
Mask and Test Kit Legal EUA Cross Walk 

• “But the Secretary of HHS Did Not Provide the Condition to Accept/Refuse 
Masks for test kits/masks in the Fact Sheets (or in general)” 

• “The FDA approved (legally Licensed) the test Test Kits or Masks/Test Kits so we 
can fully mandate this…closely related to “But the CDC said to do it” 

• “Only Shots require informed consent or to be notified of the right to refuse” 

Bottom Line Up Front: Masks and Test Kits are unapproved Emergency Use 

Authorized medical devices (which is a type of an EUA Product) and come with the 

inherent right to refuse (21 U.S.C. 360bbb-3(e)(1)(A)(ii)(I-III)). For DoD service 

members, there is also NO POTUS Waiver 10 U.S.C. § 1107a in writing which waives 

the right for Servicemembers to be informed of the right to refuse. EVEN a written 

POTUS Waiver CANNOT waive the actual RIGHT to Refuse. 

• We (all Americans) NEVER lose the right to REFUSE an EUA Product 

because EUA PRODUCTS are Unapproved (unlicensed) writ large because 

the pandemic started due to a Public Health Emergency declaration because the 

SARS-COV-2 is a “novel” corona virus and we did not collectively have 

“approved (licensed)” products available to prevent, treat, cure, or diagnose 

SARS COV 2 or COVID19.  

• A licensed product would have to undergo many years of intense safety/efficacy 

testing to be fully licensed, cleared, or certified for use by the FDA 

• ALL test kits and masks come with inherent rights to refuse because  

o 1) they are unapproved EUA products and have REQUIRED statutory 

conditions in 21 U.S.C. 360bbb-3(e)(1)(A)(i-ii)…Right to refuse is found in 

21 U.S.C. 360bbb-3 (e)(1)(A)(ii)(III) 

o 2) lack long-term studies for safety and efficacy and  

o 3) each EUA letter (which is the legally binding agreement between the 

US Government thru the FDA with the manufacturer) clearly states that 

test kits and masks CANNOT advertise to be safe or effective at 

diagnosing or preventing COVID19  

o 4) Each EUA Letter CLEARLY States The FDA grants manufacturers of 

test kits and masks a waiver to follow good manufacturing practices in 

accordance with 21 Code of Federal Regulations part 820…Means that 

the FDA waived the need to follow good, safe practices…further means 

YOU as the individual ACCEPT even MORE RISK, and 

o 5) EUA Letters CLEARLY STATES that these products must 

“conspicuously state they are not FDA approved or cleared to treat, 

prevent, diagnose, or cure COVID19”.  

• The EUA Letters serve as the Legal agreement (binding) between the FDA 

(US Government) and the Manufacturers. USE EUA LETTERs as the basis for 

all of your supporting arguments along with the corresponding federal 

laws. 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820


• FACT SHEETs are NOT legally binding agreements between the government 

and are used for reference, but NOT used to serve as a binding agreement 

between the US Government/manufacturer. It is a guidance document done by 

staff officers or subject matter experts (meaning a manufacturer rep (covered 

person) helps the FDA (covered person) craft a document for medical 

providers/healthcare workers (covered persons) to tell Covered Persons 

(healthcare providers) how to use a manufacturers (covered person’s) EUA 

products which become “covered counter measures.” 

o Of note both entities in an EUA letter are considered “Covered Persons” 

and are immune from legal liability for any damages for using, 

administering, or recommending use of an EUA product under 42 U.S.C. § 

247d-6d (Targeted Liability Protections for Covered Persons) 

 

o Put another way the “Covered Person” with legal liability (FDA) from any 

damage claims (from you) grants the “covered person” (manufacturer) the 

ability to produce products with less safety standards…because both are 

covered persons from legal liability under 42 U.S.C. § 247d-6d.  So two 

parties with legal liability immunity to manufacture, sell, distribute an 

unlicensed, less safe (unapproved EUA Product) or “covered 

countermeasure” (EUA product for a qualified pandemic/endemic-

COVID19) into the US Market. This fact alone is why YOU have the 

right to refuse and why masks and test kits are indeed EUA 

products, come with the right to refuse which is NOT optional…but 

REQUIRED. 

