
The DoD does not have the properly licensed and labeled vaccine guaranteed by Secretary Austin’s memo  

All vaccines currently mandated remain under Emergency Use, and are a direct violation of 10 USC 1107a 

Terry Adirim has acted outside her scope of authority, and issued an unenforceable directive that did not adequately  
explain legal protocol for administering EUA doses to Service Members 

FDA guidance referenced by Terry Adirim on interchangeability does not remove the right “to accept or refuse” an EUA product 

The Public Health and Service Act clearly defines the regulations of biologics and interchangeable products 

FDA has failed to meet this legal standard of “Interchangeable” and licensure for 10 USC 1107a purposes 

Title 21 determines a product is misbranded if its NDC code is used to denote or imply approval 
e.g. “BLA Compliant” or “BLA Approved” lots found in the Dear HCP letter 

Prior to FDA approval, the vaccine was not maintaining required efficacy and there were significant rises in breakthrough cases. 
Making the Covid 19 Vaccine mandate for Service Members capricious and arbitrary 

There is no policy to deny service members exemptions or any provisions listed in AR 40-562

Covid 19 Vaccine Mandate: Key Points Presentation



CDC  
MMWR

There is no

statistically significant


 difference

between previous infection 


and previous infection 

with vaccination


This demonstrates that it is the 

previous infection that incurs 


the most protection


Vaccination provides no

added protection once recovered 

https://stacks.cdc.gov/view/cdc/113253

The CDC stated, 

“Importantly, infection-derived protection was greater after 

the highly transmissible Delta variant became predominant,

 coinciding with early declining of 

vaccine-induced immunity in many persons”

https://www.cdc.gov/mmwr/volumes/71/wr/mm7104e1.htm?s_cid=mm7104e1_w

https://stacks.cdc.gov/view/cdc/113253
https://www.cdc.gov/mmwr/volumes/71/wr/mm7104e1.htm?s_cid=mm7104e1_w


August 24, 2021 Department of Defense Coronavirus Data:

Active Duty


Cases: 226,510

Hospitlizations: 2,036


Deaths: 34
https://www.defense.gov/Spotlights/Coronavirus-DoD-Response/

Current 
DoD 

Data

https://www.defense.gov/Spotlights/Coronavirus-DoD-Response/


July 30, 2021

CDC MMWR Update


Noting viral load is similar

in vaccinated vs.


unvaccinated 

As vaccination increased


so did cases of Covid 19 in the 

vaccinated population


This outbreak led to the

Updated mask guidance by CDC

https://www.fda.gov/media/150386/download

Efficacy 
Failures

FDA Pfizer-BioNTech

Authorization letter


Instead of re-evaluating efficacy

to meet the FDA’S required 50% 


efficacy requirement

FDA moved to boosters


within 1 month post approval

https://www.cdc.gov/mmwr/volumes/70/wr/mm7031e2.htm

https://www.fda.gov/media/150386/download
https://www.cdc.gov/mmwr/volumes/70/wr/mm7031e2.htm


On August 24, 2021

Secretary of Defense 
Lloyd Austin signed a 

memo for the mandatory 
vaccination against 

Covid 19 for all Service 
Members


This memo explicitly 
states that the only 

vaccines for use will, 

“Receive full licensure 

from the Food and Drug 
Administration (FDA), in 
accordance with FDA-
approved labeling and 

guidance.” 

THE 
ORDER

Ask yourself: 
➢Do you know if the military is 

receiving fully approved product, 
or are other products being used 
as substitutes?

1. https://media.defense.gov/2021/Aug/25/2002838826/-1/-1/0/MEMORANDUM-FOR-MANDATORY-CORONAVIRUS-DISEASE-2019-
VACCINATION-OF-DEPARTMENT-OF-DEFENSE-SERVICE-MEMBERS.PDF 

https://media.defense.gov/2021/Aug/25/2002838826/-1/-1/0/MEMORANDUM-FOR-MANDATORY-CORONAVIRUS-DISEASE-2019-VACCINATION-OF-DEPARTMENT-OF-DEFENSE-SERVICE-MEMBERS.PDF
https://media.defense.gov/2021/Aug/25/2002838826/-1/-1/0/MEMORANDUM-FOR-MANDATORY-CORONAVIRUS-DISEASE-2019-VACCINATION-OF-DEPARTMENT-OF-DEFENSE-SERVICE-MEMBERS.PDF


