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in the future. The activities and
products from this project will help
ACF to fulfill the ongoing legislative
mandate for program evaluation

specified in the Foster Care

Independence Act of 1999.
Respondents: Semi-structured

interviews will be held with program

ANNUAL BURDEN ESTIMATES

leaders, partners and stakeholders, and
front-line staff as well as young adults
being served by the programs.

Number of
Number of
responses per
respondents respondent Avg. burden Total burd A | burd
Inst t total ponden otal burden nnual burden
nstrumen (l?egug\s/?r (total ovter pe(irnri%%c;g)se (in hours) (in hours)
period) reques
period)
Outreach email for discussion with program administrators
and staff ..o 38 1 8 304 152
Outreach email for Focus Group Recruiters . 96 1 8 768 384
Discussion Guide for program leaders ............cccccceeviiinnns 23 1 1 23 12
Discussion Guide for program partners and stakeholders .. 14 1 1 14 7
Discussion Guide for program front-line staff .................... 66 1 1 66 33
Focus Group Guide for program participants ............ccc..... 240 1 2 480 240

Estimated Total Annual Burden
Hours: 828.

Comments: The Department
specifically requests comments on (a)
whether the proposed collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information shall have practical utility;
(b) the accuracy of the agency’s estimate
of the burden of the proposed collection
of information; (c) the quality, utility,
and clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. Consideration will be given
to comments and suggestions submitted
within 60 days of this publication.

Authority: Title IV-E of the Social Security

Act, IV-E §477(g) (1-2), as amended by the
Foster Care Independence Act of 1999.

Mary B. Jones,

ACF/OPRE Certifying Officer.

[FR Doc. 2021-01086 Filed 1-15-21; 8:45 am]
BILLING CODE 4184-73-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—-2020—-N-2358]
Authorizations of Emergency Use of

Two Biological Products During the
COVID-19 Pandemic; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of two Emergency Use

Authorizations (EUAs) (the
Authorizations) under the Federal Food,
Drug, and Cosmetic Act (FD&C Act) for
biological products for use during the
COVID-19 pandemic. FDA issued one
Authorization for a biological product as
requested by Pfizer, Inc, and one
Authorization for a biological product as
requested by ModernaTX, Inc. The
Authorizations contain, among other
things, conditions on the emergency use
of the authorized products. The
Authorizations follow the February 4,
2020, determination by the Secretary of
Health and Human Services (HHS) that
there is a public health emergency that
has a significant potential to affect
national security or the health and
security of U.S. citizens living abroad
and that involves a novel (new)
coronavirus. The virus, now named
SARS-CoV-2, causes the illness
COVID-19. On the basis of such
determination, the Secretary of HHS
declared on March 27, 2020, that
circumstances exist justifying the
authorization of emergency use of drugs
and biological products during the
COVID-19 pandemic, pursuant to the
FD&C Act, subject to the terms of any
authorization issued under that section.
The Authorizations, which include an
explanation of the reasons for issuance,
are reprinted in this document.

DATES: The Authorization for Pfizer, Inc.
is effective as of December 11, 2020; the
Authorization for ModernaTX, Inc. is
effective as of December 18, 2020.
ADDRESSES: Submit written requests for
single copies of the EUAs to the Office
of Counterterrorism and Emerging
Threats, Food and Drug Administration,
10903 New Hampshire Ave., Bldg. 1,
Rm. 4338, Silver Spring, MD 20993—
0002. Send one self-addressed adhesive
label to assist that office in processing
your request or include a Fax number to

which the Authorizations may be sent.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
Authorizations.

FOR FURTHER INFORMATION CONTACT:
Michael Mair, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 1, Rm.
4340, Silver Spring, MD 20993-0002,
301-796-8510 (this is not a toll-free
number).

SUPPLEMENTARY INFORMATION:

I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) allows FDA to
strengthen the public health protections
against biological, chemical, nuclear,
and radiological agents. Among other
things, section 564 of the FD&C Act
allows FDA to authorize the use of an
unapproved medical product or an
unapproved use of an approved medical
product in certain situations. With this
EUA authority, FDA can help ensure
that medical countermeasures may be
used in emergencies to diagnose, treat,
or prevent serious or life-threatening
diseases or conditions caused by
biological, chemical, nuclear, or
radiological agents when there are no
adequate, approved, and available
alternatives.

