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Summary

ÅCovid-19 injections marketed as "vaccines" reached commercial market as "EUA 
countermeasures under Public Health Emergency". 

ÅBased on EUA status, they cannot be used as investigational products (21USC 
360bbb), no IRB, no informed consent rules apply, and not subject to the US FDA 
evidentiary standards for safety and efficacy. Only άƳŀȅōŜ ŜŦŦŜŎǘƛǾŜέ criterion and 
ŘŜŎƭŀǊŀǘƛƻƴǎ ƻŦ άŎƛǊŎǳƳǎǘŀƴŎŜǎ ǘƘŀǘ ƧǳǎǘƛŦȅέ ŀǇǇƭȅΦ

Å5ŜǎǇƛǘŜ ōŜƛƴƎ ŘŜǎŎǊƛōŜŘ ŀǎ άƛƴǾŜǎǘƛƎŀǘƛƻƴŀƭ ǇǊƻŘǳŎǘǎέ (e.g. in tŦƛȊŜǊΩǎ {9/ reports), 
they cannot meet the standards for properly regulated pharmaceuticals or 
biomedical research products.  

ÅAbsence of true and enforceable consumer safeguards in relation to these 
products makes them potential poisons with no lawful mechanisms to rectify the 
harm while they remain in circulation.

2Author - Sasha Latypova



Legal Structure for Deployment of EUA 
Countermeasures

3

άJ¯fzsg 6k^z®r /{kªqk|g·ë declaration, 
no review or stopping criteria

EUA Countermeasures funded by US 
DOD under Defense Production Act 

and Other Transaction Authority

US: 2005 PREP Act removes liability for 
êg~´kªki §kª«~|«ë ¯«s|q êg~´kªki 
g~¯|®kª{k^«¯ªk«ë ~| g~|is®s~| ~p 

p~zz~µs|q ~ªikª« ~p êrk^z®rë ^¯®r~ªs®sk« 

Ex-US: Liability of manufacturers is likely 
removed via predatory contracts which 

must be disclosed
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Investigational New Drug 
regulations do not apply!

No IRB, no informed consent 
required

άaŀȅōŜ ŜŦŦŜŎǘƛǾŜέ ƻǇƛƴƛƻƴ ƻŦ 
HHS is the only applicable 
criterion for commercial 

deployment

Clinical trial data is not required 
Ґ ǿƘŜƴ ŦǊŀǳŘ ƛǎ ǇǊƻǾŜƴ ƛǘΩǎ ƴƻǘ 
ƳŀǘŜǊƛŀƭ ŦƻǊ C5!Ωǎ ŘŜŎƛǎƛƻƴΗ

Co-ŜȄƛǎǘǎ ǿƛǘƘ ŘŜŎƭŀǊŜŘ άŦǳƭƭȅ 
C5! ŀǇǇǊƻǾŜŘέ ǾŜǊǎƛƻƴǎΦ 

FDA Approved Marketed Drug:
Å Labeling
Å Marketing/Advertisement
Å Packaging
Å Distribution
Å Traceability
Å cGMP compliance
Å Recalls & other enforcement

Investigational Drug (under IND 
exemption):
Å Clinical trial program
Å Investigational human subject 

safety 
Å cGMP compliance
Å Evidentiary data for safety and 

efficacy review
Å Risk/benefit assessment
Å Labeling claims 

ά9ȄǇŀƴŘŜŘ !ŎŎŜǎǎ ¦ǎŜέ tǊƻŘǳŎǘ 
(21CFR 312.300):
ÅIŀǎ άŜƳŜǊƎŜƴŎȅ ǳǎŜέ 

language
Å Sometimes referred to as 
ά9!¦έ ƻǊ ά9¦!έ

Å ONLY if no alternatives exist
Å NO ability to mandate use
Å Temporary authorization 

(typically 1 year) 
Å Requires compliance with 

investigational drug use 
regulations, requires IRB and 
informed consent

Å EAU and full approval cannot 
co-exist for same product

ά9¦! /ƻǳƴǘŜǊƳŜŀǎǳǊŜ ǳƴŘŜǊ 
tI9έ § 564 of FD&C Act

C5!Ωǎ bƻǊƳŀƭ wŜƎǳƭŀǘƻǊȅ tŀǘƘǿŀȅǎ ŦƻǊ aŀǊƪŜǘ !ǇǇǊƻǾŀƭ HHS-Declared Emergency!
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C5! ά9ƳŜǊƎŜƴŎȅέ DǳƛŘŀƴŎŜ ŦƻǊ /ƻǾƛŘ-19 
Vaccines States:
ÅFDA Guidance = Non-binding recommendations to pharmaceutical manufacturers

ÅάDŜƴŜǊŀƭ /ƻƴǎƛŘŜǊŀǘƛƻƴǎΥ
ÅCOVID-19 vaccines licensed in the United States must meet the statutory and regulatory 

requirements for vaccine development and approval, including for quality, development, 
manufacture, and control (section 351(a) of the Public Health Service Act (PHS Act), (42 
U.S.C. 262)). 

ÅThe vaccine product must be adequately characterized and its manufacture in compliance 
with applicable standards including current good manufacturing practice (cGMP) (section 
501(a)(2)(B) of the FD&C Act (21 U.S.C. 351(a)(2)( B)) and 21 CFR Parts 210, 211, and 610). It 
is critical that vaccine production processes for each vaccine are well defined and 
ŀǇǇǊƻǇǊƛŀǘŜƭȅ ŎƻƴǘǊƻƭƭŜŘ ǘƻ ŜƴǎǳǊŜ ŎƻƴǎƛǎǘŜƴŎȅ ƛƴ ƳŀƴǳŦŀŎǘǳǊƛƴƎέΦ
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Χ.ǳǘ 9¦! /ƻǳƴǘŜǊƳŜŀǎǳǊŜǎ ŀǊŜ bƻǘ 
Investigational!

Å21 USC 360bbb-3(k): If a product is the subject of an authorization under this 
section, theuse of such productwithin the scope of the authorizationshall 
not be considered to constitute a clinical investigationfor purposes of section 
355(i), 360b(j), or 360j(g) of this title or any other provision of this chapter or 
section 351 of the Public Health Service Act [42 U.S.C. 262].

ÅClinical investigation means any experiment in which a drug is administered or dispensed to, or used 
involving, one or more human subjects. For the purposes of this part, an experiment is any use of a drug 
except for the use of a marketed drug in the course of medical practice.

6https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-312

If a product cannot be investigational, there is no process for assembling the regulatory evidence of 

safety, efficacy and manufacturing control for purposes of compliance with Section 351(a) of the 
Public Health Service Act (PHS Act), (42 U.S.C. 262) and cGMP (section 501(a)(2)(B) of the FD&C Act (21 

U.S.C. 351(a)(2)( B)) and 21 CFR Parts 210, 211, and 610).
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No clinical trial 
data is needed 

for EUA 
issuance!

https://public4.pagefreezer.com/browse/FDA/15-09-2022T08:43/https://www.fda.gov//media/154536/download
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Countermeasures deployed at sole discretion 

of the HHS Sec during HHS-declared PHE:

ñMay be effectiveò criterion, no data 

needed, no Congressional or judicial 

review allowed, no stopping criteria!
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