FULLY 
LICENSED

What is required to be a “fully 
licensed” product ?
Per the Public Health Service Act,  
Licensure of a Biologic is a multifaceted 
process: 

1.  Approval of a Biologics Licensing 
Application 

      2.   Limited to the manufacturing     
process and locations that are approved in 

the Application submitted to the FDA 

3.   Labeling Requirements that are 
approved by the FDA

Each Label Legally must possess:

1. The Proprietary Name of the Product 

2. The License Number 

3. The Name and Address of the 
Manufacturer 

4. The Expiration Date 

1. https://www.law.cornell.edu/uscode/text/42/262 

List of labeling

requirements in the PHSA

https://www.law.cornell.edu/uscode/text/42/262


https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-610/subpart-G/section-610.68

Exceptions 
To 
Labeling

Title 21 prohibits any exceptions to labeling when it is specifically required by the statute 

All biologics licensing is subject to the labeling and manufacturing

requirements as described in the 


Public Health Service Act


The Federal Food and Drug Administration does not have the legal

authority for “enforcement discretion” when the requirement is clearly defined in the statute

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-610/subpart-G/section-610.68


THE 
PRODUCT 
IS NOT 
THERE..
SEPTEMBER 14, 2021 

FRAGO 5 TO HQDA EXORD 225-21 COVID-19 
STEADY STATE OPERATIONS  

3.D.8.A 
WHILE THE ONLY MANDATORY VACCINE IS THE  
PFIZER/COMIRNATY COVID-19 VACCINE 

3.D.8.B.1 
COMMANDERS WILL ENSURE SUFFICIENT DOSES OF  
DEPARTMENT OF DEFENSE APPROVED VACCINES 
ARE ON HAND AND AVAILABLE FOR THEIR UNIT

There is no FRAGO or official DoD policy listing the Pfizer-BioNTech EUA labeled product as a mandated vaccine 



If the FDA, CDC and DoD are implying that 

the products being distributed 


are the approved product, 

there is no evidence to support this claim

Note: EUA and BLA  
NDC Codes do not match

https://www.cdc.gov/vaccines/programs/iis/COVID-19-related-
codes.html

https://www.cdc.gov/vaccines/programs/iis/COVID-19-related-codes.html
https://www.cdc.gov/vaccines/programs/iis/COVID-19-related-codes.html


https://dailymed.nlm.nih.gov/dailymed/index.cfm

August 23, 2021 approval codes

0069-1000-03

0069-1000-02

December 16, 2021 Supplement approval codes

Gray Cap Tris Buffer Formulation


Pfizer medical has determined this formulation

will maintain the Pfizer-BioNtech labeling


Violating the terms of their approval 

If they are produced with EUA labels and codes

BLA 
NDC 

Codes

https://dailymed.nlm.nih.gov/dailymed/index.cfm


Codes 
Corresponding 

to BLA Approval

Note the Marketing ‘Start’ 
and ‘End’ dates

1. https://dailymed.nlm.nih.gov/dailymed/archives/fdaDrugInfo.cfm?archiveid=618348 

Ask yourself: 
➢Why was the Marketing ‘End’ date made to be the same as the ‘Start’ date? 
➢Did you know a drug can not be distributed after its Marketing End date?

WHAT 
IS 
THIS?

Comirnaty Prescribing Information Page on the DailyMed 
PBS Buffer Formulation 

Original Approval August 23, 2021

https://dailymed.nlm.nih.gov/dailymed/archives/fdaDrugInfo.cfm?archiveid=618348


Ask yourself: 
➢If Pfizer submitted an Expiration Date with 

their application, should FDA have revoked 
their Biologics License Application? 

➢What are the implications of submitting the 
same marketing start and end date?

Title 21, Ch. 1, Subchapter F, 
Part 601.5 goes into the 
revocation of a biologics license 
if the manufacturer states its 
intent to discontinue 
manufacture of the product they 
applied to have licensed

1. https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-601 

TITLE 
21

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-601


 Is the Department of Defense carrying out a mandatory vaccination 
program that only has products marked for “Emergency Use”?

