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Legal Authorities to Refuse an Emergency Use Authorized Product 

Legal Basis to Accept or Refuse any Emergency Use Authorized Product 
1. The Secretary of Health and Human Services (HHS) makes an emergency declaration regarding 

an existing or potential threat.  This declaration clearly articulates liability protection for 
involved parties (i.e. the government and product manufacturers).  (42 USC 247(d)-6(d)). 

2. The emergency declaration is published in the Federal Register.  (42 USC 247(d)-6(d)) 
3. HHS Secretary can grant emergency use authorization (EUA) for products that do not have 

approval from the Food and Drug Administration (FDA).  (21 USC 360-bbb-3) 
4. Any EUA products must be published in Federal Register.  (21 USC 360-bbb-3h) 
5. The right to accept or refuse an EUA product (and to be informed of this right) is a required 

condition for ALL unapproved products.  Products include all drugs, devices, or biological 
products (i.e. vaccines, masks, test kits, etc.).  (21 USC 360-bbb-3e(1)a) 

6. Military members can have this right waived in writing by the President only via a written 
waiver. The U.S. President has not issued a written waiver to date and there are no approved 
(licensed) masks, test kits, or shots on the current US market.  (10 USC 1107a) 

7. If the President of the United States issues a written waiver, the Secretary of Defense must 
submit to the chairman and ranking minority member of each congressional defense committee 
a notification of the waiver, together with the written determination of the President, and the 
Secretary's justification for the request or requirement for the member to receive the drug 
covered by the waiver.  (10 USC 1107, 21 USC 355 / 21 USC 321 – all-encompassing definition of 
a “drug” in the context of 10 USC 1107) 

8. An individual’s informed consent is required to administer any EUA product because an EUA 
product is considered experimental.  (21 CFR Part 50) 

 
Vaccines - Specific Arguments 

- Provides regulations for biological products, to include biologics licensing, interchangeability, 
biosimilar, and labeling.  (42 USC 262) 

o The term BLA-compliant [biological product] is never legally defined.  This term, legally, 
does not exist. 

o Labeling requirements.  Must have: 
▪ Proper name of the product (e.g. Comirnaty/Spikevax) 
▪ Name, address and applicable license number (e.g HHS License Number 

2229/2256) 
▪ Expiration date of the product 

o Explicitly states “no person shall falsely label any package or container of any biological 
product or alter any label or mark on the package so as to falsify the label or the mark.” 

o Interchangeability requirements are outlined.  Paragraph 9 describes the requirement to 
have a list of each biological product in electronic, searchable format.  Interchangeable 
products are listed in the FDA Purple Book with a reference product (e.g. 
Comirnaty/Spikevax). 

o Biosimilar product requirements and applications are outlined. 
 
Medical Devices - Specific Arguments for masks, test kits, etc. 

- Legal definition of a medical device.  (21 USC 321) 
- Requirements for medical devices.  (21 CFR 800) 
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Step by Step Breakdown 
of the 

Legal Basis to Accept or Refuse any Emergency Use Authorized Product 
 
1.  The Secretary of Health and Human Services (HHS) makes an emergency declaration regarding an 
existing or potential threat.  This declaration clearly articulates liability protection for involved parties 
(i.e. the government and product manufacturers).  (42 USC 247(d)-6(d)). 
 
Source Documents: 

a. 42 USC 247(d)-6(d): 42 USC 247d-6d: Targeted liability protections for pandemic and epidemic 
products and security countermeasures (house.gov) 

b. 21 USC 321(h)(1): 21 USC 321: Definitions; generally (house.gov) 
c. 42 USC 262: 42 USC 262: Regulation of biological products (house.gov) 
d. 21 USC 360bbb-3: 21 USC 360bbb-3: Authorization for medical products for use in emergencies 

(house.gov) 
e. Federal Register :: Declaration Under the Public Readiness and Emergency Preparedness Act for 

Medical Countermeasures Against COVID-19 
 
Breakdown: 
 
The Secretary of Health and Human Services (HHS) makes an emergency declaration regarding an 
existing or potential health threat. The Secretary of HHS has statutory authority to make public health 
emergency declarations through the PREP Act, codified in 42 USC 247d-6d. The emergency declarations 
must be posted in the Federal Register. 
 

 
This declaration clearly articulates liability protection for involved parties (i.e. the government and 
product manufacturers): 

https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section247d-6d&num=0&saved=%7CZ3JhbnVsZWlkOlVTQy1wcmVsaW0tdGl0bGU0Mi1zZWN0aW9uMjQ3ZC02ZQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section247d-6d&num=0&saved=%7CZ3JhbnVsZWlkOlVTQy1wcmVsaW0tdGl0bGU0Mi1zZWN0aW9uMjQ3ZC02ZQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title21-section321&num=0&saved=%7CKHRpdGxlOjIxIHNlY3Rpb246MzAxIGVkaXRpb246cHJlbGltKQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title42-section262&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
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Individuals who are being administered a “covered countermeasure” assume all health and liability risks, 
to include death.  Per 42 USC 247(d)-6(d), a “covered countermeasure” includes products under 
emergency use authorization (EUA) such as vaccines, test kits, and masks designed to counter COVID-19 
(the qualified pandemic). 

 

A drug is defined in 21 USC 321(g)(1). 
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42 U.S.C. Sec 262 defines biological products (below). Shots are a type of biological product and 
biological products can become an EUA product. 

 
 
A [medical] device is defined in 21 USC 321 (h)(1).  Test kits and masks are devices. 

 
 
Per 42 USC 247(d)-6(d), liability protections are extended to “covered persons”: 

 
 
Covered persons include anyone acting in their official capacity in the U.S. government, such as the FDA, 
CDC, HHS, Congress, and DOD.  Covered persons also include Pfizer, Moderna, and other manufacturers.  
Physicians, nurses, technicians, and pharmacists who prescribe, administer, or dispense the product are 
also covered persons.  
Of note, corporate entities who require vaccination are not covered persons. 
 
State and local governments are covered by the term “Program planner,” which is defined in 42 USC 
247(d)-6(d): 
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2.  The HHS publishes all emergency declaration and any amendments to the Federal Register for public 
record.  (42 USC 247(d)-6(d)). The FDA/HHS also post all EUA products additions/revocations as notices in 
the Federal Register. 
 
