the patient received her first of two
planned doses of mMRNA-1273 (Batch number: 038K20A) intramuscularly in
the left arm for prophylaxis of COVID-19 infection. On an unspecified date
after the vaccination patient developed blood clot on left leg, leg also kept
swelling. Relevant treatment for the event included blood thinners and
aspirin. Action taken with mRNA-1273 in response to the events was not
provided. The outcome of the events, blood clot on their left knee and left
leg kept swelling up, was unknown.; Reporter's Comments: Based on the
current available information and temporal association between the use of
the product and the start date of the events, a causal relationship cannot be
excluded.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

11377391

2 DAYS AFTER SM RECIEVED HIS MODERNA VACCINE IN HIS LEFT ARM HIS
RIGHT ARM TURNED BLUE. HE WENT TO THE EMERGENCY ROOM TO FIND
OUT HE RECIEVED A BLOOD CLOT WHICH THEY THINK WAS CAUSED BY THE
VACCINE. HE WAS PUT ON BLOOD THINNERS THAT DAY AND SENT HOME 6
HOURS LATER. HE WILL BE ON BLOOD THINNERS FOR UP TO 6 MONTHS.
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THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1137940-1

About 11:30 PM on 03/15/2021, started gasping for breath when laying
down, sat up in lazy boy for a hour and half, beathing returned to normal.
About 3:30 PM on 3/16/2021, started gasping for breath again. Called my
daughter and she transported me to Hospital. They tested for covid - results
negative. They did a C-Scan of my chest and saw a blood clot in each lung.
While hooked to the monitors, they found I had Afib. They also did an ultra-
sound of my legs and found a small clot in each leg below the knees in a
small vein. I have never had any record of clots or Afib. They transferred me
to Medical Center early on 3/17/2021. They started a heparin drip to soften
the clots. In the afternoon of 3/17/2021, they performed a Suction
Thrombectomy to remove the clots from my lungs. On 3/19/2021, they put
me on Eliquis Tab. I was released from the hospital in the evening of
3/20/2021.

THROMBOSIS

CovVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11391471

I went into DKA, my left eye bled, my left arm has a blood clot I was in
hospital 9 days and a rehabilitation place for 11 days.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1142665-1

Working full time during this post injecting time but 2days later sarted with
nausea and vomiting and then itching and then next day asthma started to
flare up and by the next day it developed into full blown exacerbation. As
everything worsened and couldn't control anymore with inhaler and even
tried nebulizer, I went to hospital. I went to ER that day on 2/17. They did
breathing treatments, several Blood tests, chest xrays, Epi injection, IV
steroids and several other meds, oxygen, and was admitted. As it worsened
I had to be intubated 3 different times, where I would get to point they
thought could be weaned off and for a day or two and would be a little better
and then would worsen again requiring me to be reintubated for a total of
about 10 days on the ventilator. During this time on vent second time I
developed pneumonia, staph/MRSA, UTI. After being put on vent 3rd time I
had to be life flighted to bigger hospital ICU. Then after a few days they
were able to wean of ventilator but during which time I developed
laryngospasms. I continued to improve with breathing but mentioned I had
leg pain and the said probably due to low sodium and lack of mobility. I was
finally released on 3/5 and discharged home with home health but sent
home in supplemental oxygen due to says dropping and poore tolerance
without sitting O2 stay at hospital prior to DC home. After getting home the
next day or two right leg pain worsened along with breathing worsenining
and HH sent me to PCP who discovered blood clots and sent me to local er,
that day which was 3/8. That hospital evaluated breathing issues and took
blood work and chest xrays, started me on heparin drip and sepsis protocol
and then called in life flight to send me to bigger ICU hospital within a few
hours after arrival which they debated on ventilator or bipap but ended up
on bipap and flown to hospital. There I was treated for breathing issues,
infection, clot, vocal cord dysfunction from the multiple intubations then sent
home when stable again with home health RN, PT, PT and ST. Also during all
this hospital stay I was treated 4x for covid and all negative. Then after
coming home this last time on 3/13 i had 15-20Ilb with gain in a little over a
week and in 3 of those last days almost 9lbs with abdominal distension and
chest pain/ nausea/ dizziness/low BP but fluctuating high at times / high Hr,
so referred back to PCP 3/23 who sent me to ER that day concerned of abd
blessed, kidney and or liver issues/sepsis/etc. PCP sent to ER. They did blood
work and Abd CT and xray not showing anything and blood levels of liver
slightly elevated, with blood in urine and so they said nothing of concern
even though I went from looking normal to 6/7 months pregnant in less than
a week. Followed up with pulmonologist who said bases of lungs
hypoventilated, PFT very poor, wheezing and tight and WBC still up and gave
me more steroids and asthma meds. Went to urologist due to blood in urine
and also having urinary retention. They advised me to self cath and I will
follow up in 1 month to determine if they need to do more tests to look into
it more. PCP still concerned about these new abd. And other symptoms, and
referring to specialists (cardiologist, Gastrointerologist, and Nephrologist)
along with others already seeing too find the root of what are causing these
new problems and if other organs are being affected with this whole immune
response. I work full time, had 3 kids and works out with no limitations in
my daily activities or ability to function, however since all this and being the
hospital for pretty much most of laar month, the ongoing breathing issues
(which I'm still requiring 02 at home) and all the other medical issues and
the physical weakness/ lack of cardiopulmonary endurance I am unable to
work (on short term disability/FMLA) and limited to home with ability to do
much at all. Now I'm left with decreased income and tons of medical bills to
come which is very concerning in itself how I will even pay since i can't work
right now, but the most concerning is I'm still in this waiting game to figure
out why things are not improving that much and why these other symptoms
are arising. I have worked my whole life and love my work and my life and
was trying to protect from this horrible virus by doing my part and getting
vaccinated. But it seems that my life went from nothing wrong to one crazy
medical reaction to another after this 2nd covid-19 19 moderna injection.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1142915-1

Blue/black blood clot on middle finger right hand; Burning in middle finger
on right hand; Itchiness on middle finger on right hand; Pain in middle finger
on right hand; A spontaneous report was received from a Consumer
concerning a 55-years-old female patient who received Moderna's COVID-19
vaccine (mRNA-1273) and experienced events burning in middle finger on
right hand/burning sensation, itchiness on middle finger on right
hand/pruritus, pain in middle finger on right hand/pain in extremity, blue
black blood clot on middle finger right hand/thrombosis. The patient's
medical history was not provided. No relevant concomitant medications were
reported. On 2 Jan 2021, prior to the onset of the events the patient
received their first of two planned doses of mMRNA-1273 (lot batch: 037K20A)
intramuscularly for prophylaxis of COVID-19 infection. On 20 JAN 2021 1.00
pm, after taking mRNA-1273, the patient felt weird sensation in right hand
middle finger. She felt burning, itchiness, pain and had a dark blue/black
blood clot on inside of finger. 2 hours later it started to fade down (purple in
color). In the evening it was considerably lighter. On 21 Jan 2021 there was
a light imprint of the blood clot. Blood clot went away later that day. Patient
did not received treatment. Action taken with mRNA-1273 in response to the
events was not reported. On 20 Jan 2021 the outcome of events burning in
middle finger, itchiness on middle finger on right hand, pain in middle finger
on right hand was resolving. On 21 Jan 2021 the outcome of event blue
black blood clot on middle finger right hand was resolved.; Reporter's
Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded. Further information has been
requested.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1143465-1

Superficial blood clot in the leg/area is sore to touch; A spontaneous report
was received from a consumer (patient), concerning a 82-years-old female
patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and
experienced superficial blood clot in the leg/area is sore to touch
(thrombosis). No medical history was reported. No concomitant medications
were reported. On 19 Jan 2021, the patient received the first of two planned
doses of mMRNA-1273 (Lot number: not provided), on 15 Feb 2021, the
patient received the second of two planned doses of mMRNA-1273 (Lot
number: 027L20A) intramuscularly for prophylaxis of COVID-19 infection. On
an unknown date, the patient experienced a superficial blood clot in her leg
(medically significant). She also reported that the area was sore to touch.
The doctor prescribed medication to treat her problem, but they said to wait
a week to see if it solved on its own before taking it. She was also applying
ice pack on the affected area. No further information as reported. The
patient received both scheduled doses of mMRNA-1273 prior to the event,
therefore action taken with the drug in response to the event is not
applicable. The event of superficial blood clot in the leg/area is sore to touch
(thrombosis) was unresolved. The reporter did not provide assessment for
the event of superficial blood clot in the leg/area is sore to touch
(thrombosis).; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the event, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1144314-1

patient complained of shortness of breath of 3/22/2021 to primary care
physician approximately 1 week post covid vaccine. CT Scan was ordered.
Confirmed on 3/26/2021 as Left Lower lobe occlusion and diagnosed with
Pulmonary embolism. On 3/26/2021 at Emergency department, he also
showed bilateral PE with large clot burden. Patient is hospitalized a this point
since 3/26/2021 and has been treated for PE since. He was discharged on
3/28/2021 and continue treatment as appropriate with Rivaroxaban.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

11443921

Last Moderna vaccine March 3, 2021. On March 17 began not feeling well.
Never felt this way. Then on March 25 had severe low abdominal pain that
sent her to ER.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

11451941

Patient had Moderna covid vaccine #1 on 3/21/21. Patient presented to the
emergency dept on 3/23/21 complaining of a discolored right arm (turning
purplish) and swollen. Patient had a blood clot in Sept 2020 and was on
anticoagulation until Jan 2021. Ultrasound of the RUE found an occlusive
thrombus, R subclavian and right axillary vein as well as a nonocclusvie
thrombus within the inferior R internal jugular. Patient was initiated on
apixaban anticoagulation. Patient was seen back in the office and had a
repeat ultrasound due to lack of improvement on 3/26, thrombus was
unchanged. Patient continued on apixaban. Patient called the office on 3/29
with no improvement in his arm. Patient to be re-evaluated

THROMBOSIS

COVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1146300-1

Systemic: blood clots-Medium, Systemic: Nausea-Medium, Systemic:
Neurological Disorder (diagnosed by MD)-Medium, Systemic: Stroke-Severe



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3

Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1147138-1

Very hard to breath for few minutes; Swollen arm; Nausea; Headaches;
Blood clogging; A spontaneous report was received from a consumer
concerning a 63 years old female patient who received Moderna's COVID-19
vaccine (mRNA-1273) and experienced events very hard to breath for few
minutes/dyspnoea, blood clogging/thrombosis, headaches, nausea, swollen
arm/peripheral swelling. The patient's medical history included high blood
pressure. Concomitant product use was not provided by the reporter. On 15
Jan 2021, the patient received their first of two planned doses of mRNA-
1273 (lot: 027L20A) for prophylaxis of COVID-19 infection. On 08 Feb 2021,
the patient received their second of two planned doses of mRNA-1273 (lot:
0101M20A) for prophylaxis of COVID-19 infection. The first dose of vaccine
was taken in non dominant arm and second dose was taken in right
dominant arm. On an unknown date, the patient experienced swollen arm.
In between the two doses she felt very hard to breath for few minutes and
when she took a deep breath it was fine. She had tylenol for the headaches
after the second dose on 08 February 2021. She also had nausea along with
headaches. She had blood clogging when she was in a blood donation camp.
The event very hard to breath for few minutes and blood clogging were
considered as medically significant. Thiamine was provided as medication
The patient received both scheduled doses of mMRNA-1273 prior to the
events; therefore, action taken with the drug in response to the events is not
applicable. Follow-up received on 17 Mar 2021 included updated date for first
dose of vaccine, and the events very hard to breath for few
minutes/dyspnoea, blood clogging/thrombosis.; Reporter's Comments:
Based on the current available information which shows a strong temporal
association between the use of the mRNA-1273 and the reported events and
excluding all other etiology, a causal relationship cannot be excluded. Nausea
and headache are consistent with the safety profile of the product

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

11484211

At 2AM on Saturday, March 13, 2021, I began passing blood into the toilet.
That evening I went to the Emergency Department and was admitted as an
inpatient. I was treated there and discharged to home on Tuesday, March 16.
Over the next two days I passed substantial amounts of coagulated blood.
My diagnosis was colitis.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

11487101

blood clot in lower leg; achy; Pain in the back of leg that would not go away;
body ache/ache; headache; A spontaneous report was received from a
consumer concerning a patient age ,57 years old male patient who
developed Blood clot in lower leg/Thrombosis, Body ache/Myalgia,
Headache/Headache and pain in the back of the leg that would not go
away/pain in extremity. The patient's medical history included Central Retinal
vein occlusion (CRVO). Concomitant product use was not provided/unknown
by the reporter. The patient received their first of two planned doses of
mRNA-1273 (Batch number not provided) on unknown date. The patient
received their second of two planned doses of mMRNA-1273 (Batch number
not provided) on 03 Feb 2021, intramuscularly in the (unknown injection
site) for prophylaxis of COVID-19 infection. On the same day as receiving
the vaccine 03 Feb 2021 patient reported as having pain in back of the leg
that would not go away. Patient also had body aches, felt achy and had
headache. Patient went to Emergency room on 03 Feb 2021 and was
diagnosed a blood clot in lower leg. The event blood clot in lower leg was
assessed as medically significant based on IME list. Treatment information
was not provided/unknown. Patient is following up with a hematologist. The
patient received both scheduled doses of mMRNA-1273 prior to the event(s);
therefore, action taken with the drug in response to the event(s) is not
applicable. The outcome of the event(s), Blood clot in lower leg/Thrombosis,
Body ache/Myalgia, Headache/Headache and pain the was unknown.;
Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of
the events (pain, myalgia, and headache) a causal relationship cannot be
excluded. A very limited information regarding these event (Thrombosis) has
been provided at this time. Noting the history of central retinal vein occlusion
may remain as a risk factor for thrombosis. Further information has been
requested.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1148711-1

Her leg started bothering her, the pain was quite heavy and consistent; pain
under her left arm; blood cloth in her leg; a little nauseous; headache; tired;
pins; A spontaneous report was received from a consumer concerning a
female patient of 70-years-old, who received Moderna's COVID-19
vaccine(mRNA-1273) and experienced Pins/
Paraesthesia,nausea,tiredness,headache,pain in leg was quite heavy and
consistent, blood cloth in leg, pain under left arm. The patients medical
history was not provided .Concomitant medications reported included Eliquis
starter pack twice a day,Latanoprost for Glaucoma,Omeprazole for heart
burn. On 15 Jan 2021, prior to the onset of events, the Patient received their
first of two planned dose of mMRNA-1273(Lot number: 037K20A) vaccine via
unknown route for prophylaxis of COVID-19 infection. On 12 Feb 2021,prior
to the onset of events, the Patient received their second of two planned dose
of MRNA-1273(Lot humber: 024M20A) vaccine via unknown route for
prophylaxis of COVID-19 infection On 12 feb 2021, That evening she got pins
again.The next day she was a little nauseous, tired and had a headache. Her
leg started bothering her 3 days to a week after the second dose.And the
pain in her leg was quite heavy and consistent, she thought it might be her
sciatica. She went to the doctor and ended up getting a doppler and they
discovered a blood clott there. She had never had a blood clott before in her
life.she was feeling pain under her left arm as well. No Treatment for the
event was provided. Action taken with the mRNA-1273 in response to the
event was not applicable. the event pins were considered resolved on 13 Feb
2021. The events nauseous,tiredness,headache were considered resolved on
14 Feb 2021. The outcome of the events pain in leg was quite heavy and
consistent, blood cloth in leg, pain under left arm was unknown.; Reporter's
Comments: Based on the current available information and temporal
association between the use of the product and the start date of these
events, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1150203-1

pain in left arm, numbness. Then developed a itchy rash and a lump in the
cubital fossa and swollen lymph nodes. Initially took benadryl, then went to
the ED. An ultra sound showed a clot located in her left cubital fossa.
Transferred to Med center started on eliquis and released from the hospital.
Now complaining of pain in the left leg. Adv caller to follow up with her pcp
about the pain.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1151065-1

Stroke; Blood clot on the brain; I Just sort of zoned out on them; Arm
soreness; I Just kept getting tireder; A spontaneous report was received
from a consumer, concerning a 69-years old male patient, who received
Moderna's COVID-19 vaccine and experienced stroke, blood clot on brain,
arm soreness without redness and swelling, he just kept getting tireder, he
just sort of zoned out on them. The patient's medical history was not
provided. Concomitant product use was not provided by the reporter. On 05
Jan 2021, prior to the onset of events, the patient received the first of two
planned doses of MRNA-1273 (lot number 037K20A) via unknown route for
COVID-19 infection prophylaxis. On 05-FEB-2021, prior to the onset of
events, the patient received the second of two planned doses of mMRNA-1273
(lot number 032L20A) via unknown route for COVID-19 infection
prophylaxis. On 05 Feb 2021, after the second dose of vaccine, the patient
experienced arm soreness and fatigue, He did not get any medication or
treatments for his arm soreness without redness and swelling and and just
kept getting tireder events. On10-MAR-2021 patient experienced just sort of
zoned out of them, stroke, blood clot on brain. An ambulance was called for
him and he was taken to the hospital where he received MRIs, and CT scans.
He states they think it was a stroke. No treatment medication was reported.
Action taken with mRNA-1273 in response to the event was not applicable.
The outcome of the events (arm soreness without redness and swelling and
he was just kept getting tireder) was recovered but the events (stroke, blood
clot on brain, he just sort of zoned out on them) not resolved at the time of
this report.; Reporter's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1152023-1

developed a blood clot in right leg DVT

THROMBOSIS

COVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1152349-1

developed a blood clot in left calf

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11531331

Blood clot; Swelling in lower leg; A spontaneous report was received from a
consumer concerning a male patient, who received Moderna's COVID-19
vaccine (mMRNA-1273) and experienced swelling in lower leg and blood clot .
The patient's medical history was not provided.Concomitant medications
reported included blood thinners Xarelto. On 21 Feb 2021 prior to the onset
of the events, the patient received his first of two planned doses of mRNA-
1273 (Lot number: unknown) for prophylaxis of COVID-19 infection.
Treatment for the events was unknown. Action taken with mRNA-1273 in
response to the events was not reported. The outcome of the events,
swelling in lower leg and blood clot was unknown.; Reporter's Comments:
Based on the current available information and temporal association between
the use of the product and the start date of the events, a causal relationship
cannot be excluded.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