II. Criteria for EUA Authorization

Section 564(b)(1) of the FD&C Act
provides that, before an EUA may be
issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of the following grounds: (1) A
determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
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with a biological, chemical, radiological,
or nuclear agent or agents; (2) a
determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to U.S. military forces,
including personnel operating under the
authority of title 10 or title 50, United
States Code, of attack with (i) a
biological, chemical, radiological, or
nuclear agent or agents; or (ii) an agent
or agents that may cause, or are
otherwise associated with, an
imminently life-threatening and specific
risk to U.S. military forces; (3) a
determination by the Secretary of HHS
that there is a public health emergency,
or a significant potential for a public
health emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
U.S. citizens living abroad, and that
involves a biological, chemical,
radiological, or nuclear agent or agents,
or a disease or condition that may be
attributable to such agent or agents; or
(4) the identification of a material threat
by the Secretary of Homeland Security
pursuant to section 319F-2 of the Public
Health Service (PHS) Act (42 U.S.C.
247d-6b) sufficient to affect national
security or the health and security of
U.S. citizens living abroad.

Once the Secretary of HHS has
declared that circumstances exist
justifying an authorization under
section 564 of the FD&C Act, FDA may
authorize the emergency use of a drug,
device, or biological product if the
Agency concludes that the statutory
criteria are satisfied. Under section
564(h)(1) of the FD&C Act, FDA is
required to publish in the Federal
Register a notice of each authorization,
and each termination or revocation of an
authorization, and an explanation of the
reasons for the action. Section 564 of the
FD&C Act permits FDA to authorize the
introduction into interstate commerce of
a drug, device, or biological product
intended for use when the Secretary of
HHS has declared that circumstances
exist justifying the authorization of
emergency use. Products appropriate for
emergency use may include products
and uses that are not approved, cleared,

1In the case of a determination by the Secretary
of Defense, the Secretary of HHS shall determine
within 45 calendar days of such determination,
whether to make a declaration under section
564(b)(1) of the FD&C Act, and, if appropriate, shall
promptly make such a declaration.

or licensed under sections 505, 510(k),
512, or 515 of the FD&C Act (21 U.S.C.
355, 360(k), 360b, and 360e¢) or section
351 of the PHS Act (42 U.S.C. 262), or
conditionally approved under section
571 of the FD&C Act (21 U.S.C. 360ccc).
FDA may issue an EUA only if, after
consultation with the HHS Assistant
Secretary for Preparedness and
Response, the Director of the National
Institutes of Health, and the Director of
the Centers for Disease Control and
Prevention (to the extent feasible and
appropriate given the applicable
circumstances), FDA 2 concludes: (1)
That an agent referred to in a
declaration of emergency or threat can
cause a serious or life-threatening
disease or condition; (2) that, based on
the totality of scientific evidence
available to FDA, including data from
adequate and well-controlled clinical
trials, if available, it is reasonable to
believe that: (A) The product may be
effective in diagnosing, treating, or
preventing (i) such disease or condition;
or (ii) a serious or life-threatening
disease or condition caused by a
product authorized under section 564,
approved or cleared under the FD&C
Act, or licensed under section 351 of the
PHS Act, for diagnosing, treating, or
preventing such a disease or condition
caused by such an agent; and (B) the
known and potential benefits of the
product, when used to diagnose,
prevent, or treat such disease or
condition, outweigh the known and
potential risks of the product, taking
into consideration the material threat
posed by the agent or agents identified
in a declaration under section
564(b)(1)(D) of the FD&C Act, if
applicable; (3) that there is no adequate,
approved, and available alternative to
the product for diagnosing, preventing,
or treating such disease or condition; (4)
in the case of a determination described
in section 564(b)(1)(B)(ii), that the
request for emergency use is made by
the Secretary of Defense; and (5) that
such other criteria as may be prescribed
by regulation are satisfied.

No other criteria for issuance have
been prescribed by regulation under
section 564(c)(4) of the FD&C Act.

III. The Authorizations

The Authorizations follow the
February 4, 2020, determination by the

2The Secretary of HHS has delegated the
authority to issue an EUA under section 564 of the
FD&C Act to the Commissioner of Food and Drugs.