Source Documents: 

a. 42 USC 247(d)-6(d): 42 USC 247d-6d: Targeted liability protections for pandemic and epidemic 
products and security countermeasures (house.gov) 

b. Federal Register: https://www.federalregister.gov/documents/2020/03/17/2020-
05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-
countermeasures 

c. HHS ASPR Page w/C19 Emergency Declaration Amendments: Public Readiness and Emergency 
Preparedness Act (hhs.gov) 

a. Federal Register Combined Notice List for EUA Product Notices (Required by 21 U.S.C. 360bbb-3 
(h))  and COVID-19 Declaration Amendments (required by 42 U.S.C. 247d-6d) – Federal Register 
:: Document Search Results for 'Covid 19 Emergency Use Authorization' 
 

 
Breakdown: 
 
42 USC 247(d)-6(d) states: 

 
 
The original COVID-19 emergency declaration posted in the Federal Register on 17 March 2020: 

https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section247d-6d&num=0&saved=%7CZ3JhbnVsZWlkOlVTQy1wcmVsaW0tdGl0bGU0Mi1zZWN0aW9uMjQ3ZC02ZQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section247d-6d&num=0&saved=%7CZ3JhbnVsZWlkOlVTQy1wcmVsaW0tdGl0bGU0Mi1zZWN0aW9uMjQ3ZC02ZQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://aspr.hhs.gov/legal/PREPact/Pages/default.aspx
https://aspr.hhs.gov/legal/PREPact/Pages/default.aspx
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE
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Note that the emergency declaration notifies the American people of the specific emergency and 
provides liability immunity for activities related to medical countermeasures against COVID-19. 
 
The term “Liability immunity” is used 31 times in the original emergency declaration: 
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“42 U.S.C. 247d-6d” is referenced 16 times in the emergency declaration: 

 
 
It is worth noting that for countermeasures (products) and covered persons to have liability immunity 
under 42 USC 247d-6d, unapproved products have to be under EUA.  For products to be EUA, the HHS 
Secretary has to declare an emergency.  For the HHS Secretary to declare a public health emergency, 
there needs to be “a disease or other health condition or other threat to health constitutes a public 
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health emergency, or that there is a credible risk that the disease, condition, or threat may in the future 
constitute such an emergency.”  FDA licensure removes liability immunity under Title 42 USC, 247d-6d 
for a licensed product and all covered persons.
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3.  HHS Secretary can grant emergency use authorization (EUA) for products that do not have FDA-
approval.  (21 USC 360-bbb-3) 
 
Source Document: 

b. 21 USC § 360bbb-3: 21 USC 360bbb-3: Authorization for medical products for use in 
emergencies (house.gov) 

c. Federal Register EUA Notices: Federal Register :: Document Search Results for 'Covid 19 
Emergency Use Authorization' 

d. FDA Webpage for Covered Countermeasures/EUA Products-Letters by Product Type: Emergency 
Use Authorization | FDA 

 
Breakdown: 
 
Emergency use authorization is defined in 21 USC § 360bbb-3: 

 
 
To receive EUA status, 21 USC § 360bbb-3 identifies the following statutory requirements: 

 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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There are NO FDA approved, licensed, or cleared vaccines, test kits, or masks available in the US market, 
so all unapproved products remain under liability protections from 42 USC 247d-6d with an EUA label. 
 
If there was an FDA approved product (vaccine, test kit, or mask), the remaining authorized products 
would not be authorized for use or sale per 21 USC § 360bbb-3(c)(3), highlighted above. 
 

Emergency Use Authorization | FDA 

 
 
  

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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4.  Any EUA products must be published in Federal Register.  (21 USC 360bbb-3(h)) 
 
Source Documents: 

f. 21 USC § 360bbb-3(h): 21 USC 360bbb-3: Authorization for medical products for use in 
emergencies (house.gov) 

a. 42 USC 247(d)-6(d): 42 USC 247d-6d: Targeted liability protections for pandemic and epidemic 
products and security countermeasures (house.gov) 

b. COVID-19 PREP Act Declarations: Public Readiness and Emergency Preparedness Act (hhs.gov) 
c. HHS ASPR Page w/C19 Emergency Declaration Amendments (linked to Federal Register 

Postings): Public Readiness and Emergency Preparedness Act (hhs.gov) 
d. Federal Register EUA Notices: Federal Register :: Document Search Results for 'Covid 19 

Emergency Use Authorization' 
 
Breakdown: 
 
21 USC § 360bbb-3(h) states: 

 
 
This means the emergency declaration, as well as a notice of all products the HHS Secretary is granting 
emergency use authorization and why the HHS Secretary is granting those authorizations, must be 
published in the Federal Register.  As a reminder, when products are authorized for emergency use, 
they (as well as all relevant covered persons) automatically receive liability immunity in accordance with 
42 USC § 427d-6d. 
 
A review of the COVID-19 Public Readiness and Emergency Preparedness (PREP) Act declaration and 
amendments on the HHS ASPR page (each link is to the federal register posting) show each 
instance/amendment when the Secretary of HHS granted liability protections to covered 
countermeasures/persons and/or each instance the FDA through the HHS posted updates to EUA 
products. 
 
 

 

 

 

 

 

 

 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section247d-6d&num=0&saved=%7CZ3JhbnVsZWlkOlVTQy1wcmVsaW0tdGl0bGU0Mi1zZWN0aW9uMjQ3ZC02ZQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section247d-6d&num=0&saved=%7CZ3JhbnVsZWlkOlVTQy1wcmVsaW0tdGl0bGU0Mi1zZWN0aW9uMjQ3ZC02ZQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://aspr.hhs.gov/legal/PREPact/Pages/default.aspx
https://aspr.hhs.gov/legal/PREPact/Pages/default.aspx
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE


 

12 

 

Public Readiness and Emergency Preparedness Act (hhs.gov) 

 

Federal Register :: Document Search Results for 'Covid 19 Emergency Use Authorization' 

https://aspr.hhs.gov/legal/PREPact/Pages/default.aspx
https://www.federalregister.gov/documents/search?conditions%5Bagencies%5D%5B%5D=health-and-human-services-department&conditions%5Bterm%5D=Covid+19+Emergency+Use+Authorization&conditions%5Btype%5D%5B%5D=NOTICE&order=newest
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https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization  