11531721

Ischemic stroke; Right side of brain and blood vessels affected badly and
found blood clots because of ischemic stroke; A spontaneous report was
received from a consumer concerning an 89-years-old male patient, who
received Moderna's COVID-19 vaccine (mRNA-1273) experienced ischemic
stroke and right side of brain and blood vessels affected badly and found
blood clots because of ischemic stroke/thrombosis. The patient's medical
history included hearing issue. Concomitant medication included losartan. On
24 Feb 2021, approximately 12 days prior to onset of the events, the patient
received their first of two planned doses of mMRNA-1273 (batch number:
001A21A) intramuscularly in the left arm for prophylaxis of COVID-19
infection. On 08 Mar 2021, the patient got ischemic stroke. The patient was
in hospital for 3 days and doctor put him on blood thinner. MRI (magnetic
resonance imaging) of his upper body revealed his right side of brain and
blood vessels affected badly and found blood clots because of ischemic
stroke. Treatment for the event included blood thinner. Action taken with
MRNA-1273 in response to the events was not reported. The outcome of the
events ischemic stroke and right side of brain and blood vessels affected
badly and found blood clots because of ischemic stroke was not reported.;
Reporter's Comments: Based on the current available information and
temporal association between the use of the product and the start date of
the event, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1155160-1

"Patient received Moderna vaccine dose #1 on 3/3/21 at approximately
0900. In the afternoon of 3/4/21, patient had sudden onset shortness of
breath while at home, as well as fatigue and low energy. Patient knew that a
potential side effect of vaccine was fatigue, so he assumed this was just a
normal side effect to be expected. States that his difficulty breathing and
fatigue continued for about a week. After continued urging from wife to seek
medical care, patient visited urgent care center on 3/15/21. The urgent care
did a D-Dimer lab, and an x-ray of chest. X-ray ""showed something
abnormal"" so they did a CT scan as well, which showed a ""huge pulmonary
embolism."" D-Dimer lab was elevated. Patient was transported to hospital
by ambulance and had immediate surgery to remove blood clot from lungs at
approximately 2100 on 3/15/21. Per patient, the surgeon said the clot was
about the size of his palm. Surgeon reported that there was ""100%
blockage to left lung from the aortic artery and 90% blockage to right lung
from aortic artery."" A DVT in popliteal vein was identified, and the surgeon
assumes the clot started in the popliteal vein and broke off and traveled to
lungs. Patient was admitted and hospitalized until he was discharged home
on 3/18/21. During course of hospitalization, genetic testing was done and it
was determined that the ""genetic marker for clots was negative, so they
think the clot is from a one-time event--patient's family does not need to be
concerned that they have clotting issues."" Patient states that he was started
on heparin in the hospital, and was discharged home on Eliquis blood
thinner, which is being tapered. Patient states that the doctors think he will
be on Eliquis for about 6 months and will not need to be on it for life.
Doctors say the DVT in leg will dissolve on its own. During hospitalization, an
echogram and cardiac cath was performed, which showed ""an old heart
attack on the left side, but that collateral vessels have built up already.""
Right side of heart was weaker from having to work so hard due to blood
clots in lung, but prior to discharge from hospital, the right side of heart was
already showing improvement. A heart cath was done to check vessels and it
was determined no stents were needed, although there was a small clot in
left anterior descending artery. Patient was also newly diagnosed during
course of hospitalization with Type II Diabetes in a non-obese person, HTN
(which patient had never had before), Coronary Artery Disease,
Hyperlipidemia, 1st degree AV block. Was discharged home with metformin,
losartan, chlorthalidone, atorvastatin, and Aspirin. The chlorthalidone was
discontinued, due to ""blood pressure dropping too low--they think his high
blood pressure was situational"" per wife of patient. Medical doctors advised
against receiving the 2nd dose of Moderna vaccine. Patient being followed by
Internist at hospital. Patient's shortness of breath resolved ""immediately
after clot was removed"" but is continuing to be followed while on new
medications and blood thinner dosing. The above information was provided
during telephone interview of patient and his wife."

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

11555241

Pt. states she started to spit blood approximately 12 hours after Covid 19
vaccines. It happened both times. 1st dose given on 2/25/21, reporting
second dose from 3/25/21 because pt. sought ER care at . She states the
blood was coming from throat area, not vomiting. She just spit out blood and
blood clots. Dr. will send her to ENT to rule out lesion.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1159805-1

Patient received first dose of Moderna vaccine. Later that day, patient
experienced heavy vaginal bleeding that included blood clots and required
the use of a sanitary pad. She had her period the previous week and it had
since stopped so she does not believe it's her period. At the time of the call
to the pharmacy, 8:30am the following day, patient was still actively
bleeding. Advised patient to monitor for other signs and symptoms of
bleeding such as excessive bruising, nose bleeds, gum bleeds, and to check
her stool for the appearance of coffee grounds. Patient was calling to try to
find a doctor nearby who could see her. Advised patient that if she could not
find a doctor to go to urgent care if the bleeding continued or worsened.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
She got her vaccine and had no reactions at all. On 3/12/21 she was in her
car and started having stabbing pain in the left side of her chest under the
rib. She thought it was gas pains and dismissed it, and then it started
radiating towards the front and the stomach. On 3/16/21 she went to the ER
and they did a CT scan that showed that she had a blood clot on her spleen.
COVID19 With that they gave her the diagnosis of idiopathic splenic infarction. She
(Covib19 was then sent by ambulance to another hospital to be admitted in case she
THROMBOSIS (MODERNA)) MODERNA - was needing surgery. She was given heparin and on that for 2 1/2 days.
(1201) They determined that 60% of her spleen is dead, blood supply cut off to it,
and the other 40% is nonfunctional. On 3/19/21 they gave her vaccines of
Prevnar 13, HIB, meningococcal, meningococcal B, and a flu vaccine. She
was discharged on the 3/20/21 with Plavix. She saw her regular doctor
yesterday and he diagnosed her with functional asplenia and to continue the
Plavix. She is no longer having any symptoms after dissolving the blood clot.
Sore arm at injection site, extreme fatigue, sudden onset uncontrolable
menstrual bleeding & blood clots, felt faint & had some blurred vision. Heavy
COVID19 bleeding & heavy clotting continued until next morning (I have not had any
(COVID19 issues with my cycle since my surgery last year so this was not normal).
THROMBOSIS MODERNA 1160353-1 | Woke up with fever of 100.7 Saturday morning at 4:57am; fever did not go
(MODERNA)) A . - )
(1201) away until Saturday 8:45pm. Had flu-like symptoms, fatigue, fever, chills,
intense all over muscle soreness. Felt better & symptoms were gone by
Tuesday 03/02/2021. Menstrual cycles went back to normal following month
after 2nd vaccine.
Patient presented to our ED on 3/30/21 @ 1149 with complaints of SOB and
COVID19 chest pain. D-Dimer was elevated > 3 times upper normal limit so CTA was
(COVID19 performed. CTA showed bilateral lower lobe PE with moderate thrombus
THROMBOSIS MODERNA 1163787-1 | burden. Patient was given Lovenox 1mg/kg (90 mg) x 1, pain medication,
(MODERNA)) e
(1201) and home medlca_tlons he had not yet taken at home on 3/39. He was then
transferred to a higher level of care. Course at transfer hospital unknown at
this time.
?C%\(;Fgfg Felt crummy on day one and two better on day three and on day four
THROMBOSIS MODERNA 1163967-1 | developed four blood clots on Coumadin with an INR of 4.5 and died the next
(MODERNA)) d
(1201) ay on 3/31/2021.
COVID19
THROMBOSIS gﬁg‘g‘g&ﬂ a)) | MODERNA 1169237-1 | Blood Clot, lower leg (left calf muscle). MD. recommed Xeralto 20mg
(1201)
CoOVvID19
THROMBOSIS fﬁg‘g‘g&i a)) | MODERNA 1171092-1 | Thrombosis on right foot
(1201)
COVID19 I had an extensive oral surgery about 36 hours after getting the vaccination.
(Covib19 I had non profuse bleeding after the surgery. I experience a condition called
THROMBOSIS (MODERNA)) MODERNA - Liver Clot (currant jelly clot). This condition and the bleeding continued for
(1201) over 5 days following the surgery or 6.5 days after the vaccine dose 1.
COVID19
(CoviD19 Blood clot that caused total vision loss in right eye. It occurred on
THROMBOSIS (MODERNA)) MODERNA 1725291 04/03/2021. Was treated by ophthalmologist at eye Center, and at Hospital,
(1201)
COVID19 Patient states that h(_a woke up the next day extremely fatigyed. About 3pm,
(COVID19 he could not move his arm/right hand and had trouble walking. He called his
THROMBOSIS (MODERNA)) MODERNA 1173053-1 | doctor's office who told him to call 911. At the hospital, he was given
(1201) emergency medication for a blood clot. He states the ER told him his stoke
was from the covid vaccine.
Blood clot on his left leg, from his groin to his ankle/still having the blood
clot; A spontaneous report was received from a consumer concerning an 80-
years-old male patient, who received Moderna's COVID-19 vaccine (mRNA
-1273) and had blood clot on his left leg, from his groin to his ankle. The
patient's medical history was not provided. No relevant concomitant
medications were reported. On 02 Jan 2021, prior to the onset of the
symptoms, the patient received their first of two planned doses of mRNA-
1273 (Batch number: 039KZ014) intramuscularly for prophylaxis of COVID-
COVID19 19 infection. On 30 Jan 2021, approximately two weeks prior to the onset of
(COVID19 the symptoms, the patient received their second of two planned doses of
THROMBOSIS (MODERNA)) MODERNA 1173594-1 | mRNA-1273 (Batch number: unknown) via unknown route in the left arm for
(1201) prophylaxis of COVID-19 infection. On an unknown date in Feb 2021, the
patient reported having a medically significant event, blood clot on his left
leg, from his groin to his ankle and is still having it. The patient taking
medication for it. The patient received both scheduled doses of mRNA-1273
prior to the events, therefore action taken with the drug in response to the
events was not applicable. At the time of this report, the outcome of the
event had blood clot on his left leg, from his groin to his ankle was not
resolved.; Reporter's Comments: Based on the current available information
and temporal association between the use of the product and the start date
of the event, a causal relationship cannot be excluded.
Very heavy period with clotting. I was on day 3 of my period at the time of
vaccination. Immediately upon receiving the vaccine I had uterine cramps
COVID19 and heavy bleeding with large clots continued throughout the day and into
(COVID19 the next day. Had some dark bleeding/discharge about 4 days after my
THROMBOSIS MODERNA 1174091-1 | period ended for 2 days. This also happened during my first dose of
(MODERNA)) . - i .
(1201) Moderna, although my first dose was on the first day of my period so I didn?

t quite register it since bleeding is normally heavy at the beginning of my
period. First period was also substantially heavier with clots and had some
dark bleeding/discharge 4 days after my period ended
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
After the first Dose I exp tingling on right side of my face. I woke up next
COVID19 day exp headache and fatigue realized right eye lid wasn't closing same time
(COVID19 as left eyelid. I went to walk in clinic next morning confirmed Bell's Palsy
THROMBOSIS (MODERNA)) MODERNA 1175650-1 | started Prednisone. I do have a genetic blood clotting disorder for 18
(1201) years.Since the vaccine on 3/31 I woke up with pain in my foot on lower
right leg applied ice and took Tylenol. I scheduled a doppler at the Imaging
center on 2/7 confirmed blood clots and prescribed Xarelto.
COoVID19
THROMBOSIS gﬁg\l:l)lEDI;?‘lA)) MODERNA 1176103-1 | Pelvic blood clot in right common iliac artery
(1201)
COVID19
(Covib19 ) Started with stomach pain that continued to increase. Went to E.R. After
THROMBOSIS (MODERNA)) MODERNA - variouse test found a blood clot near stomach in vein.
(1201)
COVID19 The patient started to feel swelling, redness on the interior of upper right
COVID19 leg.It was a swollen vein. She went to the physician on 2-15-2021. She was
THROMBOSI ( MODERNA 11774651
OMBOSIS (MODERNA)) o - diagnosed with having a blood clot and had to have it removed. She is
(1201) wearing compression stockings now 24/7.
Woke up on 4/4 with a golf ball sized, raised welt at the injection site. It was
hot and very red. The next day, it was even larger, by 4/7, it had completely
gone away. Everyone thinks I should also mention that I was admitted to the
COVID19 hospital with chest pain, high BP/Pulse on 3/31, they did a D-Dimer on me
(COVID19 and it was elevated, suggesting a clot has formed and is in the process of
THROMBOSIS (MODERNA)) MODERNA 1177623-1 | breaking down. I had a CT of my chest and no PE was found, but I had
(1201) thickening of my left lobar pulmonary artery wall, further supporting the
suggestion of a possible blood clot. After an echo stress test, I was
discharged the next day on HTN meds. I was experiencing chest discomfort
prior to my vaccine, but again, EVERYONE is telling me I need to report this,
solam. :)
Blood clot in Left Arm; itchy rash from elbow to shoulder; lump on the
underside of her biceps; nauseous; couldn't lift arm up; arm sore at the
injection site; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (Blood clot in Left Arm) in a 63-
year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included No
adverse event (No reported medical history.). Concomitant products included
CLONAZEPAM for Anxiety, STEROIDS for Back disorder, CITALOPRAM and
MORPHINE SULFATE for an unknown indication. On 23-Mar-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 23-Mar-2021, the patient experienced
CoOVvID19 VACCINATION SITE PAIN (arm sore at the injection site). On 24-Mar-2021,
(Covib19 ) the patient experienced MOVEMENT DISORDER (couldn't lift arm up). On 25-
THROMBOSIS (MODERNA)) MODERNA S Mar-2021, the patient experienced RASH PRURITIC (itchy rash from elbow to
(1201) shoulder), MASS (lump on the underside of her biceps) and NAUSEA
(nauseous). On 27-Mar-2021, the patient experienced THROMBOSIS (Blood
clot in Left Arm) (seriousness criterion medically significant). At the time of
the report, THROMBOSIS (Blood clot in Left Arm), RASH PRURITIC (itchy
rash from elbow to shoulder), MASS (lump on the underside of her biceps),
MOVEMENT DISORDER (couldn't lift arm up), NAUSEA (nauseous) and
VACCINATION SITE PAIN (arm sore at the injection site) outcome was
unknown. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown. Treatment included Benadryl for symptoms
and Eliquis for blood clot.; Sender's Comments: Based on the current
available information and temporal association between the use of the
product and the start date of the events, a causal relationship cannot be
excluded.
COVID19 Significant swelling at base of skull with severe headache starting 11 hrs
(COVID19 after vaccination. Superficial swelling of vein on left forearm started 46 hrs
THROMBOSIS (MODERNA)) MODERNA 1178589-1 | after vaccination in left upper arm. This vein had a clot that proceeded to
(1201) swell and burst causing significance pooling of blood with tracking on inside
of L forearm. Left arm remains warm and throbbing.
COVID19
THROMBOSIS (CoviD19 MODERNA 1178615-1 Pain in right leg, visited doctor, had ultrasound, found blood clot, prescribed
(MODERNA)) — | aspirin.
(1201)
CoOVvID19
THROMBOSIS gﬁg‘gg;ﬂ a)) | MODERNA 1179009-1 | Blood clot (brain)/ stroke
(1201)
COVID19
THROMBOSIS gﬁg‘g‘g&ﬂ a)) | MODERNA 1179370-1 | blood clots in right leg and left lung
(1201)
Pain in left calf began on April 2 during a long road trip. Pain continued for
COVID19 several days. On April 5, I visited Urgent Care for a suspected muscle strain.
COVID19 They referred me to the Hospital emergency care for an ultrasound. The
THROMBOSI ( MODERNA 11800001 - - - .
OMBOSIS (MODERNA)) o — | ultrasound detected deep vein thrombosis (DVT) (blood clot) in the popliteal
(1201) vein in my left leg, above and below my knee. I am currently taking
anticoagulant (Eliquis) medication to treat the DVT.
COVID19 Received 2nd Moderna Covid shot on 03/29/2021 and on 03/31/2021, felt
COVID19 what I thought was a muscle cramp that never went away. Went to urgent
THROMBOSI ( MODERNA 11808421 . g .
OMBOSIS (MODERNA)) o — | care where the shot was given on unspecified date and they diagnosed what
(1201) I thought was a muscle cramp area, as a blood clot.
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"Moderna EUA Pt started having left leg pain, discoloration (blue-purple) and
COVID19 swelling on 3/9/2021. Pt went to the hospital and was later called to come
COVID19 back to the hospital because she had a blood clot. Pt was sent to clinic and
THROMBOSIS ( MODERNA 11816141
(MODERNA)) - had a procedure by to remove clots. Pt states that the clot was ""2/3 size of
(1201) thigh."" Pt states that she is scheduled to have a second procedure in May to
remove blockages from iliacs."
COVID19
(CoviD19 . . : :
THROMBOSIS (MODERNA)) MODERNA 1181756-1 | blood clot in left arm causing enormous swelling
(1201)
COVID19
(CoviD19 i -
THROMBOSIS (MODERNA)) MODERNA 1182802-1 | pain in legs on 3/22/21
(1201)
?c%\(;ﬁ;fg Heart attack (blood clot in major artery) approximately 6 weeks post 2nd
THROMBOSIS (MODERNA)) MODERNA 1184699-1 | Moderna dose. Surgery done in cath lab to address blockage. Released from
(1201) hospital several days later.
3/14/2021 Tightness in chest, attributed to physical work outside, 3/15 still
felt tightness, 3/16 getting winded and went to the ER around 5:30pm, they
COVID19 took blood and ran test EKG, X-ray and ECHO complete with TTCV,
(COVID19 ultrasound of chest, and test showed multiple blood clots in both lungs; by
THROMBOSIS MODERNA 1184977-1 | this time he was having trouble breathing and was admitted because of the
(MODERNA)) ; ) N
(1201) blood clots. He was given Heparin and Vicodin through IV, on 3/17 they ran
more test to see where blood clots came from and where they came from
but nothing was found in legs. he was in a lot of pain Wednesday and he was
sent home on 3/19.
CoOVvID19
COoVID19 I started to feel pain in both knees going down both legs around 4/1/21. An
THROMBOSIS ( MODERNA 11853211
(MODERNA)) — | ultrasound was performed and a blood clot was found in my left lower leg.
(1201)
COVID19 fever and associate shivering day after the injection. Sever incapacitating
COVID19 muscle spasm in left leg two days after ijection . Three weeks later second
THROMBOSIS ( MODERNA 1186196-1
(MODERNA)) 86196 muscle spasm but not as sever. Discomfort in leg prsisted and diaghosed
(1201) through ultra sound blood clot in left leg.
covip19 Patient ted to the ph that sh dmitted to the hospital f
(COVID19 atient reported to the pharmacy that she was admitted to the ospital for
THROMBOSIS (MODERNA)) MODERNA 1186830-1 | blood clots shortly after receiving the vaccination and was there for at least
(1201) 10 days
COoVvID19
COoVID19 blood clot in superior mesenteric vein found with Abd CT scan placed on
THROMBOSIS | MODERNA -
(MODERNA)) - lovenox then xarelto with relief of sxs - abd pain
(1201)
3/16/2021 Received 2nd Moderna Covid-19 vaccine 3/25/2021 Trouble
breathing when exercising so stopped after 5 min and usually do 20 mim;
temp elevated for me normal 97.6 and was between 98.6 and 99.3, hacking
up yellowish phelgm. Phelgm had been coming up for longer period of time.
3/26/2021 went to clinic and put on treatment for possible bronchitus. Z-Pak
and Prednisone 5 days and asked to schedule x-ray to see if something more
showed. 3/30/2021 Completed meds and x ray scheduled. No improvement
COVID19 in breathing 4/1/2021 was finally able to get chest x-ray 4/2/2021 x-ray
COoVID19 showed nodule on lung & calcified grandular - told to schedule ct to check
THROMBOSIS ( MODERNA 11882231
(MODERNA)) — | out nodule - told clinic still no change in condition 4/5/2021 called clinic
(1201) again due to pain overnight in left lung. Trouble getting ct scheduled so clinic
sent to me emergency room rather than schedule ct 4/5/2021 - At ER blood
work, x-ray and ct scan completed. CT chest was significant for large
bilateral pulomanry emboli w r ventricular strain. Also r middle lobe lung
nodule and r adrenal nodule. Started on heparin drip and admitted.
Hospitalized 4/5 and sent home 4/8. Sent home on Xarelto to continue at
least 3 months and consult w family doctor to determine cause of
submassive clots and further treatment.
COVID19 Pulmonary Embolism with Acute Core Pulmonale -no sign of DVT. Multiple
(COVID19 blood clots in major arteries of both lungs. Event began with tiredness over
THROMBOSIS (MODERNA)) MODERNA 1188275-1 | about. 2 week period and ended in acute event with trouble breathing. Taken
(1201) to hospital via ambulance. Tests also showed right heart damage due to

stress from clots.



