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Summary

ACovid19injections marketed as "vaccines" reached commercial markee g\
countermeasures under Public Health Emergency".

ABased on EUA status, they cannot be used as investigational products (21USC
360bbb), no IRByo informed consent ruleapply, andhot subject to the US FDA
evidentiary standards for safety and effica@nlya Y'I € 0 S Scit@rien@adA & S
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they cannot meet the standards for properly regulated pharmaceuticals or
biomedical research products.

AAbsence of true and enforceable consumer safeguards in relation to these
products makes themotential poisons with no lawful mechanisms to rectify the

harmwhile they remain in circulation.
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Legal Structure for Deployment of EUA
Countermeasures
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No review or stopping criteria

K| o EUA Countermeasures funded by US
X J DOD under Defense Production Act
and Other Transaction Authority
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Ex-US: Liability of manufacturers is likely | — A
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must be disclosed 9 .
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FDA Approved Marketed Drug:
A Labeling

A Marketing/Advertisement

A Packaging

A Distribution

A Traceability

A cGMP compliance

A Recalls & other enforcement

Investigational Drug (under IND

exemption):

A Clinical trial program

A Investigational human subject
safety

A cGMP compliance

A Evidentiary data for safety and
efficacy review

A Risk/benefit assessment

A Labeling claims
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(21CFR 312.300):
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A Sometimes referred to as
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A ONLY if no alternatives exist

A NO ability to mandate use

A Temporaryauthorization
(typically 1 year)

A Requires compliance with
investigational drug use
regulations, requires IRB and
informed consent

A EAU and full approval cannot
co-exist for same product
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Investigational New Drug
regulations do not apply!

No IRB, no informed consent
required
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HHS is the only applicable
criterion for commercial
deployment

Clinical trial data is not required
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Vaccines States:

AFDA Guidance = Ndrinding recommendations to pharmaceutical manufacturers
AGDSYSNIf / 2YaARSNY GAZ2YAY
A COVIBL9 vaccines licensed in the United Statesst 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)).

A The vaccine product must be adequately characterized and its manufacture in compliance
with applicable standards including current good manufacturing practice (c@dé&tjon
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).
Is critical that vaccine production processes for each vaccine are well defined and
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Investigational!

A 21 USC 360bbb-3(k): If a product is the subject of an authorization under this
section, theuse of such producwvithin the scope of the authorizatioshall
not be considered to constitute a clinical investigatidar purposes of section
355(), 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].

A Clinical investigatiomeans 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 drugthe course ofmedical practice.

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).

https://www.ecfr.gov/current/title-21/chapterl/subchapterD/part-312



Regulatory Mechanisms to Enable Access
to Investigational Products

R&D  Pre-clinical Phasel Phase2 Phase3 @ Mketna  phase 4

\ Clinical Trials /

Expanded Access (EA
O
Emergency (\0\

https://public4.pagefreezer.com/browse/FDA/15-09-
www.fda.gov/medicalcountermeasures 2022T708:43/https://www.fda.gov//media/154536/download



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

Legal/Regulatory Mechanisms
for Emergency Use of MCMs

 Expanded Access (EA) to Investigational Drugs and Devices

— FD&C Act § 561
— Investigational New Drug Application (IND) (21 CFR Parts 312.300-320)
— Investigational Device Exemption (IDE) (21 CFR Part 812)

 Emergency Use Authorization (EUA)
— FD&C Act § 564 ‘ 7

 Other Emergency Use Authorities

— FD&C Act §§ 564A, 505-1, and 564B
— Only applicable to FDA-approved MCMs

https://public4.pagefreezer.com/browse/FDA/15-09-
2022T708:43/https://www.fda.gov//media/154536/download



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

Why are legal/regulatory mechanisms for
emergency use of MCMs needed?
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Without these mechanisms, certain Freparedness and response activities -

could otherwise violate provisions ot the Federal Food, Drug, and Cosmetic

(l UL ACL.

« Some MCMs needed for a response might not be approved, licensed, or
cleared by FDA

* Some MCMs needed for a response might be approved by FDA, but not
for the emergency use (e.g., for a new indication)
 Some might be approved for the emergency use,
but mass dispensed without individual prescriptions,
with special instructions, or beyond expiry their dates

e Also, to ensure any available HHS Public Readiness and
Emergency Preparedness (PREP) Act protections apply

https://public4.pagefreezer.com/browse/FDA/15-09-2022T08:43/https://www.fda.qov//media/154536/download 5
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Summary of Process for EUA Issuance

~ Termination
of Declaration & EUA

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

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:
AMay be eff embdatae O
needed, no Congressional or judicial
review allowed, no stopping criteria!
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