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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5.  The right to accept or refuse an EUA product (and to be informed of this right) is a required condition 
for ALL unapproved products.  Products include all drugs, devices, or biological products (i.e. vaccines, 
masks, tests, etc.).  (21 USC 360-bbb-3e(1)a) 
 
Source Documents: 

a. 21 USC 360-bbb-3e: 21 USC 360bbb-3: Authorization for medical products for use in 
emergencies (house.gov) 

b. Definition of “shall”: https://www.merriam-webster.com/dictionary/shall 
c. 21 USC 321 – 21 USC 321: Definitions; generally (house.gov) 
d. 10 USC 1107 - 10 USC 1107: Notice of use of an investigational new drug or a drug unapproved 

for its applied use (house.gov) 
e. 10 USC 1107a - 10 USC 1107a: Emergency use products (house.gov) 
f. Section 564(e)(1)(A)(ii)(III) – 21 USC 360bbb-3: Authorization for medical products for use in 

emergencies (house.gov)  [***Section 564 is the original section within the Food, Drug and 
Cosmetic Act-FDCA and passed into law, becoming codified in 21 USC § 360bbb.] 

g. 21 USC § 360bbb-3(e)(1)(A)(ii)(III21 USC 360bbb-3: Authorization for medical products for use in 
emergencies (house.gov) 

h. Doe v. Rumsfeld, 341 F. Supp. 2d 1 – CourtListener.com 
i. United States v. Members of the Armed Services, Dale Saran, Chapter 7: Congress Acts: 10 USC 

1107. 
 
Breakdown: 
 
The right to accept or refuse an EUA product is a required condition of an unapproved product. 
 
Required conditions for emergency use of an unapproved product, to include the option to accept or 
refuse administration of an unapproved product, are identified in 21 USC 360-bbb-3 e(1)a: 

 
 

The two most important parts of the above screenshot are underlined in RED.  This is where 

government legal representatives have misrepresented key words in the past.  A failure to notice this 

error can undermine the defense, resulting in a fundamental misunderstanding regarding the option to 

refuse an EUA product. 

 

“Unapproved product” refers to all unapproved products (biological products, drugs, medical devices). 

 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://www.merriam-webster.com/dictionary/shall
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title21-section321&num=0&saved=%7CKHRpdGxlOjIxIHNlY3Rpb246MzAxIGVkaXRpb246cHJlbGltKQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107a&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://www.courtlistener.com/opinion/2459105/doe-v-rumsfeld/
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Subsection (b)(1) refers to the HHS Secretary’s emergency declaration. 

 

“Shall” is defined by Merriam-Webster as “used in laws, regulations, or directives to express what is 

mandatory.” 

 

“…including the following:” indicates the list after the colon represents the minimum requirements. The 

law does not leave much room to interpret. The secretary can add to these required conditions, but 

these at the most minimum are the required conditions because as an individual, YOU BEAR ALL THE 

SHORT/LONG TERM MEDICAL AND LIABILITY RISK! 

 

Thus, the right to accept or refuse an EUA product is a required condition of an unapproved product.  

This includes vaccines, test kits, masks, remdesivir, and any other unapproved product. 

 

When an individual substitutes the red underlined portion of subsection (e), it changes the meaning of 

this subsection.  In 1LT Mark Bashaw’s court martial, the prosecution attorney acted as though he was 

reading subsection (e)(1)(A) verbatim.  However, instead of reading the red underlined words, he 

replaced “required” with “various”.  And instead of stating “including the following”, he said “there is a 

list below that the Secretary of Health and Human Services MAY include.”  Subsequently, he argued that 

subsection (e) states the HHS Secretary can determine what unapproved products under emergency use 

come with the option to accept or refuse. 

 

Since this seems to be the lynchpin for the government’s case, it is worth taking an extra minute to 
consider the alternative.  Reference the “Frequently Referenced Arguments and Counterpoints” section 
for a more in-depth discussion and review. 
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6.  Military members can have this right waived in writing by the President only.  (10 USC 1107a) 
 
Source Documents: 

a. 10 USC 1107a - 10 USC 1107a: Emergency use products (house.gov) 
g.  21 USC 360bbb-3(e)(1)(A)(II)(III) – 21 USC 360bbb-3: Authorization for medical products for use 

in emergencies (house.gov) 

b. Nuremburg Code: Nuremberg Code - history - Office of NIH History and Stetten Museum 
 
Breakdown: 
 
The legal intent for all individuals to have the right to accept or refuse administration of an EUA product 

is clearly stated in 10 USC 1107a.  Only in the case of the armed forces can the right to be informed of 

that stipulation be waived.  And only the U.S. President can waive this right.  If the President determines 

the right to inform members they have a right to accept or refuse a product is not in the interests of 

national security, this determination must be made in writing. 

 

10 USC 1107a and 21 USC 360bbb-3(e)(1)(A)(II)(iii) state Service members NEVER LOSE the right to 

refuse, only to be informed if the President waives this required condition in writing.  21 USC 360bbb-3 

(e) (1) (A) (II) (iii) also states Americans MUST be INFORMED of the RIGHT to Accept/Refuse. 

 

IMPORTANT POINT: Service members and AMERICANS never lose the right to legally refuse an EUA 

product!  The 10 USC 1107a written Presidential waiver requirement ONLY waives the required 

condition that Service Members must be informed of the right to accept/refuse. Nowhere in 10 USC 

1107a or 21 USC 360bbb-3(e)(1)(A)(II)(iii) does it EVER state members of the armed forces lose the 

inherent right to accept or refuse. This is a direct result of U.S. Federal Laws codifying the major 

principles in the Nuremburg Code. 

 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107a&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://history.nih.gov/display/history/Nuremberg+Code
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Americans, to include members of the armed forces, never lose their right to refuse legally! 