https://wonder.cdc.gov/controller/datarequest/D8;jsessionid=E598BA21ECE0397DEEC0FDDF925E?stage=results&action=hide&measure=D8.M3

Symptoms

Vaccine

Vaccine
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Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1188842-1

Blood clot; Fatigue extreme; muscle soreness; loss of appetite; Unable to
get out of bed for four days so then they took her to the ER; Lack of
circulation on legs due to blood clot produced a wound to develop in her leg;
This spontaneous case was reported by a consumer and describes the
occurrence of THROMBOSIS (Blood clot) and FATIGUE (Fatigue extreme) in a
74-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch nos. 025A21A and 007M20A) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's
past medical history included No adverse event. On 28-]Jan-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown
route) 1 dosage form. On 26-Feb-2021, received second dose of mRNA-1273
(Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1
dosage form. On an unknown date, the patient experienced THROMBOSIS
(Blood clot) (seriousness criteria hospitalization and medically significant),
FATIGUE (Fatigue extreme) (seriousness criterion hospitalization), MYALGIA
(muscle soreness), DECREASED APPETITE (loss of appetite), MOBILITY
DECREASED (Unable to get out of bed for four days so then they took her to
the ER) and LIMB INJURY (Lack of circulation on legs due to blood clot
produced a wound to develop in her leg). The patient was hospitalized on
22-Mar-2021 due to FATIGUE and THROMBOSIS. At the time of the report,
THROMBOSIS (Blood clot), FATIGUE (Fatigue extreme), MYALGIA (muscle
soreness), DECREASED APPETITE (loss of appetite), MOBILITY DECREASED
(Unable to get out of bed for four days so then they took her to the ER) and
LIMB INJURY (Lack of circulation on legs due to blood clot produced a wound
to develop in her leg) had not resolved. For mRNA-1273 (Moderna COVID-19
Vaccine) (Unknown Route), the reporter did not provide any causality
assessments.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1188857-1

experienced blood clot; This spontaneous case was reported by a consumer
and describes the occurrence of THROMBOSIS (experienced blood clot) in a
55-year-old male patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 038A21A) for COVID-19 vaccination. Concurrent medical
conditions included Factor V Leiden mutation. Concomitant products included
RIVAROXABAN (XARELTO) for Factor V Leiden mutation. On 16-Mar-2021,
the patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 23-Mar-2021, the patient experienced
THROMBOSIS (experienced blood clot) (seriousness criterion medically
significant). At the time of the report, THROMBOSIS (experienced blood clot)
outcome was unknown. Not Provided The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. The patient was
treated with blood thinner Xarelto (rivaroxaban) on a daily basis for factor V
mutation and was treated with the same for blood clot.; Sender's
Comments: Limited information regarding the event has been provided at
this time and a causal relationship cannot be excluded

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1189629-1

Blood clot on her eye after vaccination; Her HCP told her that she could wait
even 3 months to get the 2nd dose; This spontaneous case was reported by
a patient (subsequently medically confirmed) and describes the occurrence
of THROMBOSIS (Blood clot on her eye after vaccination) in a female patient
of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine)
for COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included Enucleation of
eyeball. In March 2021, the patient received first dose of mMRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an
unknown date, the patient experienced THROMBOSIS (Blood clot on her eye
after vaccination) (seriousness criterion hospitalization) and OFF LABEL USE
(Her HCP told her that she could wait even 3 months to get the 2nd dose).
At the time of the report, THROMBOSIS (Blood clot on her eye after
vaccination) and OFF LABEL USE (Her HCP told her that she could wait even
3 months to get the 2nd dose) outcome was unknown. Not Provided The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown. Concomitant product use was unknown. Treatment
information not provided. Her HCP told her that she could wait even 3
months to get the 2nd dose Patient decided not to give more information as
she believed it wouldn|t help her. Reporter did not allow further contact;
Sender's Comments: Based on the current available information and
temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1189636-1

Blood clot in leg; This spontaneous case was reported by a consumer
(subsequently medically confirmed) and describes the occurrence of
THROMBOSIS (Blood clot in leg) in an 81-year-old male patient who received
mMRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 039KZ014) for COVID-
19 vaccination. The patient's past medical history included No adverse
reaction (No reported medical history.). On 02-Jan-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 16-Jan-2021, the patient experienced
THROMBOSIS (Blood clot in leg) (seriousness criterion medically significant).
At the time of the report, THROMBOSIS (Blood clot in leg) outcome was
unknown. Not Provided The action taken with mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) was unknown. Treatment information was not
provided. Company Comment Based on the current available information and
temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded.

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1191982-1

Swelling in lower right leg caused by blod clot in thigh
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THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1192235-1

New onset DVT/PE blood clots. Diagnosed after patient had new onset right
calf pain and cramping about 9 days after receiving second Moderna COVID
vaccine, came to hospital had an ultrasound which showed clot, then had
CTA chest which confirmed pulmonary embolism (both done on 4/7/2021).
She has no other known risk factors for thromboembolism, however a
hypercoagulability work-up is also underway and will not be completed for
several months.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1192464-1

Fatigue, achy all over, pain under right rib cage that hurt threw to my back.
Went to med center and was seen by Dr. He was concerned so that he
insisted that I go to the hospital to be admitted on Tuesday 4/6/21. Was
admitted and blood work was done and ct abdomen and car which was
negative. More lab work was done on 4/7/21 which showed a elevated d-
diner. At that time a ultrasound of legs done which showed a clot in my right
leg. Then a ct chest was scheduled and done 4/8/21 which showed a clot in
my right lung.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1192802-1

Blood Clots, Stroke

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

11934501

Extensive arterial thrombus of the left lower extremity. Partial right lower
extremity thrombus. Interventions include heparin therapy and evaluation by
cardiovascular surgery and interventional radiology

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1194118-1

Blood clots; Felt extremely ill; Based on the current case data, this case has
been classified as invalid. This spontaneous case was reported by a
consumer and describes the occurrence of THROMBOSIS (Blood clots) in a
patient of an unknown age and gender who received mRNA-1273 (Moderna
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional
non-serious events is detailed below. Concurrent medical conditions included
Cancer and Autoimmune disorder. On an unknown date, the patient received
first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1
dosage form. On an unknown date, the patient experienced THROMBOSIS
(Blood clots) (seriousness criterion medically significant) and MALAISE (Felt
extremely ill). At the time of the report, THROMBOSIS (Blood clots) and
MALAISE (Felt extremely ill) outcome was unknown. The action taken with
mMRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. Based
on the current available information and temporal association between the
use of the product and the start date of the events, a causal relationship
cannot be excluded.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1194136-1

was hospitalized with multiple blood clots; This spontaneous case was
reported by a physician and describes the occurrence of THROMBOSIS (was
hospitalized with multiple blood clots) in a 61-year-old male patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 017B21A) for
COVID-19 vaccination. The patient's past medical history included Surgery
(on his shoulder.) on 12-Mar-2021. On 26-Mar-2021, the patient received
first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1
dosage form. On 31-Mar-2021, the patient experienced THROMBOSIS (was
hospitalized with multiple blood clots) (seriousness criterion hospitalization).
At the time of the report, THROMBOSIS (was hospitalized with multiple blood
clots) had not resolved. The action taken with mRNA-1273 (Moderna COVID-
19 Vaccine) (Unknown) was unknown. For mRNA-1273 (Moderna COVID-19
Vaccine) (Unknown), the reporter did not provide any causality assessments.
Concomitant drugs were not reported. Treatment information was not
provided.; Sender's Comments: Based on the current available information
and temporal association between the use of the product and the onset date
of the reported event of thrombosis, a causal relationship cannot be
excluded.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

11941411

very much like a blood clot; R leg swelling; very hematoma; big red patch;
warm sensation in the the leg; pain that he never had; normal pain in the
injection site; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (very much like a blood clot) in a
49-year-old male patient who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included No
adverse event (No reported medical history). On 01-Apr-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown
route) 1 dosage form. On 01-Apr-2021, the patient experienced
VACCINATION SITE PAIN (normal pain in the injection site). On 04-Apr-
2021, the patient experienced THROMBOSIS (very much like a blood clot)
(seriousness criterion medically significant), PERIPHERAL SWELLING (R leg
swelling), HAEMATOMA (very hematoma), ERYTHEMA (big red patch),
FEELING HOT (warm sensation in the the leg) and PAIN IN EXTREMITY (pain
that he never had). At the time of the report, THROMBOSIS (very much like
a blood clot), PERIPHERAL SWELLING (R leg swelling), HAEMATOMA (very
hematoma), ERYTHEMA (big red patch), FEELING HOT (warm sensation in
the the leg), PAIN IN EXTREMITY (pain that he never had) and VACCINATION
SITE PAIN (normal pain in the injection site) outcome was unknown. The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown
Route) was unknown.; Sender's Comments: Very limited information
regarding these events has been provided at this time. The events are
probably related to the patient's comorbidities

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

11943711

Blood clots both times in left leg after each dose. Emergency room visit
required
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Abnormal menses. Huge clots. Velocity and volume of blood extreme.
(Different from previous experiences of menorrhagia). The only other time I
experienced this type of dramatic and concerning bleeding was after I took
the Hepatitis vaccine (first shot) about 2 years ago. I think that's the only
other vaccine I've had as an adult. There is mention of heavy bleeding as a
COVID19 rare side effect for Hepatitis vaccine, and I surely hope you will study this
(CoviD19 ) effect from Covid vaccine as it took nearly a year to regulate my cycle after
THROMBOSIS (MODERNA)) MODERNA - the Hepatitis vaccine reaction. I've seen some reports suggesting that the
(1201) excessive bleeding that women are experiencing after the Covid vaccine is
due to stress and that is just plain insulting. Stress does affect the menstrual
cycle; that is well-known, but this is something entirely different. I have also
had small clots in the nose during the past several days, which again, is
highly abnormal for me. Thank you for looking into the bleeding side effects
that hundreds (if not more) women are struggling with at this time.
COVID19 Abnormal uterine bleeding. Started morning after an evening 2nd dose.
(COVID19 Normally 28 day cycle very routine. Started a week early and has not
THROMBOSIS (MODERNA)) MODERNA 1196028-1 | stopped since, 8 and a half weeks so far. Large clots at times. Is a change
(1201) from baseline, not blamed on stress please. As still ongoing and labs
pending, uncertain outcome at this time.
COVID19 Blood clots ( DVT in right leg and three pulmonary embolisms in right lung),
(Covib19 symptoms appeared around 4/5/2021 and diagnosed on 4/9 and 4/10. Also
THROMBOSIS (MODERNA)) MODERNA - started experiencing diarrhea during the same time period. Being treated
(1201) with Xarelto and Azithromycin.
COVID19 I had diarrhea about 20-40 minutes after receiving my first dose. I then got
(COVID19 my period a few hours later. It was on time, however, it was extremely
THROMBOSIS (MODERNA)) MODERNA 1197104-1 | heavy. On the 3rd day, I began to have very large blood clots. I spoke to my
(1201) gynecologist and she started me on birth control that sane day in order to
stop the bleeding.
PATIENT BEGAN SLURRED SPEACH AND WEAKNESS IN LEFT SIDE ONE
COVID19 WEEK AFTER VACCINATION. DAUGHTER, WHO IS A NURSE, NOTICED AND
(CoviD19 MADE PATIENT GO TO ER. THERE, PATIENT HAD A SCAN DONE THAT
THROMBOSIS | (yj0pERNA)) |MOPERNA 1978571 | REVEALED TWO BLOOD CLOTS, WHICH HAD CAUSED A STROKE, IN THE
(1201) BACK OF THE BRAIN. PATIENT WAS KEPT FOR OBSERVATION OVER NIGHT
IN THE HOSPITAL AND THEN RELEASED.
?C%\CII)D"‘?Q Patient has had L leg blood clot and multiple mental co-morbity-Anemia,
THROMBOSIS MODERNA 1198032-1 | hypertension, heart disease, hypokalemia, liver enzyme off per MD, poor
(MODERNA)) L ! . .
(1201) nutrition, tremors, hypothyrodism, COPD, small vessel disease of the brain
COVID19 Menstrual period began two days after 1st Moderna vaccine with spotting on
(COVID19 3/27/21. One week after vaccine, heavy period began with several fist-size
THROMBOSIS (MODERNA)) MODERNA 1198041-1 | clots the evening of 4/1/21. Today is 4/12/21 and I am still having my
(1201) period. It has lightened up but not stopped after more than two weeks. My
age is 50 and I am in peri-menopause.
COVID19
(CoviD19 ) Eight days following the first vaccine I was admitted with massive blood clots
THROMBOSIS gMOD)ERNA)) MODERNA BRI to my lets and lungs. I was hospitalized for 8 days. Four days were in ICU.
1201
Received Moderna COVID vaccine on 2/26/2021 and 3/26/2021. After initial
COVID19 dose she was fatigued. had also taken Plan B 3/1/2021. Fatigue lasted 1
(COVID19 month. 5-6 days after second dose she developed shortness of breath and
THROMBOSIS (MODERNA)) MODERNA 1198615-1 | chest pain. and 9-10 days lateraled noticed a prominent vein in the leg.
(1201) Called physician office 4/8/2021 and sent to urgent care then ER, found to
have superficial thrombosis in leg and multiple bilateral segmental and
subsegmental pulmonary emboli.
My last period prior to my first vaccine shot had been in June 2020. All signs,
including blood work, pointed to me having entered menopause. My mom
also went through menopause at age 45 when her periods suddenly stopped,
so I figured I was following in her footsteps. On Saturday, February 13,
COVID19 2021,_ I received my _first do_se of the Moderna vaccine, and by Thursday
(COVID19 morning, I was spotting. This was very surprising since I had not had a
THROMBOSIS (MODERNA)) MODERNA 1199088-1 | period in several months. Over the course of a couple of days, it turned into
(1201) a full-blown period with the most severe cramping I've ever had in my life.
By Saturday, they felt like labor contractions, and I was releasing sizable
blood clots. I made an appointment at our health clinic, and all bloodwork
again pointed to menopause. After my 2nd Moderna vaccine, I again
experienced just a tiny bit of brown spotting a few days after the vaccine.
However, it did not progress into a full-blown period that time.
Pain started on inside of right calf on 3/23/2021, but continued to spread up
and down from just above ankle to groin area. Three areas were extremely
COVID19 painful to touch. Diagnosed as blood clots in the saphenous vein. Put on
(COVID19 ibuprofen, keflex and famotidine on 3/29 and advised to elevate and use
THROMBOSIS (MODERNA)) MODERNA 1200509-1 | moist heat to help clots resolve. Pain started subsiding on 4/3 but is still
(1201) there, just not as bad. Referred to vascular surgeon, on 4/6/2021. He
recommended following advice from since they seem to be resolving and are
not in the deep femoral vein. As of today, 4/13/2021, pain is still there
although somewhat improved.
COVID19
(CoviD19 i Blood clot on middle joint of right hand pinky finger. Pressure bandage, heat,
THROMBOSIS (MODERNA)) MODERNA 12012701 Advil. Decreasing in size after 18 days.
(1201)
COVID19 Father started complaining about his right leg after first dose of Vaccine.
(CovibD19 i After second dose on Feb 12, 2021, Father started complaining much more
THROMBOSIS £MOD)ERNA)) MODERNA - about his leg. On Feb 23, 2021 it was diagnosed Father had a Blood Clot in
1201 his leg.
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COoVvID19
(coviD19 )
THROMBOSIS (MODERNA)) MODERNA 1201948-1 | X4 BLOOD CLOTS WITH 1 MONTH
(1201)
COVID19
COVID19 Shortness of breath , extreme pain 3 hospital visits until blood clot was
THROMBOSI ( MODERNA 1201 -1 !
OMBOSIS (MODERNA)) o - detected,now on blood thinner Eliquis
(1201)
Reporting for a friend she is in the hospital, all events may not be filled in,
but I thought it was important to report sooner than later due to the news
COVID19 on other vaccines. Patient had her second shot around 3/7/2021 u sure as
COVID19 she is in a rehab facility time of day was 1630. On the 17 th of March she
THROMBOSI ( MODERNA 1202135-1
OMBOSIS (MODERNA)) o - started having back pain then wasn?t able to get herself to the hospital
(1201) called 911 and was transported to the hospital and that night had emergency
surgery for a blood clot in her neck. She was in rehab and got rushed back
to the hospital and had a pacemaker placed. She is still in a rehab facility.
fc%‘(;ﬁ;fg LOWER LIMB EMBOLISM-BLOOD CLOT, TIGHTNESS, HEAT AND PAIN WHEN
THROMBOSIS (MODERNA)) MODERNA 1202196-1 | WALKING, TREATING PHYSICIAN COULD NOT CONTRIBUTE TO ANY OTHER
(1201) HEALTH CONDITIONS OR REASONS
COVID19 Seven days after Moderna vaccine I got up and started feeling a warmth in
(COVID19 my leg that started in foot and went up and it started hurting really bad,
THROMBOSIS (MODERNA)) MODERNA 1202613-1 | called an ambulance and went to hospital and because of blood clots, I had
(1201) to have emergency surgery, it was very huge arterial clot, and developed
shingles as well.
CoOVvID19
(CoviD19 i
THROMBOSIS (MODERNA)) MODERNA 1202649-1 | Blood clots then death
(1201)
COVID19
COVID19 Pt was seen by me for full arm thrombosis and CNS thrombosis which
THROMBOSI ( MODERNA 1202749-1 . . .
OMBOSIS (MODERNA)) o 02749 occurred approximately 1 week following second vaccine
(1201)
Severe headaches began 3/19/21; Urgent Care treated with meds and did
CT Scan; sent to ER on 3/25/21. Admitted to hospital. MRI and CT scans
done; Lumbar Puncture done--no bacteria; diagnosed as Cerebral Vascular
COVID19 Sinus Thrombosis; treated with Lovonox for 5 days then switched to Pradaxa
(COVID19 when released from hospital; given oxycodon, dilaudid, and tylenol for pain.
THROMBOSIS (MODERNA)) MODERNA 1203350-1 | Starting 4/1/21, numbness in right arm down to fingers. Sent to ER again on
(1201) 4/8/21 as headaches and numbness worsened. MRI and CT done. Clot
dissolving but pain continued at 10/10 level. Released and continues on
Oxycodon, Tylenol, Elavil, without relief as of today, 4/13/21. Still
incapacitated by pain and unable to walk at length, work, or any normal
activities.
I had a blood clot in my right leg . It started to bother me on 3/19/21. 1
called my doctor on 3/22/21 and she advised that I be seen in the ER. The
ER doctor confirmed that I had a blood clot in my leg and I was treated with
COVID19 Lovenex. In addition to the clot in my leg, I have multiple bruises on my
COVID19 arms and legs where blood vessels broke in the couple days before and after
THROMBOSI ( MODERNA 1203471-1
OMBOSIS (MODERNA)) o - the ER visit. I also felt very out of shape, with trouble getting enough breath.
(1201) Within 2 days of getting the Lovenex, I felt like I could breath normally and
my symptoms improved. Not sure if it is connected to the vaccine but
thought it was important to report. I am an active, otherwise healthy person
who walk at least 5 miles daily. The blood clot was very unexpected.
COVID19 Same day:Tingly arm. Metal taste in mouth. That night: very sore arm.
COVID19 Nausea started and dizzy spell at night. Nausea lasted 2 days 3 weeks after
THROMBOSI ( MODERNA 1204047-1
OMBOSIS (MODERNA)) o - shot: spotting about 6 days before period. Heavy period with clots that came
(1201) a few days early.
COoVID19
COVID19 Swelling in lower right leg, ankle, foot; Venous Doppler ordered; blood clot
THROMBOSI ( MODERNA 1204419-1 ! ! ! !
OMBOSIS (MODERNA)) ° 04419 detected; doctor examination; Eliquis prescribed.
(1201)
Clot blood; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (Clot blood) in an 80-year-old
male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch
no. 031M20A) for COVID-19 vaccination. The patient's past medical history
included No adverse event (No medically reported history). On 20-Jan-2021,
the patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
COVID19 (unknown route) 1 dosage form. On 17-Feb-2021, received second dose of
COVID19 mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was
THROMBOSI ( MODERNA 1204779-1 . .
OMBOSIS (MODERNA)) o - changed to 1 dosage form. On 31-Mar-2021, the patient experienced
(1201) THROMBOSIS (Clot blood) (seriousness criterion medically significant). At