 

 

o Each EUA letter allows the manufacturer to place a product (shot, mask, 

test kit, drugs) in the US market with complete legal immunity under 42 

U.S.C. § 247d-6d.  

 

 

 

 

 

 

 

 

 

 

 

 

 

https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim


Beginning the Crosswalk 

• There are two primary locations on the FDA page to locate In-Vitro 

Diagnostic Test Kits and Masks. You need to be able to locate both 

regularly 

• (Test Kits)In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 | 

FDA 

• (Masks) Personal Protective Equipment EUAs | FDA 

[TEST KITS] In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 | 

FDA [EUA Letters for ALL 59 EUA Test Kits] Click Link, scroll down to see the picture 

below:  

We are mostly familiar with receiving RAPID Antigen Tests and PCR Tests. All of these 

diagnostic test kits are classified as In-Vitro Test Kits and are medical Devices 

 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipment-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2


 

 

 

Personal Protective Equipment EUAs | FDA (MASKS) 

We all are familiar with Masks 

 

How to Crosswalk this Argument. 

1. Start with the Legal References and definitions. Read it/print it/have your leadership 

read it word.for.word with leaders too. If you READ directly from the laws, it avoids 

you paraphrasing or sounding like you are stating an unqualified opinion. The goal is to 

instruct most on these laws, because many do not know the laws or where to find this 

information. 

 A. Nuremberg Code. Key points to hit are in the top (No 1.) and these points 

became inextricably woven into 21 U.S.C. § 360bbb-3. These principles became part of 

US federal laws and are designed to protect Americans from what humanity said is 

fundamentally wrong:  

  

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipment-euas


 

B. Define what Laws Govern Emergency Use Products for Americans (and service 

members) In short 21 U.S.C. § 360bbb-3, 42 U.S.C. § 247d-6d, and 10 U.S.C. 1107a 

 

 

 

 

 

 

 

 

 

https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section360bbb-3&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107a&num=0&edition=prelim


21 U.S.C. § 360bbb-3(a)(2)(A). Masks and Test Kits both fall under (A) because they 

are unapproved, licensed, or cleared and all Emergency Use Authorization Letters, the 

boxes, the packaging, and device inserts (for test kits) must “conspicuously” state these 

products are unapproved/cleared/licensed. 

• Define Medical Product and show that a “Product” encompasses test kits and 

masks because both are medical devices (21 U.S.C. § 321).  

• Masks and Test Kits are definitely not approved and are a medical device 

• They are legally eligible for the FDA to grant an EUA since at present there are 

no licensed (approved) devices to treat, cure, prevent, or diagnose COVID19 

 

 

 

 

 

 

 

 

 

 

 

 



21 U.S.C. § 360bbb-3 (e)(1)(A): UNAPPROVED PRODUCTS. Demonstrate that 

because products are unapproved and thereforce unlicensed, they come with 

REQUIRED CONDITIONS (legal package deal that is directive and not suggestive; 

must/shall do versus should/may/could do)  

 

C. 10 U.S.C. § 1107a (Emergency Use Products) What does the DoD say and how do 

we define EUA products?  

-Key Points:  

The DoD Follows the legal definitions of EUA products established in 21 U.S.C. 

360bbb-3(a)(4).  

The DoD cannot sub-define or set forth what products are or are NOT EUA products. 

10 U.S.C. § 1107a is titled Emergency Use Products and does NOT distinguish that 

this section only pertains to a certain class or group of products. 1107a is ALL 

encompassing for EUA Products as defined in in 21 U.S.C. 360bbb-3(a)(4). So, if the 

FDA/HHS grants an emergency use authorization for a product, then 10 U.S.C. § 1107a 

applies to ALL EUA Products (shots, test kits/masks, drugs, PPE). 