Many medical providers have directly violated this requirement by not informing patients of their 

rights.  It is important to keep in mind that failure to inform someone of these rights does not change 

the EUA status of the product or liability afforded that EUA product.  The individual also retains the 

inherent right to refuse. 
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7.  If the President of the United States decides to issue a Waiver in writing, the Secretary of Defense 
must submit to the chairman and ranking minority member of each congressional defense committee a 
notification of the waiver, together with the written determination of the President, and the Secretary's 
justification for the request or requirement for the member to receive the drug covered by the waiver.  
(10 USC 1107) 
 
Source Documents: 

a. 10 USC 1107 - 10 USC 1107: Notice of use of an investigational new drug or a drug unapproved 
for its applied use (house.gov) 

b. 21 USC 355: 21 USC 355: New drugs (house.gov) 
c. 21 USC 321 - 21 USC 321: Definitions; generally (house.gov) 
d. Executive Order 13-139:  99-26078.pdf (govinfo.gov) and Federal Register :: Improving Health 

Protection of Military Personnel Participating in Particular Military Operations 
 
Breakdown: 
 
10 USC 1107 articulates what actions would need to take place in the event a Presidential waiver was 
written for an investigational new drugs or drugs unapproved for its applied use on military members: 

 
 
A Presidential waiver of consent for military members requires: 

1. The Secretary of Defense requests the President to waive the prior consent requirement.  This 
cannot be delegated. 

2. The President determines obtaining consent is not in the interests of national security and 
grants a waiver in writing.  This cannot be delegated. 

3. The Secretary of Defense submits the following to the chairman and ranking minority member 
of each congressional defense committee: 

a. A notification of the waiver 
b. The written determination of the President 
c. The Secretary of Defense’s justification for the request or requirement 

4. Though 10 USC 1107 does not explicitly state the requirement to submit written requests to the 
federal register as it does for EUA products (21 USC 360bbb-3(h)), the fact that a waiver must be 
in writing means it must be a public document/record.  An Executive Order from 1998, EO 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section355&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title21-section321&num=0&saved=%7CKHRpdGxlOjIxIHNlY3Rpb246MzAxIGVkaXRpb246cHJlbGltKQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://www.govinfo.gov/content/pkg/FR-1999-10-05/pdf/99-26078.pdf
https://www.federalregister.gov/documents/1999/10/05/99-26078/improving-health-protection-of-military-personnel-participating-in-particular-military-operations
https://www.federalregister.gov/documents/1999/10/05/99-26078/improving-health-protection-of-military-personnel-participating-in-particular-military-operations
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13139, required the Secretary of Defense to post any Presidential approved waiver to the 
Federal Register. 

 
The 21 USC 355(i)(4) states: 

 
 
The term “drug” is defined in 21 USC 321: 

 
 
The term “drug” includes articles intended for use in the diagnosis, cure, mitigation, treatment, or 
prevention of disease in man or other animals (i.e. vaccines, test kits, masks, etc.). 
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8.  An individual’s informed consent is required to administer any EUA product.  (21 CFR Part 50) 
 
Source Documents: 

a. 21 USC 360bbb-3: 21 USC 360bbb-3: Authorization for medical products for use in emergencies 
(house.gov) 

b. 21 CFR Part 50 - eCFR :: 21 CFR Part 50 -- Protection of Human Subjects 
 
Breakdown: 
 
21 CFR Part 50 outlines the legal requirements for government agencies to comply with informed 
consent and human subjects. 
 
21 CFR Part 50.25 provides the administrative law (rules) for ALL agencies to follow when providing 
informed consent. 
 
Quick Summary of Statutory Laws (Passed by the Legislature, codified in the United States Codes 1-50) 
and Code of Federal Regulations (Agency Rules and Implementation Policies). 
 
 -The Federal Laws (United States Code) provide the over-arching framework and delegated 
authorities, whereas the Code of Federal Regulations (CFR) describe how agencies will use their 
delegated authority to execute their granted authorities. 
 
21 CFR Part 50.25: eCFR :: 21 CFR Part 50 -- Protection of Human Subjects 

 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
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eCFR :: 21 CFR Part 50 -- Protection of Human Subjects 
 
 
  

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
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Frequently Referenced Arguments and Counterpoints 

 

1.  Availability of FDA-Approved COVID-19 Vaccines 

 

2.  Comirnaty and Spikevax are just marketing names.  They’re the same as Pfizer-BioNTech and 

Moderna. 

 

3.  The products are interchangeable. 

 

4.  The HHS Secretary did not require informed consent for this product. 

 

5.  The vaccines are safe. 

 

6.  Anyone that experiences an adverse event from the vaccines can sue. 

 

7.  Could a covered person ever be sued? 
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1.  Availability of FDA-Approved COVID-19 Vaccines 

 

The Centers for Disease Control and Prevention (CDC) website states the products approved under a 

Biologics License Application (BLA), Comirnaty and Spikevax, are not available in the United States.  

Reference the CDC’s website at: IIS COVID-19 Vaccine Related Code | CDC 

 

Here is a screenshot of the CDC website: 

 
 

If you scroll all the way down the link, it states when the page was last reviewed (date at time of drafting 

was May 17, 2022).  BLA-licensed Pfizer and Moderna products are unavailable. 

 

It is worth noting that Comirnaty was considered FDA-approved on 23 August 2021.  Spikevax was 

considered FDA-approved on 31 January 2022.  The vaccines and associated tradenames that have been 

approved by the FDA under BLA license are NOT currently being produced by the manufacturers.  As a 

result, the vaccine manufacturers, the government, healthcare workers, etc. are still covered persons 

and have full liability protection in the event an individual experiences an adverse event. 

  

https://www.cdc.gov/vaccines/programs/iis/COVID-19-related-codes.html
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A Freedom of Information Act (FOIA) response dated 20 April 2022 from the Defense Health Agency 

(DHA) confirming there are no search results for any COMIRNATY order or requisition in the DoD: 

 
 

DHA has not ordered Comirnaty because despite being FDA-approved for almost a year, Pfizer is not 

manufacturing the FDA-approved vaccines.  The available COVID-19 vaccines are EUA. 
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2.  Comirnaty and Spikevax are just marketing names.  They’re the same as Pfizer-BioNTech and 

Moderna. 