the time of the report, THROMBOSIS (Clot blood) outcome was unknown.
The patient was diagnosed with blood clots in legs and lung. Very limited
information regarding this event has been provided at this time. Further
information has been requested.; Sender's Comments: Very limited
information regarding this event has been provided at this time. Further
information has been requested.
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Blood clot; COVID-19; This spontaneous case was reported by a consumer
and describes the occurrence of THROMBOSIS (Blood clot) in a 62-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for
COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included No adverse event
(No medical history reported.). Concomitant products included
PARACETAMOL (TYLENOL) for an unknown indication. On an unknown date,
the patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(unknown route) 1 dosage form. On an unknown date, the patient
COVID19 experienced THROMBOSIS (Blood clot) (seriousness criterion medically
(COVID19 significant) and COVID-19 (COVID-19). At the time of the report,
THROMBOSIS (MODERNA)) MODERNA 1204782-1 | THROMBOSIS (Blood clot) and COVID-19 (COVID-19) outcome was
(1201) unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis
if available): In 2021, SARS-CoV-2 test: positive (Positive) postive. The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was
unknown. Products known to have been used by the patient, within two
weeks prior to the event, included blood thinner medication. Treatment
information was not provided. Based on the current available information
and temporal association between the use of the product and the start date
of the events, a causal relationship cannot be excluded.; Sender's
Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded.
COVID19
THROMBOSIS gﬁg‘g‘g&i a)) | MODERNA 1204868-1 | 1 peed a blood clot and had to go to the ER on 03/30/21
(1201)
On March 30th started with headaches then progressed to shortness of
breath while moving. Then on April 4th transport to hospital via EMT was
?C%K}II)IJ‘?Q tested for Covid 19 results was negative. It was determined that blood clots
THROMBOSIS (MODERNA)) MODERNA 1205036-1 | where found in Right leg & Left leg and both lungs and now blood clot was
(1201) found in heart. PT has low platelets, low blood pressure. While in the hospital
pt was given herapin . Patient has remained in ICU since the 4th to present
time.
CoOVID19
THRomBoslIs [(COVID19 | yopERNA 1205392-1 | blood clots in left leg and both lungs diagnosed on 2/22, died 2/24
(MODERNA))
(1201)
?C%\CFIJ;)Q Fatigue, dizziness, weakness. Issues with breathing caused hospitalization 3
THROMBOSIS (MODERNA)) MODERNA 1205860-1 | days after shot. Blood clot located in lung and 2 in right leg. Hospital stay 11
(1201) days, step down facility roughly 2 weeks, PT/OT upon arrival home.
COVID19
THROMBOSIS gﬁg‘g‘g&ﬂ a)) | MODERNA 1205903-1 | What appeared to be blood clots on both forearms.
(1201)
I have endometriosis and my periods are heavy with painful cramps first 2
days and my period is done by the 4th day. I take aleve a day before my
period which helps with my cramps. My last period started April 9th and I am
still on my period today April 15th. I had heavy bleeding and blood clots the
COVID19 siz_e of quarters for the first 5 days. The aleve didn?t_ seem to help and my
(COVID19 pain level was at a 10, I would pass out from the pain. My period usually last
THROMBOSIS (MODERNA)) MODERNA 1206430-1 | 4 days and I am on day 7 and still bleeding, but not experiencing any
(1201) cramps. I?ve read that Covid effects the blood clotting process and also read
other women are experiencing heavier menstrual cycles after their covid
shot. I also read that moderna didn?t study any side effects related to the
menstrual cycle. I have an appointment today (April 15th) to get my second
shot. I am not sure if I should get the second shot, due to the amount of
clots I had.
her left leg was swollen; two red clots on left leg; right feet was hurting; This
spontaneous case was reported by a consumer and describes the occurrence
of THROMBOSIS (two red clots on left leg) in a 65-year-old female patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
Unknown) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. The patient's past medical history included
No adverse event. On 03-Mar-2021, the patient received first dose of mMRNA-
COVID19 1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an
(COVID19 unknown date, the patient experienced PERIPHERAL SWELLING (her left leg
THROMBOSIS (MODERNA)) MODERNA 1206902-1 | was swollen), THROMBOSIS (two red clots on left leg) (seriousness criterion
(1201) medically significant) and PAIN IN EXTREMITY (right feet was hurting). At

the time of the report, PERIPHERAL SWELLING (her left leg was swollen),
THROMBOSIS (two red clots on left leg) and PAIN IN EXTREMITY (right feet
was hurting) outcome was unknown. The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown.; Sender's
Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded. Further information has been
requested.
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"burning sensation in the lung; had labored breathing,they found several
clots in right leg and lungs; It was shiny and hard and calf blewup twice the
size,they found several clots in right leg; This spontaneous case was
reported by a consumer (subsequently medically confirmed) and describes
the occurrence of PULMONARY EMBOLISM (had labored breathing,they found
several clots in right leg and lungs) and THROMBOSIS (It was shiny and hard
and calf blewup twice the size,they found several clots in right leg) in a 63-
year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 002B21A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. Family history included Clot
blood (Family history of clots; her father and his sister had clots after
surgery). Concurrent medical conditions included Burning sensation. On 12-
Mar-2021, the patient received first dose of mMRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) 1 dosage form. On 04-Apr-2021, the patient
experienced PULMONARY EMBOLISM (had labored breathing,they found
several clots in right leg and lungs) (seriousness criterion medically
COVID19 significant) and THROMBOSIS (It was shiny and hard and calf blewup twice
(Covib19 the size,they found several clots in right leg) (seriousness criterion medically
THROMBOSIS (MODERNA)) MODERNA - significant). On an unknown date, the patient experienced BURNING
(1201) SENSATION (burning sensation in the lung). At the time of the report,
PULMONARY EMBOLISM (had labored breathing,they found several clots in
right leg and lungs), THROMBOSIS (It was shiny and hard and calf blewup
twice the size,they found several clots in right leg) and BURNING
SENSATION (burning sensation in the lung) outcome was unknown.
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if
available): On an unknown date, Ultrasound Doppler: several clots in right
leg and lungs (abnormal) several clots in right leg and lungs. The action
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was
unknown. No concomitant products were reported. Patient was taken to the
ER (emergency room). The physician suspected blood clots and treatment
included was blood thinner. Patient reported that ""patient got ultrasound
done on Monday, and they found several clots in right leg and lungs"".;
Sender's Comments: Based on the current available information which
includes a strong temporal association between the use of the product and
onset of the reported events, and excluding other etiologies, a causal
relationship cannot be excluded"
COVID19 My menstrual cycle came on 5 days early but when it came on I had large
(COVID19 blood clots. I?ve never had my cycle come on early. I take birth control
THROMBOSIS (MODERNA)) MODERNA 1207099-1 | tablets the correct way and the Saturday when I started bleed, I had taken
(1201) my tablet at my regular time that day. I also usually don?t have heavy
periods at all so the amount of blood so early was unusual for me.
COVID19
(CoviD19 moderate pain in arm; moderate headache then sudden bloody nose 2 days
THROMBOSIS (MODERNA)) MODERNA - later from right nostril with two large blood clots. Headache remains.
(1201)
He got the vaccine, and didn't have any real reaction, anything unpleasant,
he had a numb lip and 2 fingers were numb. He called his doctor and she
told him to go to the ER, which he did at Hospital. They did a CAT scan of his
brain. They tried to do an MRI and they pushed his head against the machine
as his back is curved and he stopped breathing. They had given him 2
COVID19 narcotics for_anxiet_y bef_ore the scan. He was then transferred to Hospital in .
(COVID19 He saw Cardiophysiologist/IM and he found that he had a blood clot (?
THROMBOSIS (MODERNA)) MODERNA 1207844-1 | where), and they inserted a pacemaker through his groin as his pulse
(1201) dropped to 40 BPM. He was hospitalized for 7 days, and discharged him with
instructions on what he is able to do. They started him on new blood
pressure medicines for his kidney's. On 3/26/21, lot# 028A21A. He
subsequently had the 2nd vaccine, and all liquids emptied from his body
(vomiting and diarrhea), at the same time, and then he was fine once
everything settled down which lasted for about 3-4 minutes and then he was
fine.
on 03/22/2021 1 had a red inflamed area on left Achilles tendon area, off
COVID19 work for two days, negative US for DVT I had twisted my knee on
(CoviD19 03/29/2021, negative DVT MRI meniscus tear I got a blood clot behind my
THROMBOSIS (MODERNA)) MODERNA - left knee on 04/04/2021 left calf started hurting on 04/01/2021, got intense
(1201) on 04/04/2021 went to UC US was positive for DVT I have never had one, no
health issues, was advised to report blood clot
Approximately one week after receiving the second dose of the vaccine my
COoVID19 wife felt a pain in her left leg. The pain did not feel like a muscle pain and
(Covib19 continued for a few days. She went to an urgent care and an MRI of her leg
THROMBOSIS (MODERNA)) MODERNA - was conducted. She was diagnosed with a blood clot and has begun
(1201) treatment. My wife is healthy, young and has no family history of blood clots
prior to this incident.
COVID19 Developed blood clot in heart -- > went into Atrial Fibrilation with no prior
(Covib19 history of A FIb -- > Large clot was thrown from the heart into the brain
THROMBOSIS (MODERNA)) MODERNA - splitting into two clots, one blocking brain stem and one blocking right
(1201) hemisphere -- > Death on 2/10/21
?COO\CIIJIJ% Two blood clots in right lung two days after second vaccine. I was
THROMBOSIS (MODERNA)) MODERNA 1208878-1 | hospitalized and I am now on oxygen 24/7 and I?m taking blood thinner
(1201) Eliquis.
CovID19
THROMBOSIS gﬁg‘gg;ﬁ a)) | MODERNA 1209527-1 | Blood clot in left leg

(1201)
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COVID19
THROMBOSIS ﬁg‘g‘g&i a)) | MODERNA 1210261-1 | patient admitted to hospital with blood clot on 4.8.21
(1201)
COVID19
THROMBOSIS ﬁ.\cn%‘é'.?éﬂ a)) | MODERNA 12103941 | Woke up with pain in both arms
(1201)
COVID19 I had my second shot and the same night developed a clot in my arm. I had
COVID19 blood coagulation labs drawn and my C protein and cardiolipin have altered
THROMBOSI ( MODERNA 1210412-1
OMBOSIS (MODERNA)) o - and show I may get clots now. I had labs previous to this because of my
(1201) gallbladder surgery and all my blood was normal.
COVID19
THROMBOSIS ﬁg‘g‘g&i A)) | MODERNA 1210977-1 | Lower right leg blood clot. Currently on Xarelto blood thinner.
(1201)
walked a mile a day and has always taken care of himself. He ran
marathons. He never was bothered by walking the daily miles. Nothing
COVID19 happened while he walked even though he has a sarcoma. One night, after
(COVID19 he got into bed, his hip and leg started hurting and have continuously hurt
THROMBOSIS (MODERNA)) MODERNA 1211176-1 | since then. His pain is debilitating and his leg is very heavy. He can not lift
(1201) his leg to get into bed. His wife has to lift it with two hands. He cannot lift his
leg to get into a car. He has been given Gabapentin, Norco, Tramadol, and
Tylenol for pain. He needs ice packs during the day and night. He cannot
sleep in his bed all night. He has gotten up to sleep in a recliner.
CoOVvID19
(Covib19 i Patient presented to the ER with complaint of swelling in right lower
THROMBOSIS (MODERNA)) MODERNA S extremity for 3 weeks.
(1201)
"on Saturday, March 27th, patient noticed swelling in left lower leg with
COVID19 Shortness of breath, and heart racing. on 3/39, the patient presented to the
(CoviD19 1213492-1 ED and was admitted and diagnosed with a blood clot from left groin to left
THROMBOSIS (MODERNA)) MODERNA - ankle, with ""clot in heart and lungs"". heparinized and discharged home on
(1201) Coumadin currently taking 5 mg on Sunday, Monday, Wednesday, and
Saturday and 2.5 mg on Tuesday and Friday each week."
COVID19
COVID19 Blood clots in left leg, hip, bilateral lungs; treated with blood thinners; was
THROMBOSI ( MODERNA 1214422-1 ! ! ! !
OMBOSIS (MODERNA)) o admitted to hospital from 4/1-4/3; discharged to home, stable
(1201)
COVID19 2nd dose Moderna administered on Feb 3rd, fatigue/ shortness of breath
COVID19 week of Feb 23rd, admitted to Hospital on March 1st, spent 18 days in ICU
THROMBOSI ( MODERNA 1214597-1 ! . 4 !
OMBOSIS (MODERNA)) o — | developed Blood CLOTS which one attached to lung, blood clots In left leg as
(1201) well, no family history of blood clots and no injuries to cause blood clots.
::COO\CII)[;:,Q The patient called to make us aware that he was diagnosed with a blood clot
THROMBOSIS (MODERNA)) MODERNA 1216137-1 | on Saturday and he wasn't sure if there was a connection or not but wanted
(1201) us to report it.
Exactly 1 week from vaccination, menstruation began approximately 2 weeks
COVID19 before schedule and roughly 10-12 days after date of start of previous cycle.
(Covib19 i Heavy with many clots, extreme fatigue, headache, and heavier than usual
THROMBOSIS (MODERNA)) MODERNA - cramping. Completely unexpected and NOT accompanying any usual,
(1201) predictable signs of PMS or anticipated cycle. Women need to know this is
happening.
I have a history of heavy periods which resulted in the need for an ablation
in October 2018. Since the ablation my periods have been much more
manageable. I got my period 13 days after receiving the shot and it started
COVID19 out much heavier than normal, by the second day I was bleeding extremely
(COVID19 heavily, soaking an overnight pad in less than 2 hours with bright red blood
THROMBOSIS (MODERNA)) MODERNA 1218318-1 | and passing clots the size of dimes and pennies. Day 3 has started out the
(1201) same as day 2. Prior to my period starting my back hurt and I had much
worse than normal abdominal cramps. Nothing in my life has changed
besides the vaccine, I am certain there is a connection between the two. I
am not sure how long this will last, I was instructed to go ahead an report
the adverse event.
CoOVvID19
(Covib19 i Menstrual cycle started 9 days early and pretty heavy. Usually on schedule
THROMBOSIS (MODERNA)) MODERNA - and not as heavy bleeding or clotting/spotting.
(1201)
COVID19 Body aches night of injection. Extreme bloody nose with clots on 3rd day
COVID19 after injection. Swollen and very itchy right wrist 3rd day after injection. Was
THROMBOSI ( MODERNA 1219326-1
OMBOSIS (MODERNA)) o - able to stop bloody nose after 1 hour, did not need medical help. Have not
(1201) experienced a bloody nose in over 50 years so this was quite unusual.
COVID19
THROMBOSIS g::llg\l:l)lEDll?\lA)) MODERNA 1219450-1 | pain, swelling, tightness and increased temperature in lower right leg
(1201)
?C%\CFS;;Q Patient received his first Moderna vaccine 3-19-21. He was due for his 2nd
THROMBOSIS (MODERNA)) MODERNA 1219828-1 | dose 4-16-21. We followed up with his sister due to missed appointment and