DoD is relying on 2 letters to carry out the mandate:

1. The “Dear Healthcare Professional” (DHCP) letter denoting “BLA Compliant” 
lots.  This letter has been heavily relied on by the DoD in the ongoing court 
cases about the current mandate.  (See Coker v. Austin) 
2. A memo from Terry Adirim, ASD(HA), directing DoD providers to use the EUA 
doses as if they were licensed product.  Adirim does not refer to the Dear HCP 
letter, not including BLA compliant lots as part of any official DoD policy 

Mandating 
An EUA



Manufacturer
NDC11 Unit of Sale: This NDC 
goes in NYSIIS Inventory

NDC11 Unit of Use: 
This NDC will be on the vial Lot Number Manufacture Date Expiration Date Date Last Updated

Pfizer Inc. 59267-1000-02 59267-1000-01 FE3592 6/30/2021 2/28/2022 8/27/2021
Pfizer Inc. 59267-1000-03 59267-1000-01 FD7220 6/23/2021 11/30/2021 8/6/2021
Pfizer Inc. 59267-1000-02 59267-1000-01 FF2588 7/4/2021 3/31/2022 8/27/2021
Pfizer Inc. 59267-1000-02 59267-1000-01 FD7220 6/23/2021 2/28/2022 8/27/2021
Pfizer Inc. 59267-1000-02 59267-1000-01 FF2590 7/6/2021 3/31/2022 8/27/2021
Pfizer Inc. 59267-1000-02 59267-1000-01 FF8841 7/23/2021 3/31/2022 8/27/2021
Pfizer Inc. 59267-1000-02 59267-1000-01 FF2587 7/2/2021 3/31/2022 8/27/2021
Pfizer Inc. 59267-1000-02 59267-1000-01 FF2593 7/6/2021 3/31/2022 8/27/2021

Lot # have EUA 

NDC Codes:


(59267-1000-02)

(59267-1000-03)

1.  This Dear Health Care Professional (DHCP) letter instructs 
those administering certain lots of the Pfizer-BioNTech to 
treat them as “BLA Approved”

2. The first seven lots referenced in the “additional lot details” were 
manufactured prior to 23 AUG 2021, the last two were manufactured after 
the approval but retain EUA labels. 

3. These cannot be deemed approved, or compliant, if they were manufactured 
before the approval date, and/or are marked with the EUA labels.  Incorrect labeling 
violates the BLA approval and the statutory labeling requirements of the PHS Act

Ask yourself: 
➢Is “BLA Compliant” a regulatory term used at the FDA? 
➢Why were 2 lots manufactured after the approval but retained EUA labels and 

EUA NDC’s? 
➢Why does it matter if an EUA NDC is being represented as “BLA Approved”?

Mfd before approval

Mfd after approval

DHCP  
LETTER &  
LOT #’S

https://www.cvdvaccine-us.com/resources

https://www.cvdvaccine-us.com/resources


DHA  
Vaccine 

Info

All of the “BLA Doses” listed here 

are marketed as EUA products 


due to their corresponding 

NDC’s 


FDA legally designates them as an EUA


Lots FH8027 and FH8028

were produced after the August approval,


but are correlated with EUA codes

and retain EUA labels


The PHS Act does not allow for a product

to be deemed compliant


if all the statutory requirements are not met

e.g. labeling and manufacturing



DHA  
Vaccine 

Info 
Part 2

Both of these distinctions

violate the August 24, 2021 

memo by Secretary Austin,


and the statutory 

requirements for licensure 

January 2022 continued



DHA  
Vaccine 

Info 
Part 3

The change presented from January to February is notable.

DHA is no longer distinguishing EUA labeled lots that are “BLA Compliant”, 


and have added Pediatric doses to this total despite no BLA approval


Who at DHA has decided that all EUA products are to be added as “Biologics License Agreement Vaccine Quantities”?