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-title10-section1107a&num=0&edition=prelim


 

C. What is a Medical Device (21 U.S.C. § 321)?  

 

 

 

 

 

 

 

 

 

 

 

https://uscode.house.gov/view.xhtml?req=(title:21%20section:321%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section321)&f=treesort&num=0&edition=prelim


2. Take Pictures or find Boxes/Test Kits on your respective area or at a testing facility. 

Request the Box Inserts. Have both physically available or have multiple pictures 

available. (SHOW AND TELL TIME) 

FRONT    BACK 

 

 



 

 



 

3. Locate/print/save the links to the respective EUA Letters on the FDA website In Vitro 

Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 | FDA, print this out! 

EUA letters are the legally binding agreement between the FDA (US Government…and 

a Covered Person under 42 U.S.C. § 247d-6d) and the manufacturer (also a covered 

person from legal liability immunity under 42 U.S.C. § 247d-6d 

• SEC HHS MUST post EUA NOTICES to the Federal Register to highlight 

additions and revocations as required by 21 U.S.C. § 360bbb-3(h) 

• 21 USC § 360bbb-3(h) states: 

•  
 
A. Go to FDA EUA Link for Test Kits: In Vitro Diagnostics EUAs - Antigen Diagnostic 
Tests for SARS-CoV-2 | FDA 

 
 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2


 
 

THERE ARE 59 LISTED EUA LETTERS/TEST KITS on THIS SITE 
 



BINAX NOW EUA LETTER (EXCERPTS) (CONSISTENT WITH ALL OTHER 59xIn-
Vitro EUA TEST KITS)   
--Follow the same procedures above to review other Test Kit EUA Letters. 
 

 

https://www.fda.gov/media/144576/download


 
 

  



 
  



 

 
 



 
 
 
 
 
 
 
 
 



MASKS. This section focuses on Surgical Masks. There are not discernable EUA 

Letters for Cloth Masks, which means that Cloth Masks typically will state “Not a 

Medical” Device on the package or Box. SO WHAT: If cloth masks are stating it is not a 

medical device, this covers a manufacturer from liability because we are USING a cloth 

mask for something OTHER THAN what it was intended to do (which is prevent spread 

of COVID19). 

N95 Masks are also under an EUA. 

Personal Protective Equipment EUAs | FDA (MASKS) 

 

 

 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipment-euas


Blanket Face Mask EUA Letter 

 

 

 

 

https://www.fda.gov/media/137121/download


Surgical Mask EUA Letter EXCERPTS 

 

https://www.fda.gov/media/140894/download


 



 



 



 



4. Locate the EUA Publication in the Federal Register because the Secretary of HHS 

(Thru the FDA) must publish updates to products granted Emergency Use Authorization 

and revocations within 21 U.S.C. § 360bbb-3(h). Also, in order to grant an EUA or 

liability protections, the Secretary HHS must declare a public health emergency via 

delegated statutory authority granted in 42 U.S.C. § 247d-6d. 

A. Emergency Public Health Declaration. The Secretary of HHS initiated the Public 

Health Emergency Declaration in February 2020 and posted the Declaration into the 

Federal Register on 17 March 2020.  

• Statutory Authority to issue the Public Emergency Declaration Comes from 42 

U.S.C. § 247d-6d 

 
(This is the formal Public Health Emergency for COVID19; the declaration activates 

liability immunity for covered persons, covered countermeasures against covered 

conditions) 

• 42 USC CHAPTER 6A, SUBCHAPTER II, Part F, subpart 1: biological products 

(house.gov) Liability Protection Crosswalk 

 
(Authority to Declare Public Health Emergency) 

https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://uscode.house.gov/view.xhtml?path=/prelim@title42/chapter6A/subchapter2/partF/subpart1&edition=prelim
https://uscode.house.gov/view.xhtml?path=/prelim@title42/chapter6A/subchapter2/partF/subpart1&edition=prelim
https://uscode.house.gov/view.xhtml?path=/prelim@title42/chapter6A/subchapter2/partF/subpart1&edition=prelim
https://uscode.house.gov/view.xhtml?path=/prelim@title42/chapter6A/subchapter2/partF/subpart1&edition=prelim
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures


 
(Covered Conditions) 

 
(Covered Countermeasures…see Device highlighted as defined or under an EUA..so YES a 

device-Test Kit and Mask are COVERED COUNTERMEAUSRES and HAVE LIABILITY 

PROTECTIONS…YOU HAVE LITTLE LEGAL RECOURSE against any DAMAGE) 

• Covered Countermeasures: ALL unapproved EUA products fall into this 

category. Once granted an EUA, they receive liability immunity as a covered 

countermeasure.  

o YOU ACCEPT ALL RISK 

• Understanding this legal fact is why YOU have the INHERENT right to REFUSE 

EUA products and why you MUST be INFORMED (informed consent) 

 
(Covered Persons) 

• An official, Agent, or Employee means that YOUR COMMANDERs, OUR 

LEADERSHIP, OUR SJAs, and HEALTHCARE Members are covered persons 

and do NOT have an incentive to check into matters. You must let them know 

they are covered persons and educate them on what this means. 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

(4th Amendment to Emergency Declaration as an example…it is all about providing everyone BUT you with Liability Immunity, 20 

Dec 2020) 

 

https://www.federalregister.gov/documents/2020/12/09/2020-26977/fourth-amendment-to-the-declaration-under-the-public-readiness-and-emergency-preparedness-act-for
https://www.federalregister.gov/documents/2020/12/09/2020-26977/fourth-amendment-to-the-declaration-under-the-public-readiness-and-emergency-preparedness-act-for


5. Depict and Communicate, and show our Individual Compensation 

Realities for Taking a Covered Countermeasure  

You ideally should be informed of the CICP by any medical provider for taking an EUA product 

because again, you accept all of the risk once you take these untested, unlicensed products. 

The long-term studies are not there to support the potential injuries you could suffer as a result 

of taking any of these EUA products. 

This leads to the natural legal/curious question: What is my legal recompense if I suffer 

an injury from using an EUA product (mask/test Kit/shots/drugs)? 

Americans have the right file a lawsuit if they are directly injured by the vaccine, test kit, masks, 

and drugs.  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 date, there are approximately 8,000 claims in using the CICP and so far, the US Government 

has paid $0 in damage awards.  

 

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): 

 
 

https://www.hrsa.gov/cicp/cicp-data
https://www.hrsa.gov/cicp/cicp-data
https://www.hrsa.gov/cicp/cicp-data


Over a period of almost 12 years, 8,160 Countermeasures Injury Compensation Program 

(CICP) claims were filed (most of these during the COVID19 pandemic).  Of these TOTAL 

claims, only 30 CICP claims have been compensated, resulting in $6 million paid out over 12 

years.   

 

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

no individual to date received a single dollar in damage awards. 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. 

 

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): 

 

 
 

https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp


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. 

 

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: 

 
 

TEST KITS/MASKS:  Individuals have filed requests/petitions for COVID-19 tests and masks.  

This fact also shows that masks/test kits are INDEED EUA PRODUCTS and are 

UNAPPROVED (UNLICENSED), are COVERED COUNTERMEASURES, and ALL have liability 

protections under 42 USC § 247d-6d. 

FINAL KEY POINT:  If the products were in fact FDA approved and individuals suffered 

harm, then an individual would be able to sue the manufacturers.  But because of the 

liability immunity protection afforded under 42 USC § 247d-6d and by being legally defined and 

authorized as an Unapproved product as defined in 21 USC § 360bbb-3 subsection (e): 

YOU ALWAYS HAVE THE LEGAL RIGHT TO REFUSE THESE PRODUCTS because 

YOU ACCEPT ALL THE RISK! 