(1201)

was informed that he passed away 4-15-21 due to a blood clot.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1220899-1

blood clots in both legs; severe pain in both his legs; This spontaneous case
was reported by a consumer (subsequently medically confirmed) and
describes the occurrence of THROMBOSIS (blood clots in both legs) in a 67-
year-old male patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch nos. 008D21A and 011A21A) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's
past medical history included No adverse event (No medical history was
reported.). On 25-Feb-2021, the patient received first dose of mMRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 23-Mar-
2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. On 01-Apr-2021, the
patient experienced THROMBOSIS (blood clots in both legs) (seriousness
criterion medically significant) and PAIN IN EXTREMITY (severe pain in both
his legs). At the time of the report, THROMBOSIS (blood clots in both legs)
and PAIN IN EXTREMITY (severe pain in both his legs) outcome was
unknown. Not Provided For mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular), the reporter did not provide any causality assessments.
Concomitant product use was not provided. Treatment included Eliquis
(apixaban) for three months. Reportedly, the patient was put on apixaban 2
tablets every morning and evening for 14 days and will then take 1 tablet
every morning and evening for a total of 3 months. He does think that the
medicine is helping. Patient stated that he never had blood clots before and
suspects that it was from the shot.; Sender's Comments: Very limited
information has been provided at this time. Further information has been
requested. Based on the current information and temporal association
between the use of the product and the start date of the event, a causal
relationship cannot be excluded

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1220922-1

Blood clot; Pain; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (Blood clot) in a 30-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for
COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included No adverse event.
On 11-Mar-2021, the patient received first dose of mMRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date,
the patient experienced THROMBOSIS (Blood clot) (seriousness criterion
medically significant) and PAIN (Pain). At the time of the report,
THROMBOSIS (Blood clot) and PAIN (Pain) outcome was unknown. The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown. Company comment: Limited information regarding the events
has been provided at this time and a causal relationship cannot be excluded

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1220961-1

"Thrombosis on left arm and chest; ""you can see all of the veins""; This
spontaneous case was reported by a consumer and describes the occurrence
of THROMBOSIS (Thrombosis on left arm and chest) in a 56-year-old female
patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
037B21A) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. Concurrent medical conditions included
Neuralgia. On 08-Apr-2021, the patient received first dose of mRNA-1273
(Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 08-Apr-
2021, the patient experienced THROMBOSIS (Thrombosis on left arm and
chest) (seriousness criterion medically significant) and VASODILATATION
(""you can see all of the veins""). At the time of the report, THROMBOSIS
(Thrombosis on left arm and chest) and VASODILATATION (""you can see all
of the veins"") had not resolved. The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Unknown) was unknown. Concomitant
product include an unspecified neuralgia medication. No treatment
information was reported. Based on the current available information and
temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded. Further information has
been requested.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded. Further
information has been requested."
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1220980-1

Blood clot; Left leg pain; Discoloration (blue-purple); Swelling; This
spontaneous case was reported by an other health care professional and
describes the occurrence of THROMBOSIS (Blood clot), PAIN IN EXTREMITY
(Left leg pain), SKIN DISCOLOURATION (Discoloration (blue-purple)) and
SWELLING (Swelling) in a 78-year-old female patient who received mRNA-
1273 (Moderna COVID-19 Vaccine) (batch nos. 011]J20A and 013L20A) for
COVID-19 vaccination. The patient's past medical history included Clot blood
in 2010. Concurrent medical conditions included Drug allergy (Dalaudid,
Ambien and Demerol) and Hypertension. Concomitant products included
DAPAGLIFLOZIN PROPANEDIOL MONOHYDRATE (FARXIGA), GLIMEPIRIDE
(AMARYL), ACETYLCARNITINE HYDROCHLORIDE (NEUROTIN
[ACETYLCARNITINE HYDROCHLORIDE]), COLECALCIFEROL (CALTRATE
VITAMIN D DAILY), MINERALS NOS, VITAMINS NOS (CENTRUM A TO ZINC)
and VITAMIN D NOS for an unknown indication. On 11-Jan-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. On an unknown
date, the patient received second dose of mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular) 1 dosage form. On 09-Mar-2021, the patient
experienced PAIN IN EXTREMITY (Left leg pain) (seriousness criterion
hospitalization), SKIN DISCOLOURATION (Discoloration (blue-purple))
(seriousness criterion hospitalization) and SWELLING (Swelling) (seriousness
criterion hospitalization). On an unknown date, the patient experienced
THROMBOSIS (Blood clot) (seriousness criterion hospitalization). At the time
of the report, THROMBOSIS (Blood clot), PAIN IN EXTREMITY (Left leg pain),
SKIN DISCOLOURATION (Discoloration (blue-purple)) and SWELLING
(Swelling) outcome was unknown. For mRNA-1273 (Moderna COVID-19
Vaccine) (Intramuscular), the reporter did not provide any causality
assessments. Patient was sent to hospital to remove clots. The patient stated
that the clot was 2/3 size of thigh. The patient scheduled to have a second
procedure in May to remove blockages from iliac. Action taken with mRNA-
1273 was not applicable. Based on the current available information and
temporal association between the use of the product and the onset date of
the reported events, a causal relationship cannot be excluded. Prior medical
history of blood clot is considered a significant risk factor.; Sender's
Comments: Based on the current available information and temporal
association between the use of the product and the onset date of the
reported events, a causal relationship cannot be excluded. Prior medical
history of blood clot is considered a significant risk factor.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1220994-1

tested positive for COVID- 19; Trouble breathing; blood clots in lungs; Chills;
fever; body aches; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (blood clots in lungs) and COVID-
19 (tested positive for COVID- 19) in a male patient of an unknown age who
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 038A21A) for
COVID-19 vaccination. The patient's past medical history included No
adverse event (No medical history reported). On 16-Mar-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 22-Mar-2021, the patient experienced
THROMBOSIS (blood clots in lungs) (seriousness criteria hospitalization
prolonged and medically significant) and COVID-19 (tested positive for
COVID- 19) (seriousness criterion hospitalization prolonged). At the time of
the report, THROMBOSIS (blood clots in lungs) and COVID-19 (tested
positive for COVID- 19) outcome was unknown. The action taken with
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. No
treatment information was provided. Based on the current available
information which includes a strong temporal association between the use of
the product and onset of the reported events, and excluding other etiologies,
a causal relationship cannot be excluded. Fever, chills and myalgua are
consistent with the product known safety profile. Reporter did not allow
further contact; Sender's Comments: Based on the current available
information which includes a strong temporal association between the use of
the product and onset of the reported events, and excluding other etiologies,
a causal relationship cannot be excluded. Fever, chills and myalgua are
consistent with the product known safety profile.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1221012-1

small intestine got blocked and due to blockage blood supply stopped;
started having blood clot thrombosis both in his right leg as well as left leg;
Missed the 2nd dose; Blocked small intestine; This spontaneous case was
reported by a nurse and describes the occurrence of SMALL INTESTINAL
OBSTRUCTION (Blocked small intestine), INTESTINAL ISCHAEMIA (small
intestine got blocked and due to blockage blood supply stopped) and
THROMBOSIS (started having blood clot thrombosis both in his right leg as
well as left leg) in a 73-year-old male patient who received mRNA-1273
(Moderna COVID-19 Vaccine) (batch no. 030M20A) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed
below. The patient's past medical history included No adverse effect (No
relevant medical history reported) and Surgery. Concomitant products
included thyroid medication for an unknown indication, cholesterol
medication. On 13-Feb-2021 at 10:30 AM, the patient received first dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form.
On 13-Feb-2021, the patient experienced SMALL INTESTINAL OBSTRUCTION
(Blocked small intestine) (seriousness criterion medically significant). On 13-
Mar-2021, the patient experienced INTESTINAL ISCHAEMIA (small intestine
got blocked and due to blockage blood supply stopped) (seriousness criterion
medically significant), THROMBOSIS (started having blood clot thrombosis
both in his right leg as well as left leg) (seriousness criterion medically
significant) and PRODUCT DOSE OMISSION ISSUE (Missed the 2nd dose).
On 13-Mar-2021, PRODUCT DOSE OMISSION ISSUE (Missed the 2nd dose)
had resolved. At the time of the report, SMALL INTESTINAL OBSTRUCTION
(Blocked small intestine), INTESTINAL ISCHAEMIA (small intestine got
blocked and due to blockage blood supply stopped) and THROMBOSIS
(started having blood clot thrombosis both in his right leg as well as left leg)
outcome was unknown. The action taken with mRNA-1273 (Moderna COVID-
19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular), the reporter did not provide any
causality assessments. Concomitant medications included thyroid medication
and cholesterol medication. Patient called in to report that he received his
1st dose of Moderna vaccine on 13Feb2021 in left arm at 10.30 am and his
2nd dose of Moderna vaccine was scheduled on 13Mar2021. On
13Mar2021he went to Emergency Room (ER) and he had major surgery on
small intestine, patient mentioned that his small intestine got blocked and
due to blockage the blood supply was stopped and the intestine started to
die. On that day, the patient underwent a surgical procedure which the
doctor had to take out 12 inches of small intestine and stapled back. He was
hospitalized for five days. Five to seven days after his surgery, he developed
blood clot thrombosis in his right and left legs. Treatment for the event
included blood thinner, which he has been on for 45 days. It was reported
that the second dose of Moderna vaccine was missed due to hospitalization
for the events and the blood thinner that he was on. Most recent FOLLOW-UP
information incorporated above includes: On 13-Apr-2021: reporter added,
product indication added, event added(missed dose), event assessment
done, additional info added( Source Document and mail document added);
Sender's Comments: Based on the current available information and
temporal association between the use of the product and the start date of
the event, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1221044-1

Blood clot in the right leg; Blood clot in the lungs; Blood clot in the hip; This
spontaneous case was reported by a consumer and describes the occurrence
of THROMBOSIS (Blood clot in the hip), THROMBOSIS (Blood clot in the right
leg) and PULMONARY EMBOLISM (Blood clot in the lungs) in a male patient
of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine)
(batch nos. Unknown and 015L20A) for COVID-19 vaccination. The patient's
past medical history included No adverse event (No reported medical
history). On 06-Jan-2021, the patient received first dose of mMRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 06-Feb-
2021, received second dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. In February 2021,
the patient experienced THROMBOSIS (Blood clot in the hip) (seriousness
criteria hospitalization and medically significant). In March 2021, the patient
experienced THROMBOSIS (Blood clot in the right leg) (seriousness criteria
hospitalization and medically significant) and PULMONARY EMBOLISM (Blood
clot in the lungs) (seriousness criteria hospitalization and medically
significant). The patient was hospitalized on 16-Mar-2021 due to
PULMONARY EMBOLISM, THROMBOSIS, THROMBOSIS At the time of the
report, THROMBOSIS (Blood clot in the hip), THROMBOSIS (Blood clot in the
right leg) and PULMONARY EMBOLISM (Blood clot in the lungs) outcome was
unknown. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown. Patient states that 2-3 weeks after receiving
the second shot they had a blood clot in the hip and a week later they had a
blood clot in the right leg and in the lungs. Patient reports they had to be
hospitalized for two nights, in the Medical City Fort Worth Hospital. Patient
states they do not have any history of blood clots. Patient mentioned reading
online, in forums, that people had taken Pfizer and Moderna vaccines and
two weeks after had blood clots and ended in the hospital. Based on the
current available information and temporal association between the use of
the product and the start dates of the events, a causal relationship cannot be
excluded.; Sender's Comments: Based on the current available information
and temporal association between the use of the product and the start dates
of the events, a causal relationship cannot be excluded.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1221061-1

DBD blood clot in leg; Arm got little sore; This spontaneous case was
reported by a consumer and describes the occurrence of THROMBOSIS (DBD
blood clot in leg) in a male patient of an unknown age who received mRNA-
1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's
past medical history included No adverse event (No medical history was
reported.). Concomitant products included RIVAROXABAN (XARELTO) for an
unknown indication. On 14-Mar-2021, the patient received first dose of
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form.
On 14-Mar-2021, the patient experienced PAIN IN EXTREMITY (Arm got little
sore). On 05-Apr-2021, the patient experienced THROMBOSIS (DBD blood
clot in leg) (seriousness criterion medically significant). At the time of the
report, THROMBOSIS (DBD blood clot in leg) outcome was unknown and
PAIN IN EXTREMITY (Arm got little sore) had resolved. Not Provided The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown. Reportedly, the patient's sore arm went away pretty fast. The
patient received treatment with Xarelto (Rivaroxaban) for blood clot in his
leg. Company Comment Based on the current available information and
temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded. Reporter did not allow
further contact

THROMBOSIS

CovVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1221095-1

possible stroke; small clot that went through and resolved on its own; Loss
use of left leg/couldn't use her leg; tingling in left arm; This spontaneous
case was reported by a consumer and describes the occurrence of
CEREBROVASCULAR ACCIDENT (possible stroke), THROMBOSIS (small clot
that went through and resolved on its own), MONOPLEGIA (Loss use of left
leg/couldn't use her leg) and PARAESTHESIA (tingling in left arm) in a 55-
year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 046A21A) for COVID-19 vaccination. The patient's past
medical history included Familial hypercholesterolemia, Peripheral arterial
disease and Stent placement (has stents in her iliac ery). Concomitant
products included ATORVASTATIN CALCIUM (ATORVASTATIN [ATORVASTATIN
CALCIUM]), ACETYLSALICYLIC ACID (BABY ASPIRIN) and SERTRALINE for an
unknown indication. On 26-Mar-2021, the patient received first dose of
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form.
On 27-Mar-2021, the patient experienced CEREBROVASCULAR ACCIDENT
(possible stroke) (seriousness criterion hospitalization), THROMBOSIS (small
clot that went through and resolved on its own) (seriousness criterion
hospitalization), MONOPLEGIA (Loss use of left leg/couldn't use her leg)
(seriousness criterion hospitalization) and PARAESTHESIA (tingling in left
arm) (seriousness criterion hospitalization). The patient was hospitalized
from 27-Mar-2021 to 28-Mar-2021 due to CEREBROVASCULAR ACCIDENT,
MONOPLEGIA, PARAESTHESIA and THROMBOSIS. At the time of the report,
CEREBROVASCULAR ACCIDENT (possible stroke), THROMBOSIS (small clot
that went through and resolved on its own), MONOPLEGIA (Loss use of left
leg/couldn't use her leg) and PARAESTHESIA (tingling in left arm) outcome
was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in
parenthesis if available): In March 2021, Computerised tomogram:
Inconclusive. In March 2021, Magnetic resonance imaging: Inconclusive. The
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown. No treatment information was provided. Patient reports an
MRI and CT scan was done, and she was informed that they suspected she
had a small cot that went through and resolved on its own. Company
Comment: Based on the temporal association between the use of the
product and the start date of the events, a causal relationship cannot be
excluded. However patient's hx of familial hypercholesterolemia, peripheral
arterial disease and stent placement are confounding factors that may play a
possible contributory role.

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1221096-1

Pt started having headaches on 3/20/21. He was playing golf with a
cardiologist and he recommended that he see his doctor.

THROMBOSIS

CoVID19
(covip19
(MODERNA))
(1201)

MODERNA

1221214-1

I woke up in the middle of night with chest pain and trouble breathing. I had
a pulmonary embolism. The pain and difficulty breathing lasted several days.
Since then, I have experience a flare of the antiphospholipid syndrome - low
platelets (blood work), splinter hemorrhages, clots, and the like. Whether
from the embolism or other, the pulmonary hypertension has gotten
drastically worse - with increased shortness of breath, irregular heart beats,
dropping pulse ox.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1221428-1

Ended up in healthcare facility on 3-1 dehydrated and released Back to
healthcare facility on 3-4 stayed until 3-7 Started hallucinating and given
meds. very dehydrated Released and then family came to pick her up.
Hallucinating on drive back to where she would be staying. 3-8 back to
healthcare facility because she was slurring words ---gave fluids and
released 3-9 Unit had to come to get her very weak and fragile. Couldn't
move her ourselves. Ended up admitting her until 3-12 At house she was
supervised the whole time, weak, needed assistance, slurring words off and
on. 3-22 Eye doc appt found blood clot behind eye. Sent her to healthcare
facility to be examined by Neugolist. Did CT Scan and MRV/MRI found. They
found clots and ended up sending her to healthcare facility. Was in city
where they run tons of tests. mini strokes lead to the Thrombosis which
caused the blood clots. Released on 4-2 into the care of a home where she
started to hallucinate even more. Back to healthcare facility on 4-9 still
currently there where they are treating her hallucinations, memory loss and
more.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
COoVvID19
COVID19 Bilateral pulmonary embolism, clot in leg, pneumonia developed after the
THROMBOSIS ( MODERNA 1222394-1 . . G >
(MODERNA)) — | vaccine. Patient was hospitalized for 3 nights.
(1201)
COVID19
(Covib19 i Blood Clot that resulted in a stroke 25 hours after the shot. My heart went
THROMBOSIS (MODERNA)) MODERNA 1222969-1 into A-Fib (first time ever)
(1201)
COVID19 My wife started to fall and pass out had no strength to get up this happened
COVID19 two to three times cinch she got the shot the last time she past out in the
THROMBOSI ( MODERNA 122 -1
OMBOSIS (MODERNA)) o 3056 shower and i rushed her to hospital were she pasted away from blood clots
(1201) to the right side of the neck and stated bleed on the brain
COVID19 On 4/6/2021 woke up with severe left muscle cramp in left leg. Next 3 to 5
(COVID19 days tried massage, ice, compression and Motrin - no relief. Did no
THROMBOSIS (MODERNA)) MODERNA 1223220-1 | treatment for the next couple of days. Went to primary care doctor and then
(1201) got an ultra-sound on 4/14/2021 at clinic - by Doctor. Results showed had
three blood clots in left leg. Started on Eliquis that day.
A few days after vaccination I had a high fever and began coughing so hard
that I was throwing up. This lasted for about a week, I then became short of
COVID19 breath and tacchychardic. I went to the ER and was admitted for 5 days
COVID19 where they said I had acute bronchitis that triggered reactive asthma. I?m
THROMBOSI ( MODERNA 1223222-1
OMBOSIS (MODERNA)) o - now on steroids and a bunch of medication. This all followed my first dose of
(1201) Moderna as I?ve never had breathing issues before hand. I?ve never had
bronchitis or asthma in my life so this is all new. I am now experiencing
nerve pain on my left side which is where I received the vaccine.
Noticed painful right calf 3/09/2021. Went to urgent care at hospital on
COVID19 3/10/2021. Was given an ultrasound and it was determined that I had a
(Covib19 1223282-1 blood clot in my calf vein. Was given heparin treatment for seven days
THROMBOSIS (MODERNA)) MODERNA - followed by xarelto. I have had 2 dvts in the past associated with surgery.
(1201) This dvt was listed as unprovoked, however I believe it was caused by the
second shot of modern. Was told by doctors to report this to veers.
"I received vaccine doses on 2/16/21 and second on 3/16/21. Trying to
complete good deeds for Lent, I donated Plasma for the first and only time
on 3/7/21. On 3/8/21 my right calf starting seizing up and I was
COVID19 experiencing calf pain. I was advised to do stretches and use a heating pad.
(COVID19 It persisted for over a week and I went for a Doppler ultrasound scan on
THROMBOSIS (MODERNA)) MODERNA 1223364-1 | 3/17/21. Blood clots were found. The Plasma donation center screening led
(1201) me to believe that they were concerned with other vaccines but not the
Covid19 vaccine. Writing report because I think there is a possible
connection to the blood clots, vaccine and plasma donation. I had to ""do
nothing"" for three weeks and have been placed on Eliquis, a blood thinner
for four months. Follow-up with Dr. for blood work and Doppler in July."
COVID19
THROMBOSIS g:n(())\gEDll?\lA)) MODERNA 1223833-1 | Bilateral pulmonary embolism, Left Brachial artery clot, abdominal clots
(1201)
COVID19 Probably unrelated but I am on day 3 of my normal menstrual cycle
(COVID19 (typically 5-7 days). Approximately 2 hours after receiving the vaccination I
THROMBOSIS (MODERNA)) MODERNA 1223961-1 | began passing large clots and my flow went from regular to heavy. I do have
(1201) heavy cycles from time to time but found the abrupt change in cycle
interesting. Other than being sore in the arm and tired I feel fine.
COoVID19
THROMBOSIS gﬁg‘g‘g&i a)) | MODERNA 12257821 | blood clotting in brain
(1201)
CoOVvID19
(Covib19 1226028-1 Acute Saddle Pulmonary embolism, Hospital for 8 days, put on blood
THROMBOSIS (MODERNA)) MODERNA - thinners ( Xarelto) I had severe chest pain and shortness of breath.
(1201)
COoVID19
(CoviD19 i Swollen left leg, shortness of breath, painful upper left thigh diagnosed with
THROMBOSIS (MODERNA)) MODERNA 1226073-1 blood clots
(1201)
"Roughly 7 to 10 days after injection I presented with raised, red and itchy
COVID19 injection site. Roughly 13 days after the injection I presented with a tight
(COVID19 right calf muscle that felt similar to a constant ""charlie horse"". It continued
THROMBOSIS (MODERNA)) MODERNA 1226244-1 | to worsen over the next 5 days until my right foot went numb and cold on
(1201) Sunday April 4. I called my doctor the next day (Mon April 5) and they got
me in that day and I went to the hospital the same day for an ultrasound.
The hospital confirmed I had a blood clot in my lower leg."
CoOVvID19
THROMBOSIS gﬁg‘gglz a)) | MODERNA 1226448-1 | Blood clot leading to heart attack
(1201)
COVID19
COVID19 Blood clot in left arm on 2/28/2021 (2 weeks after 2nd dose of Moderna).
THROMBOSI ( MODERNA 1226954-1
OMBOSIS (MODERNA)) o 695 Diagnosed at Emergency Room.
(1201)
?C%\(}Fgfg 2 lower- left leg Superficial blood clots; ~ a DVT Deep Vein Thrombosis per
THROMBOSIS (MODERNA)) MODERNA 1227369-1 | Ultrasound on 4/12/21, was diagnosis ; ER Dr. on 4/12/21 prescribed Eliquis