This 500,000 increase 
demonstrates


 further that EUA products 

are being used to satisfy the 

mandate


To date: Comirnaty and SpikeVax

have not been produced

under the terms of the 


Biologics License Application 
Approval


The legal implication here is

a continued violation


10 USC 1107a


Approval does not equal 
availability



COMIRNATY (FDA Approved)

Pfizer-BioNTech COVID-19 Vaccine (EUA)

1. https://dailymed.nlm.nih.gov/dailymed/archives/fdaDrugInfo.cfm?archiveid=595377 

APPROVED   VS.   EUA

EUA v 
APPROVED 
PACKAGING

Labeling requirement BLA approval letter excerpt 

BLUF: If labeling is not identical it is not a  
BLA compliant product, 

As it blatantly violates the terms of the approval

https://www.fda.gov/media/151710/download

https://dailymed.nlm.nih.gov/dailymed/archives/fdaDrugInfo.cfm?archiveid=595377
https://www.fda.gov/media/151710/download


Title 21, Chapter 1, Subchapter C, §207.37c - What restrictions pertain to the use of the NDC?

(a) A product may be deemed to be misbranded if an NDC is used:

  (1) To represent a different drug than the drug for which the NDC has been assigned, as described in § 207.33;

  (2) To denote or imply FDA approval of a drug; or
  (3) On products that are not subject to parts 207, 607 of this chapter, or 1271 of this chapter, such as dietary 
supplements and medical devices.

     (b) If marketing is resumed for a discontinued drug, and no changes have been made to the drug that would 
require a new NDC under § 207.35, the drug must have the same NDC that was assigned to it as described in § 
207.33, before marketing was discontinued.

1. https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-207/subpart-C/section-207.37 

21 USC  
SEC 207.37c

The Implication of Using EUA NDC’s as  
“BLA Approved” 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-207/subpart-C/section-207.37


1.This memo is in conflict with the guarantees 
presented within Secretary Austin’s memo

2. Terry Adirim does not have the legal authority to 
instruct any personnel to administer an EUA as if it 
is licensed.  This authority is left solely to the 
discretion of the President. 

6. The Comirnaty/Spikevax page in the FDA PurpleBook 
does not list the Pfizer-Biontech or Moderna Covid 19 
vaccine as a biosimilar or an “interchangeable.”

4. There is a claim made in this memo that these products 
SHOULD and WILL be used “interchangeably.”  


5. “Should” and “will” denote a requirement.  Adirim by 
saying “will” she is mandating an EUA

https://www.esd.whs.mil/Portals/54/Documents/DD/
iss_process/standards/
DoD%20Issuance%20Style%20Guide.pdf?
ver=byL0j89zKtgiXVja2VlV0Q%3D%3D


3. The President has not signed any waivers to 

“accept or refuse” administration of an EUA

THE MEMO 
BY TERRY 
ADIRIM

7. Adirim’s memo makes no mention of exclusively using 
“BLA Complaint” lots. The DoD has contended in court it is 
only mandating these lots, but there is no mention of that in 
any documentation for administration of EUA labeled 
vaccines

Addressed in the next slide

https://www.esd.whs.mil/Portals/54/Documents/DD/iss_process/standards/DoD%20Issuance%20Style%20Guide.pdf?ver=byL0j89zKtgiXVja2VlV0Q%3D%3D
https://www.esd.whs.mil/Portals/54/Documents/DD/iss_process/standards/DoD%20Issuance%20Style%20Guide.pdf?ver=byL0j89zKtgiXVja2VlV0Q%3D%3D
https://www.esd.whs.mil/Portals/54/Documents/DD/iss_process/standards/DoD%20Issuance%20Style%20Guide.pdf?ver=byL0j89zKtgiXVja2VlV0Q%3D%3D
https://www.esd.whs.mil/Portals/54/Documents/DD/iss_process/standards/DoD%20Issuance%20Style%20Guide.pdf?ver=byL0j89zKtgiXVja2VlV0Q%3D%3D


According to 10 USC, §1107a. Emergency use products 
(a) Waiver by the President.-(1) In the case of the administration of a product authorized for 

emergency use under section 564 of the Federal Food, Drug, and Cosmetic Act to members of the 
armed forces, the condition described in section 564(e)(1)(A)(ii)(III) of such Act and required under 
paragraph (1)(A) or (2)(A) of such section 564(e), designed to ensure that individuals are informed 
of an option to accept or refuse administration of a product, may be waived only by the 
President only if the President determines, in writing, that complying with such requirement is 
not in the interests of national security.