 

https://www.hrsa.gov/cicp/cicp-data#table-1
https://www.hrsa.gov/cicp/cicp-data#table-1


1. So according to 21 USC § 360bbb-3 and 21 U.S.C. § 321 are masks legally defined as a 

medical product? Yes, they are both legally considered a medical device? 

2. Are Masks and Test Kits “approved” products (legally licensed) to prevent, treat, cure, and 

diagnose SARS COV 2 or COVID19?  

There are NO licensed Test Kits and Masks available in the US Market and ALL test kits 

and masks are EUA medical devices that are also considered “covered countermeasures” 

receiving full liability protections under 42 USC § 247d-6d. All test Kits and masks are 

unlicensed and unapproved products 21 USC § 360bbb-3 (e)(1)(A). If the FDA approved 

(licensed a mask or test kit) then all other EUA products in the respective category lose their 

EUA justification because the US market would then have a licensed product to diagnose or 

prevent the spread of COVID19. 

 

 

 



3. How do I show that test kits and Masks are unapproved medical products (unlicensed) with a 

granted Emergency Use Authorization? 

A. First step, in accordance with 42 USC § 247d-6d. The Secretary of HHS declares a public 

health emergency. The SEC HHS declared the SARS-COV-2/COVID19 Public Health 

Emergency in February 2020. The HHS posted the formal declaration on the Federal Register 

on 17 March 2020. Subsequent to this declaration, the Secretary of HHS and the FDA 

(subordinate of HHS) review and recommend/authorize products for emergency use.  

B. Do the legal definition Crosswalk and Show and Tell 

(1) In accordance with 21 USC § 360bbb-3 (a) (2)(A) are any test kits or masks 

approved (legally licensed) to treat, cure, prevent, or diagnose COVID19.  

NO mask or test kit are licensed or approved and by legal definitions fall under the 

unapproved product definition and can be considered for authorization under emergency use as 

a covered countermeasure by the FDA to prevent, treat, diagnose, or cure COVID19.  

 

 



(2) Are test kits a medical device as defined in 21 USC § 360bbb-3 and 21 U.S.C. § 321 and are 

they unlicensed for COVID19? YES, test kits and masks are medical devices, and are 

unapproved, unlicensed, and must state this unequivocally and conspicuously. 

C. Further Proof of EUA Status:  21 USC § 360bbb-3 (h) Requires the Dept. of Health and 

Human Services (Thru the FDA) to publicly update and provide notices on all products 

authorized for emergency use as well as revocations. Also supporting this EUA Letters on the 

FDA Website, Product Boxes, Inserts, and Each EUA Letter states the respective Masks or Test 

Kits are unapproved and requires ALL manufacturers to “conspicuously” label each package 

and package insert to reflect these products are not FDA approved or FDA Cleared (means it is 

unapproved and unlicensed). 

 

Figure 1: Federal Register EUA 

NOTICE 23 APR21 

 



Figure 2 BinaxNow EUA Letter (9 Nov 2021) and Surgical Mask EUA Letter (w/pictures stating these products are 
EUA 

                      

C. Are Masks/Test Kits considered “Covered Countermeasures” and do they receive liability 

protections in 42 USC § 247d-6d I read so much about in this document? Yes, test kits and 

masks are medical devices, unlicensed, and all are under an EUA granted by the FDA. 

Covered Countermeasures grant liability protections and place any damage claims against a 

covered countermeasure through the Countermeasure Injury Compensation Program (CICP). In 

order to even be placed into the CICP, the product must be an unapproved (unlicensed) product 

under EUA for a declared public health emergency. 