(1201)

60 day Treatment.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
He got his vaccine, and on Easter he thought that he had a cramp in his leg,
and asked his wife and told her that he had this. By that afternoon he still
had the cramping feeling, and started drinking water as his wife is a nurse
and felt that he may be dehydrated. Throughout the week he had a Charlie
Horse pain in his left calf, and felt that it was getting worse and not going
away. The whole week he went to work and on the 7th day it started swelling
and went to Hospital after he got off of work, and he saw a resident who said
COVID19 that his leg was swollen and told him that she was going to schedule an
COVID19 ultrasound. He had that on Friday on 4/16/21, and was scheduled for 4:00
THROMBOSI ( MODERNA 1228468-1 !
OMBOSIS (MODERNA)) o - but due to the pain went to the ER and gave him IV and checked his blood
(1201) work. The ultrasound showed that he did have a blood clot and prescribed
Eliquis and gave him a dose while in the ER. He told him that he would be on
2 a dat for 7 days and then 1 a day, but did not tell him how long. He is
supposed to see the resident this afternoon for recheck. He is still having
pain and wanting to know where he is going to do from this point. He does
work out every day at his home gym and has not smoked, and now wanting
to know how this is going to affect his life from this point into the future. He
also jumps rope 3 times a day and now not able to do this.
He got his vaccine, and on Sunday he thought that he had a cramp in his
leg, and asked his wife and told her that he had this. By that afternoon he
still had the cramping feeling, and started drinking water as his wife is a
nurse and felt that he may be dehydrated. Throughout the week he had a
Charlie Horse pain in his left calf, and felt that it was getting worse and not
going away. The whole week he went to work and on the 7th day it started
swelling and went to Hospital after he got off of work, and he saw a resident
COVID19 Dr. who said that his leg was swollen and told him that she was going to
COVID19 schedule an ultrasound. He had that on Friday on 4/16/21, and was
THROMBOSIS ( MODERNA 1228483-1 . ! -
(MODERNA)) — | scheduled for 4:00 but due to the pain went to the ER and gave him IV and
(1201) checked his blood work. The ultrasound showed that he did have a blood clot
and prescribed Eliquis and gave him a dose while in the ER. He told him that
he would be on that for a while. He is supposed to see the resident this
afternoon for recheck. He is still having pain and wanting to know where he
is going to do from this point. He does work out every day at his home gym
and has not smoked, and now wanting to know how this is going to affect his
life from this point into the future. He also jumps rope 3 times a day and
now not able to do this.
::C%\(;II)S?Q Patient was hospitalized due to multiple blood clots, including jugular,
THROMBOSIS (MODERNA)) MODERNA 1229402-1 | brachial, and others. Patient was hospitalized for treatment on 4/10/21 and
(1201) is still there.
COoVID19
THROMBOSIS gﬁg‘g‘g&i a)) | MODERNA 1229596-1 | Blood clot in left arm caused a stroke
(1201)
COVID19 "Reported by patients wife. She Reports blood clot in left leg ""from thigh to
COVID19 calf"". Treated with blood thinners since beginning of March 2021. Has taken
THROMBOSI ( MODERNA 1229975-1 ] . Ly
OMBOSIS (MODERNA)) o - Enoxaparin Sodium 100mg bid since onset and recently started on Xarelto by
(1201) hematologist 04/16/2021."
Vaccination was on Wednesday, March 17, 2021 at 3 PM. Symptoms began 8
days later, and Emergency Room admission 3days later on Sunday, March
28, 2021, for Blood Clots in legs and lungs,(critical in Pulmonary Artery).
COoVID19 Blood thinner started immediately was Zarelto, and continues daily. Pain,
COVID19 nausea, shortness of breath, and fatigue were the symptoms. The patient
THROMBOSI ( MODERNA 12 -1 ! !
OMBOSIS (MODERNA)) o - was admitted to hospital for 5 days and sent home to recuperate. 3 days
(1201) later, on Sunday she was back into the emergency department with intestinal
bleeding that had gone on for 2 days. She was admitted again and had a
colonoscopy. Bleeding stopped and she went home after 3 more days. She is
currently getting home health care.
COoVID19
THROMBOSIS gﬁg\SED;?q a)) | MODERNA 1230841-1 | Blood clot, stroke
(1201)
COVID19 Extremely heavy period bleeding started on February 20th out of no where.
COVID19 Bleeding contained big clots and was very heavy. Went to my GYN on March
THROMBOSI ( MODERNA 1230927-1 . - . .
SIS (MODERNA)) — | 15th who prescribed a five day supply of Tranexamic acid. On March 20th,
(1201) my bleeding finally stopped.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
Blood Clot in the Left leg; Pain in the Left Leg; This spontaneous case was
reported by a consumer (subsequently medically confirmed) and describes
the occurrence of THROMBOSIS (Blood Clot in the Left leg) in a 74-year-old
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine)
(batch nos. 007B21A and 007B21A) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. Concurrent
medical conditions included Blood pressure high. Concomitant products
included LISINOPRIL and HCTZ for Blood pressure high. On 27-Feb-2021,
the patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 27-Mar-2021, received second dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was
changed to 2 dosage form. On 13-Apr-2021, after starting mRNA-1273
COVID19 (Moderna COVID-19 Vaccine), the patient experienced PAIN IN EXTREMITY
(COVID19 (Pain in the Left Leg). On 14-Apr-2021, the patient experienced
THROMBOSIS (MODERNA)) MODERNA 1230972-1 | THROMBOSIS (Blood Clot in the Left leg) (seriousness criterion medically
(1201) significant). At the time of the report, THROMBOSIS (Blood Clot in the Left
leg) and PAIN IN EXTREMITY (Pain in the Left Leg) outcome was unknown.
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if
available): On 14-Apr-2021, Ultrasound joint: ultrasound (abnormal) Blood
Clot in the Left leg. Patient did not have a history of Blood Clots. She was
Not taking any hormones (Estrogen, Progesterone)Treatment for event
included Eliquis for blood clot. The patient received both scheduled doses of
mMRNA-1273 prior to the events; therefore, action taken with the drug in
response to the events is not applicable. Based on the current available
information and temporal association between the use of the product and the
onset date of the reported event a causal relationship cannot be excluded.;
Sender's Comments: Based on the current available information and
temporal association between the use of the product and the onset date of
the reported event a causal relationship cannot be excluded.
COVID19 Achy left ear, paralyzed left side of face, left side of mouth paralyzed, left
(CoviD19 eye would not close or blink. This started the day after the vaccine injection.
THROMBOSIS (MODERNA)) MODERNA e The facial paralysis lasted 5 weeks. The leg pain started 3 weeks after
(1201) injection.
CoOVvID19
(Covib19 Migraine High blood pressure Bruises Blood clot Dizziness Nauseous Fatigue
THROMBOSIS (MODERNA)) MODERNA - Itching Chills Muscle aches
(1201)
She got her vaccine, initially she had bruising on her forearm that was
blue/yellow with a swollen vein connected running down to her hand. She
had tingling and numbness in her fingers in a select few on the left hand.
She also had drooping of her left eye for a short period and a sensation on
her left leg, swelling and pain. She went to the urgent care on 4/15/21, they
told her to go home and monitor it. She knew that somewhat was not right
and called a nurse at Hospital and went to the ER shortly thereafter and
COVID19 confirmed that she had a blood clot in her jugular vein 1J-DVT. In the ER they
(COVID19 gave her a shot of Lovenox in the ER into her stomach and run several tests.
THROMBOSIS (MODERNA)) MODERNA 1232427-1 | They also gave her an anti-inflammatory in her right arm. She was sent
(1201) home with Eliquis for the next 3 months. She has extreme exhaustion, and
in addition to that she has had a lot of swelling on the left side of her leg,
and visited the ER again on 4/17/21. Her left foot became blue, very
swollen, so they ran a number of tests which all came back negative. She
thinks these are side effects in relation to the previous. She is still continuing
with stiffness in her neck as well. She also has a severe headache, fever of
about 100, and severe achiness. She has not been able to work due to these
symptoms since 4/15/21. The ER told her to have a lot of rest, no heavy
listing/straining due to the clot.
COoVvID19
(Covib19 Blood clot causing swelling, pain, redness in left leg from groin to ankle--
THROMBOSIS (MODERNA)) MODERNA - sent for ultrasound from Vascular surgeon's office at.
(1201)
Spoke with patient via telephone on 4/20/21. Patient reports brief syncopal
episode 4/15/21 at 6pm; reports he went to urgent care then to hospital.
COVID19 Reports he had CT scan and that multiple blood clots and pulmonary
(Covib19 embolism were diagnosed. Reports he was transferred via ambulance early
THROMBOSIS (MODERNA)) MODERNA 12325131 am on 4/16/21 to more advanced hospital. States thrombectomy was
(1201) performed and he was discharged home on 4/17/21. States he is recovering
at home and was advised he still has a blood clot in the leg. Reports he is on
blood thinning medication at this time.
COVID19 Spotting (light bleeding) for 3 days turned into shedding huge blood clots
(COVID19 vaginally from 4/3 - 4/5. I bled though pads in just 5-10 minutes. Clots
THROMBOSIS (MODERNA)) MODERNA 1232686-1 | ranged from the size of a quarter to the size of the palm of my hand. They
(1201) were very large, very frequent, and very painful. I never experienced this
before in my life. The bleeding lasted 12 days total.
COVID19
(Covib19 Blood clot in lower leg. After ultrasound, Doctor gave treatment protocol.
THROMBOSIS (MODERNA)) MODERNA - Still undergoing treatment course.
(1201)
COVID19
(CoviD19 Event: Blood clot in right leg (superficial thrombosis) Treatment: Rest,
THROMBOSIS (MODERNA)) MODERNA e elevation, heat and ibuprofen Outcomes: TBD

(1201)
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Vaccine

Vaccine
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VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1234466-1

Patient came to pharmacy today w/ his wife to pick up Rx for XARELTO. He
has developed multiple DVT's in his leg. He reported symptoms started the
day after (Saturday) his second dose of Moderna COVID 19 vaccine on
Friday 4.9.21. His leg was swollen by Sunday 4.11.21. Symptoms would get
worse and then get better. He finally went to see Dr. today 04.20.21. They
found several blood clots in the leg via doppler. Patient was therefore
prescribed Xarelto. Pt wife advised that Dr said clots were due to Moderna
vaccine and they should let pharmacy know also. Their next appointment will
be in 2 weeks.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1234509-1

On 3/4/21 noticed my left calf was swollen. I did not think much of it at first.
A week later the swelling had progressed to include my ankle. Saw Dr. and
ordered an ultrasound on both of my legs. Right leg was normal & left lower
leg had a clot(s) in it. Dr. ran blood work then prescribed Eliquis. Saw him in
follow-up on April 14. Swelling down but not gone. Renewed the prescription
for Eliquis and set a followup visit for Friday June 18. He ordered additional
blood work to be drawn on Wednesday June 16 to have results at the next
visit.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1234908-1

Severe headache, has continued intermittently until present. Strange
menstrual flow, was very heavy, with clotting, unusual per patient

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1235517-1

blood clot in his pulmonary artery and several others in his legs; blood clot
pulmonary artery; shortness of breath; This spontaneous case was reported
by a consumer and describes the occurrence of THROMBOSIS (blood clot in
his pulmonary artery and several others in his legs) and PULMONARY
EMBOLISM (blood clot pulmonary artery) in an 82-year-old male patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed
below. Family history included Factor V deficiency, Factor II deficiency and
MTHFR deficiency. On an unknown date, the patient received first dose of
mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form.
On an unknown date, the patient experienced THROMBOSIS (blood clot in
his pulmonary artery and several others in his legs) (seriousness criteria
hospitalization prolonged and medically significant), PULMONARY EMBOLISM
(blood clot pulmonary artery) (seriousness criterion medically significant)
and DYSPNOEA (shortness of breath). At the time of the report,
THROMBOSIS (blood clot in his pulmonary artery and several others in his
legs), PULMONARY EMBOLISM (blood clot pulmonary artery) and DYSPNOEA
(shortness of breath) outcome was unknown. Concomitant product use was
not provided by the reporter. Treatment information was not provided. Action
taken with mRNA-1273 in response to the event was not applicable. Based
on the current available information and temporal association between the
use of the product and the start date of the events, a causal relationship
cannot be excluded.; Sender's Comments: Based on the current available
information and temporal association between the use of the product and the
start date of the events, a causal relationship cannot be excluded.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1235625-1

Consistent headache - Tylenol or Excedrine relieved Heavy period - began 4
days early. Excessive blood clots and amount of blood. Left arm pain- unable
to move arm without pain x 3 days. Tylenol relieved Fever- began 2 days
after. Tylenol reduces fever.
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Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1235672-1

blood clots in his right leg and left leg; Emergency Room at 4am because he
had trouble breathing and walking; found blood on both his lungs; chills
especially at night that lasted 2 nights; He states he is still in misery; Patient
was supposed to get second dose on 04-Mar-2021, but he is not going to get
it; shoulder pain/hip pain; Pain in arms, leg; trouble walking due to his pain;
This spontaneous case was reported by a consumer (subsequently medically
confirmed) and describes the occurrence of THROMBOSIS (blood clots in his
right leg and left leg), DYSPNOEA (Emergency Room at 4am because he had
trouble breathing and walking), HAEMOPTYSIS (found blood on both his
lungs) and CHILLS (chills especially at night that lasted 2 nights) in an 88-
year-old male patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 004M20A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. The patient's past medical
history included Asthma since an unknown date. Concomitant products
included MONTELUKAST and FLUTICASONE FUROATE, VILANTEROL
TRIFENATATE (BREO ELLIPTA) for Asthma, METOPROLOL and APIXABAN
(ELIQUIS) for an unknown indication. On 04-Feb-2021, the patient received
first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1
dosage form. On 05-Feb-2021, the patient experienced THROMBOSIS (blood
clots in his right leg and left leg) (seriousness criteria hospitalization and life
threatening), DYSPNOEA (Emergency Room at 4am because he had trouble
breathing and walking) (seriousness criterion hospitalization), HAEMOPTYSIS
(found blood on both his lungs) (seriousness criteria hospitalization and
medically significant), PAIN IN EXTREMITY (Pain in arms, leg), GAIT
DISTURBANCE (trouble walking due to his pain) and ARTHRALGIA (shoulder
pain/hip pain). On 04-Mar-2021, the patient experienced INTENTIONAL
DOSE OMISSION (Patient was supposed to get second dose on 04-Mar-2021,
but he is not going to get it). On an unknown date, the patient experienced
CHILLS (chills especially at night that lasted 2 nights) (seriousness criterion
hospitalization) and FEELING ABNORMAL (He states he is still in misery). The
patient was hospitalized on 20-Feb-2021 due to DYSPNOEA, HAEMOPTYSIS
and THROMBOSIS, and then for 2 days due to CHILLS. At the time of the
report, THROMBOSIS (blood clots in his right leg and left leg), DYSPNOEA
(Emergency Room at 4am because he had trouble breathing and walking),
HAEMOPTYSIS (found blood on both his lungs), PAIN IN EXTREMITY (Pain in
arms, leg), GAIT DISTURBANCE (trouble walking due to his pain), FEELING
ABNORMAL (He states he is still in misery) and ARTHRALGIA (shoulder
pain/hip pain) had not resolved and CHILLS (chills especially at night that
lasted 2 nights) and INTENTIONAL DOSE OMISSION (Patient was supposed
to get second dose on 04-Mar-2021, but he is not going to get it) outcome
was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in
parenthesis if available): On an unknown date, Chest X-ray: (abnormal)
Found blood on both of his lungs. On an unknown date, SARS-CoV-2 test:
(Negative) Negative. On an unknown date, Ultrasound scan: (abnormal)
Found blood clots in his right leg and left leg. The action taken with mRNA-
1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. Patient was
taken to the ER (Emergency Room) on 20-Feb-2021 at 4 AM. Several tests
including Chest X-Ray, MRI, Blood work, Ultrasound (groin and legs) were
performed. Only few tests results were reported. Received treatment
including Oxygen, Eliquis and Antibiotics. Patient has been on oxygen full
time until 7Apr2021 Company comment: Based on the current available
information and temporal association between the use of the product and the
start date of these event, a causal relationship cannot be excluded. Further
information has been requested.; Sender's Comments: Based on the current
available information and temporal association between the use of the
product and the start date of these event, a causal relationship cannot be
excluded. Further information has been requested.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1235676-1