Terry Adirim has acted outside the scope of her authority and misquotes 
the FDA guidance linked in her memo (Comirnaty Q&A Page) SCOPE OF 

AUTHORITY

Adirim directs that the EUA doses SHOULD

be used as if they are licensed.


This is a misrepresentation of FDA guidance that says 

They CAN be used as if the doses were the licensed 


vaccine.  The intent was to create a sense of obligation.


The legal requirement of the “option to accept or refuse” 

the administration of an EUA product is 


inexplicably removed due to a 

misreading and dependence on a FDA Q&A page


Title 21 states that guidance documents are not 
legally binding, the Q&A page is not official guidance 

This absolutely does not remove the tenets of  
10 USC 1107a or 21 USC 360bbb-3https://www.fda.gov/vaccines-blood-biologics/qa-comirnaty-covid-19-vaccine-mrna

https://www.law.cornell.edu/cfr/text/21/10.115

https://www.fda.gov/vaccines-blood-biologics/qa-comirnaty-covid-19-vaccine-mrna
https://www.law.cornell.edu/cfr/text/21/10.115


https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodi/620002p.pdf

AR 40-562 
DODI 6200.02

https://armypubs.army.mil/epubs/DR_pubs/DR_a/pdf/web/r40_562.pdf

This does not give ASD(HA) 

authority to remove  

the option to refuse


It only allows for instruction for implementation

Waiver authority is left to the President

https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodi/620002p.pdf
https://armypubs.army.mil/epubs/DR_pubs/DR_a/pdf/web/r40_562.pdf


A reference product is the single biological product, already approved by FDA, against which a 
proposed biosimilar product is compared. A reference product is approved based on, among 
other things, a full complement of safety and effectiveness data. A proposed biosimilar product 
is compared to and evaluated against a reference product to ensure that the product is highly 
similar and has no clinically meaningful differences.
A product can not be legally deemed interchangeable when there is no reference product.  

An Interchangeable Product is created from a Reference Product

Biologic Interchangeable Products are called “Biosimilars”

This means:


Both products must be FDA approved.  

One cannot retain authorization while the other has approval.


Each biosimilar and each reference product are required to go through the entire approval process outlined in the Public 
Health Service Act Section 351(k) to be deemed interchangeable.


This is separate from Emergency Use Authorization, and they both have different statutory regulations.

INTERCHANGEABLE 
PRODUCTS 

VS 
REFERENCE 
PRODUCTS

https://www.fda.gov/drugs/biosimilars/biosimilar-and-interchangeable-products

https://www.fda.gov/drugs/biosimilars/biosimilar-and-interchangeable-products


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

This image is directly from the 
FDA’S PurpleBook Database


This clearly demonstrates that 
there is no legally or medically 
recognized interchangeable 
product


➢What did the FDA mean by saying the Pfizer-BioNtech Vaccine and 
Comirnaty can be used interchangeably but are legally distinct? 

➢How does FDA support their claim of interchangeability? 

FDA 
PurpleBook

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


INTERCHANGEABLE 
PRODUCTS 

VS 
REFERENCE 
PRODUCTS 

Part 2

To sum up what this means, 
The Pfizer-BioNTech Vaccine is not 

eligible to be considered a  
legal interchangeable product 

as defined in the PHS Act

https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M1_exclusivity-claim.pdf

https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M1_exclusivity-claim.pdf


Properly Labeled Comirnaty and SpikeVax can be administered under Emergency Use Authorization (EUA) for 
indications not listed in the Biologics Licensing Application Approval if the conditions exist to justify an EUA


The argument that the EUA labeled product must remain available is deceptive and not factually accurate.