Secretary of HHS that there is a public
health emergency that has a significant
potential to affect national security or
the health and security of U.S. citizens
living abroad and that involves a novel
(new) coronavirus. The virus, now
named SARS—-CoV-2, causes the illness
COVID-19. Notice of the Secretary of
HHS’s determination was provided in
the Federal Register on February 7,
2020 (85 FR 7316). On the basis of such
determination, the Secretary of HHS
declared on March 27, 2020, that
circumstances exist justifying the
authorization of emergency use of drugs
and biological products during the
COVID-19 pandemic, pursuant to
section 564 of the FD&C Act, subject to
the terms of any authorization issued
under that section. Notice of the
Secretary of HHS’s declaration was
provided in the Federal Register on
April 1, 2020 (85 FR 18250). Having
concluded that the criteria for issuance
of the Authorizations under section
564(c) of the FD&C Act are met, FDA
issued two authorizations for the
emergency use of biological products
during the COVID-19 pandemic. On
December 11, 2020, FDA issued an EUA
to Pfizer, Inc. for the Pfizer-BioNTech
COVID-19 Vaccine, subject to the terms
of the Authorization. On December 18,
2020, FDA issued an EUA to
ModernaTX, Inc. for the Moderna
COVID-19 Vaccine, subject to the terms
of the Authorization. The
Authorizations, which are included
below after section IV. Electronic Access
in their entirety (not including the
authorized versions of the fact sheets
and other written materials), provide an
explanation of the reasons for issuance,
as required by section 564(h)(1) of the
FD&C Act. Any subsequent reissuances
of these Authorizations can be found on
FDA’s web page: https://www.fda.gov/
emergency-preparedness-and-response/
mcm-legal-regulatory-and-policy-
framework/emergency-use-
authorization.

IV. Electronic Access

An electronic version of this
document and the full text of the
Authorizations are available on the
internet at https://www.fda.gov/
emergency-preparedness-and-response/
mcm-legal-regulatory-and-policy-
framework/emergency-use-
authorization.

BILLING CODE 4164-01-P
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U.S. FOOD & DRUG

ADMINISTRATION

December 11, 2020

Pfizer Inc.

Attention: Ms. Elisa Harkins
500 Arcola Road
Collegeville, PA 19426

Dear Ms. Harkms:

This letter &% in response to a request from Plizer Inc. that the Food and Drug Administration
(FDA) issue an Emergency Use Authorization (EUA) for emergency use of Pfizer-BioNTech
COVID-19 Vaccine for the prevention of Coronavirus Disease 2019 (COVID-19) for individuals
16 years of age and older, as described in the Scope of Authorization (Section TT) of this letter,
pursuant to- Section 564 of the Federal Food, Drug, and Cosmetic Act (the FD&C Act ot thie Act)
(21 U.S.C. 360bbb-3).

On February 4, 2020, pursuant to Section 564(b)((C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.1 On the
basis of such determination, the Secretary of HHS on March 27, 2020, declared that
circumslances exist justilying the authorization of emergency use of drugs and biological
products durimg the COVID-19 pandemic, pursuant to Section 564 of the Act, subject to terms of
any authorization: issued under that section 2

Pfizer-BioNTech COVID-19 Vaccine is for use for active immunization to prevent COVID-19
caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 16
vears ol age and older. The vaccing conlaing anucleoside-modilied messenger RNA (modRNA)
encoding the viral spike (S) glycoprotein of SARS-CoV-2 formulated in lipid particles. It is an
investigational vaccine not licensed for any indication.

FDA reviewed safety and efficacy data from an ongoing phase 1/2/3 trial m approximately
44,000 participants randomized 1:1 to receive Pfizer-BioNTech COVID-19 Vaccine or saline
control. The trial has enrolled participants 12 years of age and older. FDA’s review has
considered the safety and effectiveness data as thev relate to the request for emergency use
authorization in individuals 16 years of age and older. FDA’s review of the available safety data

L11.8. Department of TTealth and TTuman Services, Determinationofa Public Health Emergency and Declaration
that Circumstances Fxist ustifing Authorizations Pursucant toSection 564(h).of the Federal Food, Driig, and
CosmeticAct, 21 US.C. § 360bbb-3. February4, 2020,

2.8 Deprtment of Health and Human Scrvices, Declavarion thar Circumstamces Exist Justifing Authorizations
Pursuant to-Section 564(b) ofthe Federal Food, Diug andCosmeiic Act, 21 US.C. § 360bbb-3,85FR 18250
{(April 1, 2020).