 

The COVID-19 vaccine EUA letters from the FDA clearly articulate the difference between the two 

products.  These letters can be found on the FDA website.  Pertinent FDA documents relating to both 

the EUA and FDA-approved COVID-19 vaccines can be found at: 

 

Comirnaty and Pfizer-BioNTech: Comirnaty and Pfizer-BioNTech COVID-19 Vaccine | FDA 

 

Spikevax and Moderna: https://www.fda.gov/emergency-preparedness-and-response/coronavirus-

disease-2019-covid-19/spikevax-and-moderna-covid-19-vaccine  

 

Johnson & Johnson: https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-

2019-covid-19/janssen-covid-19-vaccine  

 

Upon opening one of the above links, scroll down and you will locate the regulatory documents.  The 

Pfizer-BioNTech page, for example, looks like this: 

 
 

To view the Letter of Authorization, click on the associated hyperlink (Pfizer-BioNTech COVID-19 Vaccine 

EUA LOA reissued March 29 2022 (fda.gov)).  Unlike the Factsheet, this EUA Letter is the binding 

agreement between Pfizer-BioNTech and the FDA to give Emergency Use Authorization for the Pfizer-

BioNTech COVID-19 Vaccine.  As of this writing, the most recently reissued EUA letter was reissued on 

March 29, 2022.  Subsequent reissuances will also include the verbiage below because the FDA is 

required by law to ensure certain statements are included in every EUA letter. 

 

This is the Pfizer-BioNTech Letter of Authorization from the FDA, pages 1-3: 

 

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/spikevax-and-moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/spikevax-and-moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine
https://www.fda.gov/media/150386/download
https://www.fda.gov/media/150386/download
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Although the FDA approved Comirnaty, the FDA-approved vaccines are not being produced.  As a result, 

the FDA has reissued in its entirety the Emergency Use Authorization for the Pfizer-BioNTech COVID-19 

vaccine - over half a year after the administrative approval of Comirnaty. 

 

Pfizer-BioNTech Letter of Authorization from the FDA, page 13: 

 
 

The EUA Pfizer-BioNTech COVID-19 vaccine and Comirnaty are legally distinct. 
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Pfizer-BioNTech Letter of Authorization from the FDA, page 21:

 
 

The Pfizer-BioNTech COVID-19 vaccine must be clearly labeled and shall state the product has not been 

approved or licensed by the FDA… because the Pfizer-BioNTech COVID-19 vaccine is EUA. 

 

Note: Section 564 of the FD&C Act became 21 USC § 360bbb-3 when it was codified in law.  These 

references discuss authorization for medical products for use in emergencies.  It also discusses the right 

to accept or refuse and EUA product. 

 

Pfizer-BioNTech Letter of Authorization from the FDA, page 22: 

 
 

The distinction between Comirnaty, the FDA approved / BLA licensed product, and the Pfizer-BioNTech 

COVID-19 vaccine is reiterated.  The Pfizer-BioNTech COVID-19 vaccine is AUTHORIZED for emergency 

use (aka EUA). 
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3.  The products are interchangeable. 

 

The legal basis for interchangeability is outlined in 42 USC § 262 (42 USC 262: Regulation of biological 

products (house.gov)):

 

 
 

Biological product labels are required to be plainly marked.  If a product’s label says “For use under an 

Emergency Use Authorization,” it means it is not FDA approved.  It means the product is not BLA 

compliant.  The product is only authorized for emergency use (EUA) and as a result, comes with liability 

protection for the manufacturer, healthcare workers, the government, and other covered persons. 

 

Biological products include vaccines, test kits, masks, etc. and must be properly labeled. 

 

https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section262&num=0&saved=%7CKHRpdGxlOjQyIHNlY3Rpb246MjYyYSBlZGl0aW9uOnByZWxpbSk%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://uscode.house.gov/view.xhtml?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title42-section262&num=0&saved=%7CKHRpdGxlOjQyIHNlY3Rpb246MjYyYSBlZGl0aW9uOnByZWxpbSk%3D%7C%7C%7C0%7Cfalse%7Cprelim
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For something to be “interchangeable” with another product: 

• Paperwork must be submitted requesting interchangeability 

• Must be biosimilar and expected to produce the same results as the reference product. 

• Must meet certain safety standards, to include no increased risk if the product is administered 

more than once to someone. 

• The HHS Secretary must determine the biological product is interchangeable with a reference 

product.  The reference product must be licensed. 

 

When a biological product is determined to be interchangeable with a reference product, Title 42 

Section 262 requires those products to be listed in a publicly searchable, electronic database: The FDA 

Purple Book (FDA Purplebook). 

  

https://purplebooksearch.fda.gov/
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The FDA Purple Book website: 

 
 

To obtain information about a specific biological product, to include licensed biosimilar and 

interchangeable products, search for the product.  A search of “Comirnaty” returns a purple link for 

Comirnaty (COVID-19 Vaccine, mRNA).  FDA Purplebook 

  

https://purplebooksearch.fda.gov/results?query=COVID-19%20Vaccine,%20mRNA&title=Comirnaty
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Clicking the purple link for Comirnaty (COVID-19 Vaccine, mRNA) results in: 

 
 

The FDA Purple Book is very clear.  The FDA has not identified any biological products that are biosimilar 

or interchangeable with Comirnaty.  In fact, there are no interchangeable products for either Comirnaty 

or Spikevax. 

 

The FDA Purple Book site also has pictures of the product label. 
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The following is the label for a Comirnaty COVID-19 vaccine: 

This is the approved “Properly Labeled” Comirnaty Label. BLUF: If a vial has this label, it is using the 

approved label. These labels are not in the US market as of May 2022. 

 
https://purplebooksearch.fda.gov/results?query=COVID-19%20Vaccine,%20mRNA&title=Comirnaty 

 

This is the legally licensed Biological Product Label IAW 42 U.S.C. § 262  

The minimum legal requirements for a legally licensed product are the following (Highlighted or 

Underlined in RED):  

 
  

Consider the requirements for something to be “interchangeable” with another product.  How can 

anyone know if the Pfizer-BioNTech COVID-19 vaccine produces the same clinical results as the 

reference product, Comirnaty, in any given patient or if there is greater risk associated with multiple 

uses of the product if Comirnaty doesn’t exist and therefore, clinical studies comparing the two products 

cannot be performed? 

 

 

 

https://purplebooksearch.fda.gov/results?query=COVID-19%20Vaccine,%20mRNA&title=Comirnaty
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This impossibility is further exposed in the Comirnaty approval letter (August 23, 2021 Approval Letter - 

Comirnaty (fda.gov)). 