Blood Clotting; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (Blood Clotting) in a 59-year-old
female patient who received mRNA-1273 for COVID-19 vaccination. The
patient's past medical history included No adverse event. On 26-Feb-2021,
the patient received first dose of mMRNA-1273 ) (Intramuscular) 1 dosage
form. On 05-Mar-2021, the patient experienced THROMBOSIS (Blood
Clotting) (seriousness criteria medically significant). At the time of the
report, THROMBOSIS (Blood Clotting) had resolved. Not Provided. The action
taken with mRNA-1273 (Intramuscular) was unknown. Treatment
information was not provided. Concomitant medications were not reported.
Company Comment: Very limited information regarding the events has been
provided at this time and is insufficient for causality assessment. Further
information has been requested.; Sender's Comments: Very limited
information regarding the events has been provided at this time and is
insufficient for causality assessment. Further information has been
requested.
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Vaccine
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THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1235687-1

Memory lapse, difficulty with memory recall; Confused; Blood clots; Cerebral
Ischemic Attack; Brain Fog; Headache; This spontaneous case was reported
by a consumer (subsequently medically confirmed) and describes the
occurrence of MEMORY IMPAIRMENT (Memory lapse, difficulty with memory
recall), CONFUSIONAL STATE (Confused), THROMBOSIS (Blood clots) and
TRANSIENT ISCHAEMIC ATTACK (Cerebral Ischemic Attack) in a 49-year-old
male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch
no. 046A21A) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. The patient's past medical history included
Heart valve operation. Concomitant products included WARFARIN SODIUM
(COUMADIN) for an unknown indication. On 12-Mar-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 09-Apr-2021, received second dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was
changed to 1 dosage form. On 10-Apr-2021, the patient experienced
MEMORY IMPAIRMENT (Memory lapse, difficulty with memory recall)
(seriousness criterion hospitalization), CONFUSIONAL STATE (Confused)
(seriousness criterion hospitalization), THROMBOSIS (Blood clots)
(seriousness criterion hospitalization) and TRANSIENT ISCHAEMIC ATTACK
(Cerebral Ischemic Attack) (seriousness criterion hospitalization). On 15-Apr-
2021, the patient experienced FEELING ABNORMAL (Brain Fog) and
HEADACHE (Headache). The patient was hospitalized from 10-Apr-2021 to
12-Apr-2021 due to CONFUSIONAL STATE, MEMORY IMPAIRMENT,
THROMBOSIS and TRANSIENT ISCHAEMIC ATTACK. At the time of the
report, MEMORY IMPAIRMENT (Memory lapse, difficulty with memory recall),
FEELING ABNORMAL (Brain Fog) and HEADACHE (Headache) had not
resolved and CONFUSIONAL STATE (Confused), THROMBOSIS (Blood clots)
and TRANSIENT ISCHAEMIC ATTACK (Cerebral Ischemic Attack) had
resolved. Not Provided DIAGNOSTIC RESULTS (normal ranges are provided
in parenthesis if available): On 10-Apr-2021, Computerised tomogram:
abnormal (abnormal) revealed blood clots. On 10-Apr-2021, International
normalised ratio: low (Low) Low. On 10-Apr-2021, Magnetic resonance
imaging: abnormal (abnormal) revealed blood clots. On 15-Apr-2021,
International normalised ratio: low (Low) Low. It was reported that the
patient still has difficulty with memory recall, brain fog, headache, and still
having trouble with low INR. The patient did not have any side effects after
the first dose. Treatment for the events included Levonox injections and
Coumadin (increased dose). Based on the information provided which
includes a strong temporal association between the use of mMRNA-1273
vaccine and onset of the reported events, excluding other etiologies causal
relationship cannot be excluded. Headache is consistent with the product
known safety profile.; Sender's Comments: Based on the information
provided which includes a strong temporal association between the use of
mMRNA-1273 vaccine and onset of the reported events, excluding other
etiologies causal relationship cannot be excluded. Headache is consistent
with the product known safety profile.

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1235690-1

Blood clots; Kind of bleeding; arm began being extremely itchy; This
spontaneous case was reported by a consumer and describes the occurrence
of THROMBOSIS (Blood clots) and HAEMORRHAGE (Kind of bleeding) in a
40-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious
events is detailed below. The patient's past medical history included No
adverse event (No reported medical history). On 02-Apr-2021, the patient
received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 02-Apr-2021, after starting mRNA-1273
(Moderna COVID-19 Vaccine), the patient experienced PRURITUS (arm
began being extremely itchy). On 05-Apr-2021, the patient experienced
THROMBOSIS (Blood clots) (seriousness criterion medically significant) and
HAEMORRHAGE (Kind of bleeding) (seriousness criterion medically
significant). At the time of the report, THROMBOSIS (Blood clots) and
HAEMORRHAGE (Kind of bleeding) outcome was unknown and PRURITUS
(arm began being extremely itchy) had resolved. DIAGNOSTIC RESULTS
(normal ranges are provided in parenthesis if available): In April 2021,
Pregnancy test: Negative. The action taken with mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) was unknown. Concomitant product use
was not provided by the reporter. Treatment information was not provided.
Based on the information provided which includes a strong temporal
association between the use of mMRNA-1273 vaccine and onset of the
reported events, excluding other etiologies causal relationship cannot be
excluded; Sender's Comments: Based on the information provided which
includes a strong temporal association between the use of mMRNA-1273
vaccine and onset of the reported events, excluding other etiologies causal
relationship cannot be excluded

THROMBOSIS

COVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1236676-1

Developed a blood clot in his right leg, inner thigh, up toward groin area. ER
diagnosis on 4/20/21 at healthcare facility.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1236718-1

patient reports he spent many days in hospital after 2nd Moderna vaccine
wtih severe blood clots. Informed he did not tell hospital that he had the 2nd
Moderna shot but informed the other hospital. It was the other hospital that
instructed the patient to contact the Health Department to inform of the
same

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1236733-1

PER PATIENT REPORT, PAIN A WEEK LATER MY LEG WAS ACHING. I USED
ICY HOT, MASSAGER. STARTED SWELLING, WENT TO WALK IN. THEY DID
AN ULTRASOUND AND SAID I HAD A BLOOD CLOT IN MY LEG AND IT WAS
TRAVELING TO MY LUNGS. THERE WERE A COUPLE SPECKS ON LUNG PER
XRAY.
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
Like the reaction to the first dose, pain and swelling at injection site, swollen
lymph node under armpit, fever of 101 F, headache , severe joint pain,
COVID19 fatigue and unusual and heavy menstrual bleeding starting two days after
(CoviD19 i the injection. Bleeding so heavily medical care was sought after first
THROMBOSIS (MODERNA)) MODERNA 12371014 injection. Thought it might be my IUD, which was removed after the first
(1201) episode. Full gynecological exam indicated everything was normal. Menstrual
bleeding happened again 2 days after second vaccine, characterized by early
arrival, heavy flow and clotting.
?C%\CII)I;% Blood clot in Right leg and bilateral lungs. Patient also reported headache for
THROMBOSIS (MODERNA)) MODERNA 1237551-1 | >1 week, fatigue, shortness of breath and blood pressure that elevated
above 210 systolic.
(1201)
COVID19 APRIL 9 EVENING LUMP IN RIGHT LEG, PAIN TENDERNESS AND REDNESS,
(CoviD19 i SITE IS HOT AS WELL. SWELLED OUT, RUNS 2 INCHES, RIGHT ON INNER
THROMBOSIS | (y10pERNA)) |MOPERNA 1237904-1 | pART OF LEG, BELOW KNEE LEVEL, HAS HAD 2 NEW KNEE IMPLANTS ON
(1201) RIGHT LEG.
COVID19
(CoviD19 i . .
THROMBOSIS (MODERNA)) MODERNA 1238013-1 | Blood clot in left arm. Heavy menstrual clots bigger than a quarter
(1201)
COVID19
(coviD19 )
THROMBOSIS (MODERNA)) MODERNA 1238361-1 | Blood clots
(1201)
?C%\clljl)?g Left calf pain. US completed. Blood clot in left great saphenous vein and
THROMBOSIS MODERNA 1238542-1 | branches. Patient is being treated with Lovenox 60 mg BID. Outcome is
(MODERNA)) -
unknown at this time.
(1201)
COVID19
(coviD19 ) . o
THROMBOSIS (MODERNA)) MODERNA 1240236-1 | Blood clot in mouth on day 2, 9, and 16 from first injection
(1201)
8 Days after my 2nd Moderna Shot, Fatty Blood Clots started pouring out of
COVID19 my mouth(about 50 over a 24 hour period) . There was No cause or affect to
(COVID19 it- meaning No cough or Nose Bleeding,etc. I went to emerency room on
THROMBOSIS MODERNA 1242013-1 | 03/09/2021 and was admitted for testing. While there they ALSO noticed my
(MODERNA)) _ .
(1201) heart was Pausing. A 3 day ZIO Test was done. It came back extreme with
39 Pauses and a pulse as low as 35 BPM. A Heart Pace Maker had to be
placed in me at Medical CTR on 04/20/2021.
COVID19 Day after the shot on Tuesday morning woke up a little fatigue she did a little
(COVID19 cooking and her chest started really getting tight she was sweating really
THROMBOSIS MODERNA 1242396-1 | bad went to bed slept all day tried walking on Wednesday put a heating pad
(MODERNA)) .
(1201) on her legs with muscle spasms called me at 5 AM to get her to the ER she
couldn?t walk her leg swelled up really bad
CoOVvID19
(coviD19 ) .
THROMBOSIS (MODERNA)) MODERNA 1242501-1 | Blood Clot in left leg
(1201)
COVID19 Reports she was exhausted and weak for a few days after the shot. on 4/20
(COVID19 she went to the ER to receive treatment for a blood clot in her right leg.
THROMBOSIS (MODERNA)) MODERNA 1243509-1 | Reports she had been having trouble with her leg for 5 days before going to
(1201) the ER. She has started taking Xarelto. She went for treatment. She was not
admitted.
COoVID19
(COVID19 ) N .
THROMBOSIS (MODERNA)) MODERNA 1244061-1 | Hospitalized for acute blood clot in each leg
(1201)
::COO\CII)[:% Body aches, fever, high blood sugars, diarrhea & extreme nausea-could not
THROMBOSIS (MODERNA)) MODERNA 1244283-1 | eat or drink for 2 days No clotting during menstrual cycle, EXTREMELY heavy

(1201)

and long flow
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1245371-1

irritated her heart condition; Clot blood; weakness in legs, couldnt walk with
legs; Coma; couldn't breathe; stroke/massive stroke in left side of her brain;
Irritated her heart condition, rapid heart beat; Headache; Tiredness; This
spontaneous case was reported by a consumer and describes the occurrence
of CEREBROVASCULAR ACCIDENT (stroke/massive stroke in left side of her
brain), CARDIAC DISORDER (irritated her heart condition), DYSPNOEA
(couldn't breathe), THROMBOSIS (Clot blood), COMA (Coma) and
MUSCULAR WEAKNESS (weakness in legs, couldnt walk with legs) in a 95-
year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) for Covid-19 Vaccination. The occurrence of additional non-serious
events is detailed below. Concurrent medical conditions included Heart
disease, unspecified, Hypertension and AFib. Concomitant products included
APIXABAN (ELIQUIS) for Anticoagulant therapy, SACUBITRIL VALSARTAN
SODIUM HYDRATE (ENTRESTO) for Hypertension, METOPROLOL for an
unknown indication. On 10-Mar-2021, the patient received first dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form.
On 11-Mar-2021, the patient experienced HEADACHE (Headache) and
FATIGUE (Tiredness). On 12-Mar-2021, the patient experienced MUSCULAR
WEAKNESS (weakness in legs, couldnt walk with legs) (seriousness criterion
hospitalization). On 13-Mar-2021, the patient experienced CARDIAC
DISORDER (irritated her heart condition) (seriousness criterion
hospitalization), THROMBOSIS (Clot blood) (seriousness criterion
hospitalization) and HEART RATE INCREASED (Irritated her heart condition,
rapid heart beat). On 15-Mar-2021, the patient experienced
CEREBROVASCULAR ACCIDENT (stroke/massive stroke in left side of her
brain) (seriousness criteria death and medically significant). On 16-Mar-
2021, the patient experienced DYSPNOEA (couldn't breathe) (seriousness
criterion hospitalization prolonged) and COMA (Coma) (seriousness criterion
hospitalization prolonged). The patient was hospitalized on 13-Mar-2021 due
to CARDIAC DISORDER, COMA, DYSPNOEA, MUSCULAR WEAKNESS and
THROMBOSIS. The patient died on 17-Mar-2021. The reported cause of
death was massive stroke in left side of her brain. It is unknown if an
autopsy was performed. At the time of death, CARDIAC DISORDER (irritated
her heart condition), DYSPNOEA (couldn't breathe), THROMBOSIS (Clot
blood), COMA (Coma), MUSCULAR WEAKNESS (weakness in legs, couldnt
walk with legs), HEART RATE INCREASED (Irritated her heart condition, rapid
heart beat), HEADACHE (Headache) and FATIGUE (Tiredness) outcome was
unknown. Action taken with mRNA-1273 in response to the events was not
Applicable. This case concerns an 95 year old female patient, with medical
history of A Fib, Heart disease, Hypertension who experienced a serious
unexpected event of Death 8 days after receiving 1st dose of mRNA- 1273 .
Very limited information regarding these events has been provided at this
time. However, the patient's advance age, multiple co-morbidities, may
remain as risk factors. Further information is requested. This case was linked
to MOD-2021-074814 (Patient Link).; Sender's Comments: This case
concerns an 95 year old female patient, with medical history of A Fib, Heart
disease, Hypertension who experienced a serious unexpected event of Death
8 days after receiving 1st dose of mRNA- 1273 . Very limited information
regarding these events has been provided at this time. However, the
patient's advance age, multiple co-morbidities, may remain as risk factors.
Further information is requested.; Reported Cause(s) of Death: massive
stroke in left side of her brain

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1245407-1

a blood clot right below his lung on the left side; his chest was hurting; he
couldn't breath; Second shot three weeks later; This spontaneous case was
reported by a consumer (subsequently medically confirmed) and describes
the occurrence of THROMBOSIS (a blood clot right below his lung on the left
side) in a 32-year-old male patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional
non-serious events is detailed below. The patient's past medical history
included No adverse event (No medical history reported). In February 2021,
the patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(unknown route) dosage was changed to 1 dosage form. On an unknown
date, the patient received second dose of mRNA-1273 (Moderna COVID-19
Vaccine) (unknown route) 1 dosage form. On an unknown date, the patient
experienced THROMBOSIS (a blood clot right below his lung on the left side)
(seriousness criterion medically significant), CHEST PAIN (his chest was
hurting), DYSPNOEA (he couldn't breath) and INAPPROPRIATE SCHEDULE OF
PRODUCT ADMINISTRATION (Second shot three weeks later). At the time of
the report, THROMBOSIS (a blood clot right below his lung on the left side),
CHEST PAIN (his chest was hurting) and DYSPNOEA (he couldn't breath)
outcome was unknown and INAPPROPRIATE SCHEDULE OF PRODUCT
ADMINISTRATION (Second shot three weeks later) had resolved. For mRNA-
1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter considered
THROMBOSIS (a blood clot right below his lung on the left side), CHEST
PAIN (his chest was hurting) and DYSPNOEA (he couldn't breath) to be
related. No further causality assessment was provided for INAPPROPRIATE
SCHEDULE OF PRODUCT ADMINISTRATION (Second shot three weeks later).
Patient was taken to the ER (Emergency Room). Treatment Xarelto was
started. Patient has Cardiologist appointment on 28-APR-2021. Company
comment:Limited information regarding the blood clot, chest pain and
difficulty breathing has been provided at this time and a causal relationship
cannot be excluded. Inappropriate schedule of vaccine administered is
unrelated to the vaccine and is not reported as specifically resulting in
adverse events. This case was linked to MOD21-076660 (E2B Linked
Report).; Sender's Comments: Limited information regarding the blood clot,
chest pain and difficulty breathing has been provided at this time and a
causal relationship cannot be excluded. Inappropriate schedule of vaccine
administered is unrelated to the vaccine and is not reported as specifically
resulting in adverse events. MOD21-076660:
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1245413-1

Blood clot in left leg and moved down to bottom of her heal; Hard Time
Walking due to blood clot; This spontaneous case was reported by a
consumer (subsequently medically confirmed) and describes the occurrence
of THROMBOSIS (Blood clot in left leg and moved down to bottom of her
heal) in a 59-year-old female patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional
non-serious events is detailed below. The patient's past medical history
included No adverse event (No medical history was provided.). Concomitant
products included ACETYLSALICYLIC ACID (ASPIRIN 81) for an unknown
indication. On 26-Feb-2021, the patient received first dose of mMRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 26-Mar-
2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. On 02-Apr-2021, the
patient experienced THROMBOSIS (Blood clot in left leg and moved down to
bottom of her heal) (seriousness criterion medically significant) and GAIT
DISTURBANCE (Hard Time Walking due to blood clot). At the time of the
report, THROMBOSIS (Blood clot in left leg and moved down to bottom of
her heal) and GAIT DISTURBANCE (Hard Time Walking due to blood clot)
outcome was unknown. Not Provided The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Patient
reported that doctor prescribed prednisone to treat the symptoms. Company
comment: Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded.; Sender's Comments: Based on
the current available information and temporal association between the use
of the product and the start date of the events, a causal relationship cannot
be excluded.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1245430-1