 

 
The COVID19 Public Health 
Emergency declaration clearly 
articulates liability immunity for 
involved parties (i.e. the government 
and product manufacturers). Also at 
no point do EUA notices or 
Amendments ever state an individual 
(or servicemember) ever lose their 
right to refuse these products. The 
term “liability immunity” appeared 
31 times in the original declaration 
 

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


6. Understand the Connections 

 

 

 

•  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

• Yes, Masks and Test Kits are UNEQUIVOCALLY UNAPPROVED (Unlicensed) Products, and 

ALL Have REQUIRED conditions granted through 21 U.S.C. § 360bbb-3(e)(1)(A).  

• ALL EUA Products for COVID19 in the US Market (yes even masks and test kits) are 

EUA, unapproved, and ALL rights to refuse fully apply. Mandates are unlawful 

coercion and violate the same EUA statutory laws found in 21 U.S.C. § 360bbb-

3(e)(1)(A) 

• 42 U.S.C. § 247d-6d grants COVID19 EUA Products (shots, masks, test kits) liability 

protections. THEY CAN ONLY RECEIVE THESE PROTECTIONS THRU A 

DECLARED EMERGENCY and ONLY If they are UNLICENSED/UNAPPROVED! 

Also granted via 42 U.S.C. § 247d-6d by the Secretary HHS 
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19 Emergency Declaration Amendments. 
 

Federal Register :: Document Search Results for 'Covid 19 Emergency Use 
Authorization'- Contains the filtered search of Public Health Emergency Notices 
(Declarations and Amendments) and the Emergency Use Authorization Notices. You 
can filter and sort by chronological order. 
 
IIS COVID-19 Vaccine Related Code | CDC (COVID19 EUA/BLA Shots in Market, Rollup of 
Legal Status/availability 
 

https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
https://uscode.house.gov/view.xhtml?req=(title:42%20section:247d-6d%20edition:prelim
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?hl=false&edition=prelim&req=granuleid%3AUSC-prelim-title21-section321&num=0&saved=%7CKHRpdGxlOjIxIHNlY3Rpb246MzAxIGVkaXRpb246cHJlbGltKQ%3D%3D%7C%7C%7C0%7Cfalse%7Cprelim
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
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-title10-section1107&num=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title10-section1107&num=0&edition=prelim
https://history.nih.gov/display/history/Nuremberg+Code
https://www.federalregister.gov/documents/2021/05/27/2021-11234/authorizations-of-emergency-use-of-certain-biological-products-during-the-covid-19-pandemic
https://www.federalregister.gov/documents/2021/05/27/2021-11234/authorizations-of-emergency-use-of-certain-biological-products-during-the-covid-19-pandemic
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
https://www.cdc.gov/vaccines/programs/iis/COVID-19-related-codes.html


  

FDA EUA Letters (Includes EUA letters for all COVID-19 products): 
 

- Emergency Use Authorization | FDA – Master Page - FDA Webpage for Covered 
Countermeasures/EUA Products-Letters by Product Type 

 
- Emergency Use Authorization | FDA - Biologic Products, such as vaccines 
- Emergency Use Authorization | FDA – Drugs, such as remdesivir and ivermectin 
- Emergency Use Authorization | FDA - Medical Devices, such as tests and masks 
- In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 | FDA - Test kits 

 
- Spikevax and Moderna COVID-19 Vaccine | FDA 
- Comirnaty and Pfizer-BioNTech COVID-19 Vaccine | FDA 

 
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 EUA products authorized for COVID-19 are considered 
“covered countermeasures.”  This means they have liability protection and the only recourse is 
through the Countermeasure Injury Compensation Program (CICP)....all products under EUA 
are covered under the CICP since they are unapproved products under EUA. 
 
FDA Purplebook- This links to the Spikevax and Comirnaty page, which indicates there are no 
biosimilar/interchangeable products available. 

 

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#prepact
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#vaccines
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#coviddrugs
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#infoMedDev
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
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/comirnaty-and-pfizer-biontech-covid-19-vaccine
https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp
https://www.hrsa.gov/cicp/cicp-vicp
https://purplebooksearch.fda.gov/results?query=COVID-19%20Vaccine,%20mRNA&title=Spikevax