 

This is the Pfizer-BioNTech mRNA Covid19 Vaccine under EUA (and still the only Pfizer shot in the 

market): 

 
 

The label indicates Pfizer-BioNTech COVID-19 mRNA Vaccine “For use under Emergency Use 

Authorization.”  The Pfizer-BioNTech COVID-19 mRNA Vaccine is  the only Pfizer-BioNTech COVID-19 

vaccine available to Americans.  It is “Legally Distinct” from the Comirnaty vaccine, as per Page 13 (PDF 

Page 14) of the Re-Issued EUA Letter below.  These EUA labeled products remain under EUA as 

evidenced by the accompanying FDA Issued EUA Letter as of 29 March 2022. 

 

 
[EUA LABELS ARE Missing ALL THREE 42 USC 262 Required Elements) 

 

  

https://www.fda.gov/media/151710/download
https://www.fda.gov/media/151710/download
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Moderna labels have similar discrepancies.  This is the legally licensed Biological Product Label in 

accordance with 42 U.S.C. § 262 (https://purplebooksearch.fda.gov/results?query=COVID-

19%20Vaccine,%20mRNA&title=Spikevax): 

 
 

The American people only have access to the Moderna COVID-19 vaccine that is labeled with 

“Emergency Use Authorization,” as depicted below: 

 

https://purplebooksearch.fda.gov/results?query=COVID-19%20Vaccine,%20mRNA&title=Spikevax
https://purplebooksearch.fda.gov/results?query=COVID-19%20Vaccine,%20mRNA&title=Spikevax
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Again, the EUA labels are missing all three 42 USC 262 required elements: 

• The proper name of the biological product contained in the package; 

• The name, address, and applicable license number of the manufacturer of the biological 

product; and 

• The expiration date of the biological product. 

 

Bottom Line: If you are using this shot/product, you are using an unapproved EUA product defined and 

governed by 21 U.S.C. § 360bbb-3 and with Liability Protections as a Covered Countermeasure under 42 

U.S.C. § 247d-6d (Enclosure  “Properly Labeled” Spikevax Label. BLUF: If a vial has this label, IT IS NOT 

LICENSED OR APPROVED AND IS SUBJECT TO ALL LIABILITY PROTECTIONS. THESE LEGALLY CANNOT BE 

MANDATED BECAUSE THESE ARE EXPERIMENTAL BY LAW. 
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This is the Comirnaty approval letter: 

 
 

Of interest, the FDA license is issued to BioNTech Manufacturing GmbH, not Pfizer. 

 

Comirnaty approval letter, page 2: 

 
 

The FDA approval letter specifically discusses the labeling, to include use of the name “Comirnaty.” 
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Comirnaty approval letter, page 6 

 
 

The clinical studies for the FDA approved Comirnaty vaccine are being performed with the emergency 

use authorized Pfizer-BioNTech COVID-19 vaccine.  The clinical studies will not be complete until the 

year 2025. 

 

Put in other words, the clinical studies for the reference product are not being performed with the 

referenced product, the FDA approved Comirnaty vaccine, but rather with the EUA Pfizer-BioNTech 

COVID-19 vaccine.  It is 2022 and we are in the middle of ongoing trials! 

 

The claim that both vaccines can be used “interchangeably… without presenting any safety or 

effectiveness concerns” is baseless, since Comirnaty, the product that is compared to the EUA product 

Pfizer-BioNTech, doesn’t exist.  The products are legally distinct. 
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4.  The HHS Secretary did not require informed consent for this product. 

 

For argument’s sake, if the option to accept or refuse were determined by the HHS Secretary: 

 

• Why bother having subsection (e)(1)(A) if required conditions do not in fact mean REQUIRED?  

Subsection (a)(1) already gives the HHS Secretary the authority to give unapproved products 

(vaccines, test kits, masks, etc) deemed appropriate EUA status for a declared emergency.  If the list 

outlined in subsections (e)(1)(A)(i) and (e)(1)(A)(ii) were optional, subsection (e) would read 

“optional conditions of authorization”; (e)(1) would read “Selected Unapproved products”; and 

(e)(1)(A) would read “Various conditions.” 

 

• If the word “may” was used (as misrepresented above), there would also have to be an additional 

subsection within 21 USC 360bbb-3 that delineated the basis for a product to come with the option 

to accept or refuse.  The laws are designed to be specific.  For an example, 21 USC 360bbb-3(b)(1) 

states: 

 
 

There is always a basis of something that allows the appropriate authority to do what it “may” do.  

In 21 USC 360bbb-3(b)(1), the Secretary may make an emergency declaration to justify issuing EUA 

for a product on the basis of a determination made by the three specific secretaries, or the 

identification of a material threat.  Additionally, there are always “pursuant to section” is always 

used to articulate the legal authority. 

 

If the list in 21 USC 360-bbb-3 e(1)a, specifically the option for the individual being administered the 

EUA product to accept or refuse, is not a required condition for all unapproved products, what is the 

criteria or basis for an unapproved product under emergency use to come with the option to accept 

or refuse a product?  21 USC § 360bbb-3 does not list any criteria or basis. 

 

• 10 USC 1107 provides guidance regarding the use of EUA products on members of the armed forces.  
Throughout this section, the term “drug” is used.  To mitigate confusion, this term is defined in 21 
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USC 321 as:

 
 

The term “drug” as used in 10 USC 1107 includes articles intended for use in the diagnosis, cure, 
mitigation, treatment, or prevention of disease in man or other animals.  In this context, “drug” 
includes vaccines, test kits, masks, etc. 

 
10 USC 1107 describes the notice required to use investigational new drugs or drugs unapproved for 
its applied use on military members: 

 
 

10 USC 1107 subsection (d) states: 

 
 

In addition to the requirement for the Secretary of Defense to notify members when they are 
receiving an EUA product as well as the Department of Defense must state why it is being 
administered, as well as possible side effects and other conditions of authorizing the product, the 
notification must be provided prior to receiving the product and in writing.  The Secretary of 
Defense is required to ensure health care providers receive the information listed above to ensure 
members are properly notified.  
 