Each “EUA Indication” can be fulfilled by the proprietary products Comirnaty and SpikeVax 

COMIRNATY and SPIKEVAX 

are authorized for 


uses not listed in the BLA


This would render the EUA labeled

products unnecessary if the


 licensed product was available

https://www.fda.gov/media/144636/download
https://www.fda.gov/media/150386/download

The reauthorization letter for both the 

Pfizer-BioNTech vaccine and the Moderna Covid 19 vaccine


Both acknowledge there is no licensed product

EUA 

https://www.fda.gov/media/144636/download
https://www.fda.gov/media/150386/download


https://crsreports.congress.gov/product/pdf/R/R46913

Comirnaty under EUA and/or BLA covers all of the same groups 

Making the continuation of EUA labeled products null

BLA V 
EUA

https://crsreports.congress.gov/product/pdf/R/R46913


https://www.fda.gov/media/144636/
download

https://crsreports.congress.gov/product/pdf/R/R46913

A September 29, 2021 Congressional Report

addresses what legally distinct means and what requirements


must be met for licensure versus authorization


The same report also makes a note that for purposes of 1107a

A presidential waiver is required to mandate an EUA product


LEGALLY 
DISTINCTJanuary 31, 2022 LOA

https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144636/download
https://crsreports.congress.gov/product/pdf/R/R46913


Case 3:21-cv-01211-AW-HTC

On November 12, 2021 Judge Winsor made a determination that any  
Vaccine produced prior to August 23, 2021 is and remains an EUA product 

despite DoD claims of BLA Compliance 

According to the Pfizer lot information from CDC, 
The manufacture dates for the 7 original lots are prior to the approval date

JUDICIAL 
OPINION



Case 3:21-cv-01211-AW-HTC

The argument that all vials marked for Emergency Use became Comirnaty  
after approval is a legal misconception 

Labeling has statutory requirements for all biologics under the  
Public Health and Service Act 

Emergency Use labels are a violation of these statutory requirements, and  
EUA products are regulated differently than licensed products 

Judge Winsor acknowledges this in the foot note below 
FDA does not have the authority to remove the provisions of 10 USC 1107a 

Most notably, FDA cannot retroactively license any product manufactured  
before its approval date

PART 2



Search Results for Comirnaty only yield 

New Formulation/Tris Buffer codes


These were created after the 12/16/2021 Supplement Approval


Marketing Start Date 12/22/2021



FDA still designates all of these NDC Codes as Emergency Use, 

which means they are under the statutory regulations of that designation.


This furthers the question of misbranding and the claims of interchangeability that is not properly defined

FDA violates the statutory requirements for labeling and interchangeability laid out in the PHSA

The FDA requirement for the Covid Vaccines under EUA must be accompanied by an EUA fact sheet

EUA 
CODES



SpikeVax is still unavailable,

And no labels have been published

DailyMed 
SpikeVax

https://www.fda.gov/media/155815/downloadhttps://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=spikevax

SpikeVax approval letter labeling requirements

https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=spikevax
https://www.fda.gov/media/155815/download
https://dailymed.nlm.nih.gov/dailymed/search.cfm?labeltype=all&query=spikevax


SpikeVax has not been published

The Covid 19 vaccine is Moderna’s only published drug, and only has EUA codes

https://www.accessdata.fda.gov/scripts/cder/ndc/
dsp_searchresult.cfm

https://www.accessdata.fda.gov/scripts/cder/ndc/dsp_searchresult.cfm
https://www.accessdata.fda.gov/scripts/cder/ndc/dsp_searchresult.cfm


Labels are still clearly marked for “Emergency Use”

MODERNA 
LABELS



EUA Labels and Codes Part 2

CONT’D



Conclusion
The DoD does not have the properly licensed and labeled vaccine guaranteed by Secretary Austin’s memo 


All vaccines currently mandated remain under Emergency Use, and are a direct violation of 10 USC 1107a


Terry Adirim has acted outside her scope of authority, and did not adequately explain proper protocol for administering EUA doses to Service Members


FDA guidance referenced by Terry Adirim on interchangeability does not remove the right “to accept or refuse” an EUA product


The Public Health and Service Act clearly defines the regulations of biologics and interchangeable products


FDA has failed to meet this legal standard of “Interchangeable” and licensure for 10 USC 1107a purposes


Title 21 determines a product is misbranded if its NDC code is used to denote or imply approval

e.g. “BLA Compliant” or “BLA Approved” lots found in the Dear HCP letter


Prior to the approval of the Pfizer-BioNTech Vaccine, it was clear it was not maintaining efficacy and there were significant rises in breakthrough cases.

Making the Covid 19 Vaccine mandate for Service Members capricious and arbitrary


There is no policy to deny service members exemptions or any provisions listed in AR 40-562