Federal Register/Vol. 86, No. 11/ Tuesday, January 19, 2021/ Notices

Page 2 — Pfizer Inc.

from 37,586 of the participants 16 vears of age and older, who were followed for a median of
two months afterteceiving the second dose, did not identify specific safety conicerns that would
preclude issuance of an EUA. FDA’s analysis ‘of the available efficacy data from 36,523
participants 12 years of age and older without evidence of SARS-CoV-2 miection prior to 7 days
after dose 2 confirm the vaccine was 95% effective (953% credible mterval 90.3, 97.6) in
preventing COVID-19 occurring at least 7 days afterthe second dose (with 8 COVID-19 cases in
the vaccine group compared to 162-COVID-19%cases n the placebo group). Basedon these data,
and review of manufacturing inforniation regarding product. quality and consistency, it is
reasonable to believe: that Pfizer-BioNTech COVID-19 Vaccine may be effective. Additionally,
it i reasonable torconclude, based onthe totality of the scientific evidence available, that the
known and potential benefits of Pfizer-BioNTech COVID-19 Vaceine outwweigh the known and
potential risks of the vaceing, forthe prevention of COVID-19 in ndividuals. 16 years of age and
older, Finally, on December 10, 2020, the Vaccines and Related Biological Products Advisory
Committee voted-in agreement with this conclusion.

Having concluded that the criteria forissuance of this authorization under Section 564(c) of the
Actare met, T am authotizing the emergency use of Pfizer-BioNTech COVID-19 Vaccine for the
prevention of COVID-19, asdescribed in the Scope of Authorization section of this letter
(Section II) and subject to the terms of this authorization.

| Criteria for Issuance of Authorization

T have concluded that the emergency use of Pfizer-BioNTech COVID-19 Vaceine for the
prevention of COVID-19 when administered asdescribed in the Scope of Authorization (Section
1) meets the criteria for issuance of anauthorization. under Section 564(c) of the Act, because:

1. SARS-CoV-2 can causeaserious or life-threatening disease or condition, icliding
gevere respiratory illness, to humans infected by this virus;

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that Pfizer-BioNTech COVID-19 Vacceme may be effective in preventing COVID-19,
and that, whenused under the conditions deseribed in this authorization, the known and
potential benefits of Pfizer-BioNTech COVID-19 Vaccine when used to prevent
COVID-19 outweigh its known and potential risks; and

3. There is no adequate, approved, and available alternative tothe emergency use of
Pfizer-BioNTech COVID-19 Vaceing to prevent COVID-19.3

1. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, that the: scope of this authorization is
limited as follows:

? No othercriteria of is suance have been prescribed by regulationunder Section 564(¢ X4 of the Act.
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& Pfizer Inc. will supply Pfizer-BioNTech COVID-19 Vaccine either directly or
through: authorized distributor(s)?, who will distribute to emergency response
stakeholders® as directed by the U.S. government, including the Centers for
Disease Control and Prevention (CDC)yand/or other designee, for use consistent
with the terms and conditions of this. EUA;

» The Plizer-BioNTech COVID-19 Vaccine covered by this authorization will be
administered by vaceination providers® and used only to prevent COVID-19 in
individuals ages 16 and older; and

s Pfizer-BioNTech COVID-19 Vaccine may be-administered by-a vacenation
provider without an individual prescription for eachvaccine recipient.

Product Description

The Pfizer-BioNTech COVID-19 Vaccine is supplied as a frozen suspension. in multiple dose
vials; eachvial must be diluted with 1.8 mL of sterile 0.9% Sodium Chloride Injection; USP
prior to-use to form the vaccine. Afterdilution, eachvial contains 5 doses of 0.3 mL per dose.
The Pfizer-BioNTech COVID-19 Vaceine does not contain: a presetvative,

Each 0.3'mL dose of the Pfizer-BioNTech COVID-19 Vaccine contains: 30 micg of a nucleoside-
modified messenger RNA (modRNA) encoding the viral spike (S) glycoprotein of SARS-CoV-2.
Each dose of the Pfizer-BioNTech COVID-19 Vaccine alo includes the following ingredients:
lipids (0.43 mg (d-hydroxybutyazanediyhbis(hexane-6,1-diyDbis(2-hexyldecanoate), 0.05-mg

4 “Authorized Distributor(s)” are identified by Plizer Inc. or, if applicable, by a U'S. govemnmententity, suchas the
Centers forDisease Controland Prevention (CDC)and/or otherdesignee, as an éntity orentities allowed to
distributeauthorized Phizer-BioNTech COVID-19 Vaccine.