 
 
Reason for 10 USC 1107 (and 1107a).  Congress passed 10 USC 1107 into law via the FY1998 
National Defense Authorization Act (October 1997). Congress passed 1107 into law as a direct result 
of all of the damaging health effects suffered by our Gulf War veterans by being forced to take 
experimental drugs that ended up making health effects worse once exposed to Sarin gas. Shortly 
after 10 USC 1107’s passage, the DoD forced a licensed product for an unlicensed use 
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(investigational new drug) (Anthrax Vaccine-AVA). [See Doe v. Rumsfeld, 341 F. Supp. 2d 1 – 
CourtListener.com; United States v. Members of the Armed Services, Dale Saran, Chapter 7: Congress 
Acts: 10 USC 1107.] 

 

• 10 USC § 1107a provides further evidence of the legal intent for all individuals to have the right to 

accept or refuse administration of an EUA product: 

 
 

• Section 564 is the original section within the Food, Drug and Cosmetic Act-FDCA and passed into law 

becoming codified in 21 USC § 360bbb.  Section 564(e)(1)(A)(ii)(III) and 21 USC § 360bbb-

3(e)(1)(A)(ii)(III) are the same:

 
 

The government has used this section to assert the right to accept or refuse a product is not a 

required condition of an EUA product.  The claim is that because a fact sheet for a specific product 

(i.e. test kit, mask, etc.) does not specifically state the right to accept or refuse the product, an 

individual does not inherently have that right and, therefore, 10 USC § 1107a (the law stating, 

among other things, that only the President can waive that right, and any waiver must be done in 

writing) is not a requirement. 

 

Command JAGs, prosecutors, and leaders have misread and misapply the phrase “shall not be 

construed to apply” as meaning 1107a does not apply for a servicemember (meaning the President 

does not need to issue a written waiver).  The text of 1107a(2) is stating the waiver authority shall 

not be construed to apply to any other event (public health emergency) or circumstance that is not 

specifically declared to be a Public Health Emergency made by the Secretary of HHS.  In short, if an 

unapproved product (biological product, device, drug) is granted emergency use authorization by 

the HHS Secretary (through the FDA) for a declared health emergency, then the 1107 and1107a 

waiver requirements fully apply to service members. 

 

All unapproved COVID-19 products are unlicensed/unapproved products that are experimental by 

law.  The Presidential waiver requirements within 10 USC 1107a fully applies because there are no 

licensed products (shots, test kits/masks, drugs) available to date.  ALL unapproved products come 

with REQUIRED CONDITIONS outlined in 21 USC 360-bbb-3e(1)a, one of which is the inherent right 

to accept or refuse an unapproved product. 

 

Presidential Waiver.  At this point, the President issuing a written waiver for an existing COVID-19 

product would tacitly admit mandated products are indeed (and always were) under emergency use 

authorization and reinforce that by law, no one has the right to mandate EUA products.  It is 

important to remember the FDA approval of Pfizer’s COVID-19 vaccine is what triggered institutions 

and organizations throughout the U.S. to require Americans to get COVID-19 vaccines because the 

https://www.courtlistener.com/opinion/2459105/doe-v-rumsfeld/
https://www.courtlistener.com/opinion/2459105/doe-v-rumsfeld/
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FDA “licensed” a vaccine (the FDA Licensed BioNTech to produce “Cominarty” under license number 

2229, none of these labels are in the US market or DoD inventory) to maintain their employment. 
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5.  The vaccines are safe. 

 

For vaccines, the FDA Letters of Authorization require all serious adverse events to be reported in the 

Vaccine Adverse Event Reporting System (VAERS) by both the vaccine company (i.e. Pfizer) and 

vaccination providers administering the vaccine (FDA LOA link): 

 

This is the paragraph in the FDA Letter of Authorization to Pfizer, Inc. requiring VAERS reports: 

 
paragraph in the FDA Letter of Authorization to vaccination providers administering the vaccine 

requiring VAERS reports: 
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The Vaccine Adverse Event Reporting System (VAERS) can be accessed at The Vaccine Adverse Event 

Reporting System (VAERS) Request (cdc.gov): 

 
 

To access the VAERS database, click on the “I have read and understand the disclaimer” button.  Note 

that false VAERS reports are punishable by fine and imprisonment. 

https://wonder.cdc.gov/vaers.html
https://wonder.cdc.gov/vaers.html
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Click on VAERS Data Search. 
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Change “Group Results By” to “Vaccine Type.”  Then scroll down to #4 and 5.  Change them to “All 

Locations” for #4 and whatever specific adverse event you are looking for in #5.  This example searches 

for “Death.”  Click on “Send” to view the search results. 
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A search on 29 April 2022 produced the following results: 
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One convenient way to sort the table is to click on the arrow next to “Events Reported.”  It is clear the 

damage caused by the COVID-19 vaccines is unprecedented.  The COVID-19 vaccines have significantly 

more reported deaths than all other 94 vaccines combined over a period of 30 years. 

 

Despite the unprecedented injury, 42 USC § 427d-6d provides liability immunity for all covered persons 

(including the vaccine manufacturer, government, and medical community). 

 

To see how many adverse events the COVID-19 vaccines have caused, change “Group Results By” to 

“Symptoms,” then scroll down to #3: 
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Select “+ COVID19 (COVID19 VACCINE),” then scroll down to #4 and set “All Locations.”  Set #5 to “All 

Events,” then click “Send.” 
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Again, a convenient way to sort the table is to click on the arrow next to “Events Reported.”  Once again, 

it is clear the damage caused by the COVID-19 vaccines is significant. 



 

52 

 
 

As of 29 April 2022, 1,255,355 individuals had reported 5,779,223 different adverse events. 

 

Studies have been performed, which indicate VAERS injury reports are underreported.  Despite 

widespread media discussion regarding the accuracy of VAERS, there has been no study to date 

indicating VAERS injuries are overreported.  Stated another way, all scientific reviews of the VAERS 

database have shown the actual number of injuries sustained are at least as large as the data shown, 

and often significantly higher. 
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6.  Anyone that experiences an adverse event from the vaccines can sue. 

 

It is true that Americans have the right file a lawsuit if they are injured by the vaccine.  However, given 

the covered persons status (liability immunity) afforded to EUA products under 42 USC § 427d-6d, 

lawsuits must be filed through the Countermeasures Injury Compensation Program (CICP). 