"Veins was outside and sore; really big and sore red area; really big and sore
red area; all the veins in his R leg was protuberate; two blood clot;
DGThrombosis; Felt terrible; This spontaneous case was reported by a
consumer and describes the occurrence of THROMBOSIS (two blood clot)
and THROMBOSIS (DGThrombosis) in a 77-year-old male patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 016M20A
and Unknown) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. The patient's past medical history included
Leg injury (severe damage to right leg, hit by ""protellier"" small airplane.)
in 1977, Surgery (""many surgeries"") and Clot blood. On 11-Feb-2021, the
patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(unknown route) 1 dosage form. On 12-Mar-2021, received second dose of
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was
changed to 1 dosage form. On 12-Mar-2021, the patient experienced
MALAISE (Felt terrible). On 13-Mar-2021, the patient experienced
THROMBOSIS (two blood clot) (seriousness criterion medically significant),
THROMBOSIS (DGThrombosis) (seriousness criterion medically significant),
VASCULAR PAIN (Veins was outside and sore), ERYTHEMA (really big and
sore red area), PAIN IN EXTREMITY (really big and sore red area) and VEIN
DISORDER (all the veins in his R leg was protuberate). At the time of the
report, THROMBOSIS (two blood clot), THROMBOSIS (DGThrombosis),
MALAISE (Felt terrible), VASCULAR PAIN (Veins was outside and sore),
ERYTHEMA (really big and sore red area), PAIN IN EXTREMITY (really big and
sore red area) and VEIN DISORDER (all the veins in his R leg was
protuberate) outcome was unknown. Not Provided Concomitant medication
included unspecified statin for high cholesterol. The patient reported that he
is retired. He reported that his leg is functioning well, he has only one of the
three arteries in the legs and many damaged veins. Treatment medication
included Seroto to treat the blood clots. Based on the information provided
which includes a strong temporal association between the use of mMRNA-1273
vaccine and onset of the reported events, a causal relationship cannot be
excluded. This case was linked to MODERNATX, INC.-MOD-2021-077978
(E2B Linked Report).; Sender's Comments: Based on the information
provided which includes a strong temporal association between the use of
mMRNA-1273 vaccine and onset of the reported events, a causal relationship
cannot be excluded. MODERNATX, INC.-MOD-2021-077978:"
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1245440-1

"blood clots; his arm felt sore, almost like he had just received the vaccine;
doctor thinks it has something to do with the heart; low blood pressure; This
spontaneous case was reported by a consumer and describes the occurrence
of THROMBOSIS (blood clots) in a 64-year-old male patient who received
mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's
past medical history included No adverse event (No reported medical
history). On 24-Mar-2021, the patient received first dose of mMRNA-1273
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 08-Apr-
2021, the patient experienced THROMBOSIS (blood clots) (seriousness
criterion hospitalization), PAIN IN EXTREMITY (his arm felt sore, almost like
he had just received the vaccine), CARDIAC DISORDER (doctor thinks it has
something to do with the heart) and HYPOTENSION (low blood pressure).
The patient was hospitalized on 08-Apr-2021 due to THROMBOSIS. At the
time of the report, THROMBOSIS (blood clots), PAIN IN EXTREMITY (his arm
felt sore, almost like he had just received the vaccine) and CARDIAC
DISORDER (doctor thinks it has something to do with the heart) had not
resolved and HYPOTENSION (low blood pressure) had resolved. The action
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was
unknown. Concomitant product use was not provided. On 08 Apr 2021, the
patient's arm felt sore, ""almost like he had just received the vaccine"". He
went to urgent care, and they sent him to the hospital and he was admitted.
The patient said his doctor thinks the blood clots had something to do with
the heart. The patient thought it had to do with the vaccine because he has
""always been healthy"" and never had any heart problems. The patient was
still in the hospital at the time of this report. Treatment information was not
provided. Company comment: Based on the current available information
and temporal association between the use of the product and the start date
of the events, a causal relationship cannot be excluded. Doctor thinks
""thrombosis"" has something to do with the heart"

THROMBOSIS

COVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1245454-1

Small amount of blood clots; Potassium levels dropped; Increased
hypertension; dizziness; Arm pain from her elbow to shoulder; Shortness of
breath; Blood pressure increased; fatigue; chills; Hear arm was hot to touch;
Itchiness; Red circle near injection site the size of a quarter; not to take the
second dose; This spontaneous case was reported by a consumer and
describes the occurrence of THROMBOSIS (Small amount of blood clots) and
HYPOKALAEMIA (Potassium levels dropped) in a 44-year-old female patient
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
026A21A) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. The patient's past medical history included
No adverse reaction. On 15-Mar-2021, the patient received first dose of
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form.
On 23-Mar-2021, the patient experienced VACCINATION SITE ERYTHEMA
(Red circle near injection site the size of a quarter). On 24-Mar-2021, the
patient experienced VACCINATION SITE WARMTH (Hear arm was hot to
touch) and VACCINATION SITE PRURITUS (Itchiness). On 25-Mar-2021, the
patient experienced PAIN IN EXTREMITY (Arm pain from her elbow to
shoulder), DYSPNOEA (Shortness of breath), BLOOD PRESSURE INCREASED
(Blood pressure increased), DIZZINESS (dizziness), FATIGUE (fatigue) and
CHILLS (chills). On 01-Apr-2021, the patient experienced THROMBOSIS
(Small amount of blood clots) (seriousness criterion medically significant),
HYPOKALAEMIA (Potassium levels dropped) (seriousness criterion medically
significant) and HYPERTENSION (Increased hypertension). On an unknown
date, the patient experienced PRODUCT DOSE OMISSION ISSUE (not to take
the second dose). At the time of the report, THROMBOSIS (Small amount of
blood clots), HYPOKALAEMIA (Potassium levels dropped), PAIN IN
EXTREMITY (Arm pain from her elbow to shoulder), DYSPNOEA (Shortness of
breath), BLOOD PRESSURE INCREASED (Blood pressure increased),
HYPERTENSION (Increased hypertension), VACCINATION SITE WARMTH
(Hear arm was hot to touch), DIZZINESS (dizziness), VACCINATION SITE
PRURITUS (Itchiness), FATIGUE (fatigue), VACCINATION SITE ERYTHEMA
(Red circle near injection site the size of a quarter) and CHILLS (chills)
outcome was unknown and PRODUCT DOSE OMISSION ISSUE (not to take
the second dose) had resolved. The action taken with mRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) was unknown. On 01-Apr-2021 patient
went to the ER for 2 hours. The HCP at the ER stated she had increased
hypertension, potassium levels dropped and there was a small amount of
blood clots. Her primary care physician said not to take the second dose.
Patient inquired about what she can do to manage her symptoms.
Concomitant drugs were not reported. Treatment information was not
provided. Based on the current available information and temporal
association between the use of the product and the start date of the event, a
causal relationship cannot be excluded. However, Further information is
requested.; Sender's Comments: Based on the current available information
and temporal association between the use of the product and the start date
of the event, a causal relationship cannot be excluded. However, Further
information is requested.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1245460-1

I had a stroke; Blood clot; Speak was bad, couldn't form words, speak was
impaired; Missed her dose due to to the decision not to get it; This
spontaneous case was reported by a consumer (subsequently medically
confirmed) and describes the occurrence of CEREBROVASCULAR ACCIDENT
(I had a stroke) and THROMBOSIS (Blood clot) in a 73-year-old female
patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no.
010M20A) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. The patient's past medical history included
No adverse event (No medical history was reported.). On 10-Feb-2021, the
patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 13-Feb-2021, the patient experienced
CEREBROVASCULAR ACCIDENT (I had a stroke) (seriousness criterion
hospitalization). On an unknown date, the patient experienced THROMBOSIS
(Blood clot) (seriousness criterion medically significant), SPEECH DISORDER
(Speak was bad, couldn't form words, speak was impaired) and
INTENTIONAL DOSE OMISSION (Missed her dose due to to the decision not
to get it). On 16-Feb-2021, CEREBROVASCULAR ACCIDENT (I had a stroke)
had resolved. At the time of the report, THROMBOSIS (Blood clot) and
SPEECH DISORDER (Speak was bad, couldn't form words, speak was
impaired) outcome was unknown and INTENTIONAL DOSE OMISSION
(Missed her dose due to to the decision not to get it) had resolved. Not
Provided The action taken with mRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) was unknown. Concomitant product use was not provided.
The patient was receiving treatment with clopidogrel (Plavix) 75mg since the
stroke (which is a stronger blood thinner TPA drug that resolve the blood
clot). Reportedly, the patient was hospitalized for 3 days. Patient also stated
that she was nervous about getting her 2nd dose so she missed her dose
due to the decision not to get it with regards to the fear of having another
stroke. Company comment Based on the current available information and
temporal association between the use of the product and the start date of
the events, a causal relationship cannot be excluded. This case was linked;
Sender's Comments:

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1245476-1

Blood clots; This spontaneous case was reported by a consumer
(subsequently medically confirmed) and describes the occurrence of
THROMBOSIS (Blood clots) in an 82-year-old male patient who received
mMRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 013A21A and
031L209) for COVID-19 vaccination. Concurrent medical conditions included
Cancer (The patient was in recovery from cancer). On 03-Feb-2021, the
patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 05-Mar-2021, received second dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was
changed to 1 dosage form. In March 2021, the patient experienced
THROMBOSIS (Blood clots) (seriousness criterion medically significant). At
the time of the report, THROMBOSIS (Blood clots) outcome was unknown.
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if
available): In March 2021, Computerised tomogram: blood clots (abnormal)
Blood clots. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular),
the reporter did not provide any causality assessments. Concomitant
medications were not provided. Description: The patient developed blood
clots (medically significant) two weeks after receiving his second dose of the
vaccine . The patient was in recovery from cancer and was required to have
computerized tomography (CT) scans. He had a computerized tomography
(CT) scan within two weeks of taking his second dose and the blood clots
were discovered. The patient had never had blood clots before. The patient
had already been in contact with his oncologist and was prescribed apixaban.
The patient received both scheduled doses of mMRNA-1273 prior to the event,
therefore action taken with the drug in response to the event is not
applicable.; Sender's Comments: Based on the current available information
and temporal association between the use of the product and the start date
of the event, a causal relationship cannot be excluded.

THROMBOSIS

COVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1245770-1

Blood clot in right arm

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1246432-1

4 days (4/20/2021) post vaccination pain in right calf was experienced. As
the pain did not resolve over the next week and felt similar to a DVT
experienced post a spinal fusion in 2018 I consulted, on 4/16/2021, with the
vascular surgeon, who treated my post surgery DVT in 2018 . He performed
an ultrasound and identified a clot in my right calf. On 4/21/2021 he
prescribed a course of Eliquis (initial dose 20 mg per day) to resolve the clot.
As of today (4/23/2021) the pain has lessened but not resolved. In addition
to the DVT I experienced a significant level of fatigue for 3 days post the
vaccination. While the fatigue has lessened it has not completely resolved.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1246568-1

I had a pulmonary embolism on 3/17/2021. Prior to that a blood clot in my
left calf.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1246721-1

Fever over 100, 3 blood clots discovered in hospital where I was sent by the
Hematologist after fever started.
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1247150-1

Pt presented to the ED from home for b/l lower extremity swelling x 2
weeks. She was reportedly in her recliner for approximately 12-18 hrs prior
to being brought in via EMS. In the ED her b/l LE extremity was cold to touch
and mottled. Her toes were white and nail beds blue. No pulses were found
on Doppler on either extremity. She was also noted to be in a.fib with RVR.
Doppler of LE showed extensive occlusive thrombus. Bedside echo showed
the RV severely dilated with mobile thrombus and EF 20-25%. Given these
findings there is a very high probability of massive PE, however given
current situation of AKI and instability CT was unable to be performed. She
was given TPA and admitted to ICU. Pt was started heparin gtt, as well as
levophed and dobutamine for obstructive and cardiogenic shock as her
troponin, kidney function, lactate and liver function all were elevated. Of
note pt lives in a hoarding situation and lives a sedentary lifestyle and
reportedly only gets up from recliner to use the bathroom. Pt also has a 96
pack year history but was noted in her medical chart to have quit smoking in
2017.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1248534-1

I because confused and unsteady. I then fell. My husband helped me up but
he knew something was wrong. He called 911 an ambulance took me to the
hospital but I was transferred to another hospital. In case I needed surgery.
It was touch and go. I was suffering a stroke. A blood clot was also found. I
was in the hospital ICU for 3 days then transferred to another room. For
another day.

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1249568-1

blood clot on the left leg; blood clot on the right leg; This spontaneous case
was reported by a consumer and describes the occurrence of THROMBOSIS
(blood clot on the right leg) and THROMBOSIS (blood clot on the left leg) in
a 30-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch no. 038321A) for COVID-19 vaccination. The patient's past
medical history included No adverse event (no medical history reported). On
11-Mar-2021, the patient received first dose of mMRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 08-Apr-2021,
received second dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. On 05-Apr-2021, the
patient experienced THROMBOSIS (blood clot on the right leg) (seriousness
criterion medically significant). On 12-Apr-2021, the patient experienced
THROMBOSIS (blood clot on the left leg) (seriousness criterion medically
significant). At the time of the report, THROMBOSIS (blood clot on the right
leg) and THROMBOSIS (blood clot on the left leg) outcome was unknown.
Not Provided The patient has not provided with any concomitant medication.
No treatment medications are listed. Company Comment Based on the
current available information which includes a strong temporal association
between the use of mMRNA-1273 vaccine and onset of the reported events, a
causal relationship cannot be excluded. This case was linked to US-
MODERNATX, INC.-MOD-2021-043122 (E2B Linked Report). Reporter did not
allow further contact; Sender's Comments: US-MODERNATX, INC.-MOD-
2021-043122:1st dose
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Symptoms

Vaccine

Vaccine
Manufacturer

VAERS ID

Adverse Event Description

THROMBOSIS

CoVID19
(CovID19
(MODERNA))
(1201)

MODERNA

1249676-1

massive blood clot in the right lung; painful knot under the skin on his arm;
threw up about 20 times in 6 hours, and kept vomiting all the next day;
massive blood clot in the lung ended up in different parts of the lung causing
extreme amount or pain\ Left lung is beginning to hurt again and his chest is
killing him; next day when he got up and could barely walk; This
spontaneous case was reported by a consumer and describes the occurrence
of PULMONARY EMBOLISM (massive blood clot in the right lung),
PULMONARY PAIN (massive blood clot in the lung ended up in different parts
of the lung causing extreme amount or pain\ Left lung is beginning to hurt
again and his chest is killing him) and THROMBOSIS (painful knot under the
skin on his arm) in a 45-year-old male patient who received mRNA-1273
(Moderna COVID-19 Vaccine) (batch nos. 027A21A and 007B21A) for
COVID-19 vaccination. The occurrence of additional non-serious events is
detailed below. The patient's past medical history included Autoimmune
disorder NOS in September 2020 and Broken bones. On 18-Mar-2021, the
patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) 1 dosage form. On 15-Apr-2021, received second dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was
changed to 1 dosage form. On 19-Mar-2021, the patient experienced GAIT
DISTURBANCE (next day when he got up and could barely walk). On 26-Mar-
2021, the patient experienced PULMONARY EMBOLISM (massive blood clot in
the right lung) (seriousness criteria hospitalization, medically significant and
life threatening). On 04-Apr-2021, the patient experienced PULMONARY PAIN
(massive blood clot in the lung ended up in different parts of the lung
causing extreme amount or pain\ Left lung is beginning to hurt again and his
chest is killing him) (seriousness criterion medically significant). On an
unknown date, the patient experienced THROMBOSIS (painful knot under the
skin on his arm) (seriousness criterion medically significant) and VOMITING
(threw up about 20 times in 6 hours, and kept vomiting all the next day). On
19-Mar-2021, GAIT DISTURBANCE (next day when he got up and could
barely walk) outcome was unknown. On 28-Mar-2021, PULMONARY
EMBOLISM (massive blood clot in the right lung) had not resolved. On 04-
Apr-2021, PULMONARY PAIN (massive blood clot in the lung ended up in
different parts of the lung causing extreme amount or pain\ Left lung is
beginning to hurt again and his chest is killing him) had not resolved. At the
time of the report, THROMBOSIS (painful knot under the skin on his arm)
and VOMITING (threw up about 20 times in 6 hours, and kept vomiting all
the next day) outcome was unknown. Not Provided Treatment information
provided as blood thinners (IV heparin) and antibiotics were used to treat
the events. Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded. This case was linked to US-
MODERNATX, INC.-MOD-2021-081632 (E2B Linked Report).; Sender's
Comments: Based on the current available information and temporal
association between the use of the product and the start date of the events,
a causal relationship cannot be excluded. US-MODERNATX, INC.-MOD-2021-
081632:2nd dose

THROMBOSIS

CoVID19
(CoviD19
(MODERNA))
(1201)

MODERNA

1249678-1

Left lung is beginning to hurt again; chest is killing him; can barely walk;
pain all over; the knot on the arm is blood clot; knot under the skin on his
arm; painful knot under the skin; nauseated; kept vomiting all the next day,
threw up about 20 times; This spontaneous case was reported by a patient
and describes the occurrence of THROMBOSIS (the knot on the arm is blood
clot) in a 45-year-old male patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch nos. 007B21A and 027A21A) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed
below. The patient's past medical history included Broken bones. Concurrent
medical conditions included Autoimmune disorder in September 2020. On
18-Mar-2021, the patient received first dose of mMRNA-1273 (Moderna
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 15-Apr-2021,
received second dose of mMRNA-1273 (Moderna COVID-19 Vaccine)
(Intramuscular) dosage was changed to 1 dosage form. On 15-Apr-2021, the
patient experienced NAUSEA (nauseated) and VOMITING (kept vomiting all
the next day, threw up about 20 times). On 18-Apr-2021, the patient
experienced SKIN MASS (knot under the skin on his arm) and PAIN OF SKIN
(painful knot under the skin). On 19-Apr-2021, the patient experienced
THROMBOSIS (the knot on the arm is blood clot) (seriousness criterion
medically significant). On 20-Apr-2021, the patient experienced PULMONARY
PAIN (Left lung is beginning to hurt again), CHEST DISCOMFORT (chest is
killing him), GAIT DISTURBANCE (can barely walk) and PAIN (pain all over).
On 17-Apr-2021, NAUSEA (nauseated) and VOMITING (kept vomiting all the
next day, threw up about 20 times) had resolved. At the time of the report,
THROMBOSIS (the knot on the arm is blood clot), PULMONARY PAIN (Left
lung is beginning to hurt again), CHEST DISCOMFORT (chest is killing him),
GAIT DISTURBANCE (can barely walk), SKIN MASS (knot under the skin on
his arm), PAIN OF SKIN (painful knot under the skin) and PAIN (pain all
over) outcome was unknown. No concomitant medications were reported.
Treatment for the events included Elquis and 1.V heparin. This case was
linked to MOD-2021-081600 (Patient Link).; Sender's Comments: Based on
the information provided which includes a strong temporal association
between the use of mMRNA-1273 vaccine and onset of the reported events, a
causal relationship cannot be excluded. Nausea and vomiting are consistent
with the product safety profile.

THROMBOSIS

CoVID19
(coviD19
(MODERNA))
(1201)

MODERNA

1250826-1

heart attack from blood clot
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Vaccine

Symptoms Vaccine Manufacturer VAERS ID Adverse Event Description
COoVvID19
THROMBOSIS &g‘[’)'gllz A)) | MODERNA 1250891-1 | Blood clot in right leg with rash mainly on arms and legs but included body.
(1201)
COVID19
COVID19 Feb 6th pain in right calf. Feb 9th 2021 had ultrasound of leg and diagnosed
THROMBOSI ( MODERNA 12 -1
OMBOSIS | moperna)) |MO 12509981 | ith blood clot.
(1201)
Patient passed away; patient had blood clots in his brain/ Legs/ Lungs/
Arms; Severe 