 

To determine the likelihood of getting compensated, reference the U.S. government’s Health Resources 

and Services Administration website, Countermeasures Injury Compensation Program (CICP) Data | 

Official web site of the U.S. Health Resources & Services Administration (hrsa.gov): 

 
 

Over a period of almost 12 years, 8,160 Countermeasures Injury Compensation Program (CICP) claims 

were filed.  Of those, only 30 CICP claims have been compensated, resulting in $6 million paid out.  

Despite over 1.25 million individuals that reported adverse events due to COVID-19 vaccines, the injured 

have not been compensated to date and only one COVID-19 CICP claim is pending.  It is worth noting 

there is a separate program for FDA-approved vaccine injuries-- the Vaccine Injury Compensation 

Program (VICP), which has an annual budget of several billion dollars for compensation payouts. 

 

https://www.hrsa.gov/cicp/cicp-data
https://www.hrsa.gov/cicp/cicp-data
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The following chart shows the difference between filing a claim for CICP and VICP Comparison of 

Countermeasures Injury Compensation Program (CICP) to the National Vaccine Injury Compensation 

Program (VICP) | Official web site of the U.S. Health Resources & Services Administration (hrsa.gov): 

 

 
 

All COVID-19 products have liability immunity protection under 42 USC § 247d-6d.  As a result, all 

COVID-19 products fall under the CICP (i.e. vaccines, tests, masks, etc.).  To initiate a claim, a vaccine 

injured person is required to pay for attorney fees and costs since those fees and costs.  The CICP 

request/petition is filed with the HHS Secretary, the same individual who authorized emergency use of 

the products.  The HHS Secretary also makes the determination regarding legitimacy of a claim and is 

also the appeal authority.  There is also no judicial process. 

 

VICP exists because under the National Childhood Vaccine Injury Act of 1986, which protects vaccine 

manufacturers from being sued for damages. 

 

https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp
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Injuries from other emergency use products are also adjudicated through CICP Countermeasures Injury 

Compensation Program (CICP) Data | Official web site of the U.S. Health Resources & Services 

Administration (hrsa.gov).  The following chart shows multiple requests/petitions for COVID-19 tests: 

 
 

Individuals have filed requests/petitions for COVID-19 tests and masks.  If the products were FDA 

approved and individuals were harmed, they would be able to sue the manufacturers.  It is because of 

the liability immunity protection afforded under 42 USC § 247d-6d that 21 USC § 360bbb-3 subsection 

(e) was codified in law and requires the option to accept or refuse administration of ALL products under 

emergency use authorization. 

  

https://www.hrsa.gov/cicp/cicp-data#table-1
https://www.hrsa.gov/cicp/cicp-data#table-1
https://www.hrsa.gov/cicp/cicp-data#table-1
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7.  Could a covered person ever be sued? 

 

There is one situation where covered persons do not have liability immunity.  42 USC § 427d-6d, Willful 

Misconduct Elements, states the following: 

 
 

What is the definition of “willful misconduct”? In subsection (c), it states the following: 

 

 
 

To date, there has not been a plaintiff that was harmed from being administered unapproved products 

authorized for emergency use for any emergency declaration that has been able to prove willful 

misconduct of covered persons due to use of covered countermeasures.  As a result, it is even more 

critical for the individual to protect their option to accept or refuse.  It is also critical that people 

document correspondence with those trying to coerce individuals to take EUA products and educate 

them on the illegal nature of their actions. 

 

21 USC § 360bbb-3(h) states:

 
 

The HHS Secretary has the authority to declare an emergency and give unapproved products emergency 

use authorization.  In doing so, the HHS Secretary must publicly announce, by publishing in the Federal 

Register, an explanation of why they are giving the product (vaccines, test kits, masks, etc.) the 

emergency authorization, and therefore giving those products and covered persons liability immunity.  

Given those requirements, how could it not be a required condition to inform American citizens of the 

product’s unapproved status, and by extension, that the product (a covered countermeasure) is being 

administered by a covered person that has liability immunity? 

 



 

57 

The legal basis for the right to accept or refuse an EUA product is referenced in each FDA Letter of 

Authorization.  For instance, each issuance / reissuance for the Pfizer-BioNTech COVID-19 vaccine makes 

numerous references to 21 USC § 360bbb-3 and Section 564 of the FDA&C Act, which codifies the option 

to accept or refuse (specifically, 21 USC § 360bbb-3 subsection (e)).  Of note, Section 564 of the FD&C 

Act became 21 USC § 360bbb-3 when it was codified in law (FD&C Act Chapter V: Drugs and Devices | 

FDA): 

 
 

Here is an example of the Pfizer-BioNTech COVID-19 Vaccine Factsheet (not a binding agreement unlike 

the reissued EUA letter which we covered earlier) the language states “Under the EUA, it is your choice 

to receive or not receive the vaccine.” (VACCINE INFORMATION FACT SHEET FOR RECIPIENTS AND 

CAREGIVERS ABOUT COMIRNATY (COVID-19 VACCINE, mRNA) AND THE PFIZER-BIONTECH COVID-19 

VACCINE TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19) FOR USE IN INDIVIDUALS 12 YEARS OF 

AGE AND OLDER (fda.gov)): 

 
 

Although that specific language is not used in every fact sheet, 21 USC § 360bbb-3 and Section 564 of 

the FDA&C Act codifies the option to accept or refuse.  ALL EUA products come with the option to 

accept or refuse. 

  

https://www.fda.gov/regulatory-information/federal-food-drug-and-cosmetic-act-fdc-act/fdc-act-chapter-v-drugs-and-devices
https://www.fda.gov/regulatory-information/federal-food-drug-and-cosmetic-act-fdc-act/fdc-act-chapter-v-drugs-and-devices
https://www.fda.gov/media/153716/download
https://www.fda.gov/media/153716/download
https://www.fda.gov/media/153716/download
https://www.fda.gov/media/153716/download
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countermeasures (house.gov)  This is the key law that provides manufacturers, governments, 
distributors, healthcare workers, and other identified covered persons the liability immunity 
protections...this law alone provides the moral hazard and incentives to keep products under EUA and 
to direct people to take EUA shots because they are "interchangeable."  This portion of Title 42 also 
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