§ For purposesofthis letter, “emergency responsestakehiolder” refers taa publichealth agencyandits delepates that
have legal responsibility andauthority for responding to an incideént, based on'political or geographical boundary
Ines (e.g., oity, county, tribal, territorial, State, or Federal), or functional(e g, law enforcement or public health
range)orsphere of authority to admmister, deliver, ordistribute vacc me in an émergency stuation. In'some cases
(&g, depending onastate orloval jurisdiction’s COVID-19 vaccinationresponse org anization and plans), there
might beoverlippmgrolesand respomsibilities among “emergéncy response stakeholders™ and “vaceination
providers” {e.g., if'a localhealth departmentis administering COVID-19 vaceines; if a pharmacy i§ acting inan
official capacity underthe authority of the statehealth departmentto administer COVID-19:vaceines). In suchcages,
it is expected that theconditions of authonzationthat apply to emergency response stakeholders and vaccination
providers will all be met.

¢ For purposesofthis letier, “vaccinationprovider” refers to thefacility, organization, or healthcare provider
licensed orotherwige authorized by theemergency response stakeholder (e:g., non-phvsician healthcare
professionals, such as nurses and pharmacists pursuant to state law undera standing order issued by the state health
officer) to administer or provide vaccinationservices in-accordance with the applicable emergency response
stakeholder’s official COVID-19 vaccinationand emergency res ponse plan(s) and who is enrolled in the CDC
COVID-19 Vageination Program. For purposes.ofthis letter, “healtheare provider™ alsorefers to aperson authorized
by the US. Department ofHealth and Human Services (e:g., under the PREP Act Declaration for Medical
Countermeasuresagainst COVID-19) to-adminis ter FDA-authorized COVID-19 vaccine (e:g., qualified pharmacy
technicians and State-authorized pharmacy interns acting underthe supervisionofaqualified pharmacist). See,eg.
HHS. Fourth Amendmentto the Declaration Under the PublicRe adiness and Emergency' Preparedness dct for
Medical Countermeasures Against COVID-19 and Republication of the Declaration. 85FR 79190 (December 9,
20200,
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2f(polyethylkene glycol)-2000]-N, N-ditetradecylacetamide, 0.09 mg 1,2-distearoyksn-glycero-3-
phosphocholing, and 0.2 mg cholesterol), 0.01 mg potassium chloride, 0.01 mg monobasic
potassium phosphate, 0.36 nigsodiim. chloride, 0.07 mg dibagic sodium phosphate dihydrate;
and 6 mig'sucrose, The dilient (0.9% Sodium Chloride Injection) contributes an additional 2.16
mg sodium chloride per dose.

The dosing tegimen is two doses of 0.3 mL each, 3 weeks apatt,

The manufacture of the authorized Plizer-BioNTech COVID-19 Vaceme 8 limited: to those
facilties identified -and agreedupon in Pfizer’s request for authorization.

The Pfizer-BioNTech COVID-19 Vaceine vial label and carton labels are clearly marked for
“Emiergency Use Authorization.” The Pfizet-BioNTech COVID-19 Vaccine i§ authorized to be
distributed, stored, fiwther redistributed, .and adminstered by emergency response stakeholders
when packaged in the authorized manufacturér packagmg (ie., vials and cartons), despite the
fact that'the vial and cartonlabels may not contain information that otherwise would be required
under the FD&C Act.

Pfizer-BioNTech COVID-19 Vaccine is authorized for emergency use with the following
productsspecific mformation required to be made available to vaccmation ‘providers and
recipients, respectively (referredto as “authorized labeling™):

o Fact Sheet for Healthcare Providers Admmistermg Vaceme (Vaccemation Providers):
Emergency Use Authorization (EUA) of Pizer-BioNTech COVID-19 Vaceine to Prevent
Coronavitus Disease 2019 (COVID-19)

e Tact Sheet for Recipients and Caregivers: Emergenicy Use Authorization (EUA) of
Pfizer-BioNTech COVID-19 Vaccine t6 Prevent Coronavirus Disease 2019 (COVID-19)
in Individuals 16 Yearsof Age and Older

I'have concluded, pursuant to-Section 564{d)(2) -of the Act, that it is reasonable to believe that
the known and potential benefits of Pfizer-BioNTech COVID-19 Vaceine, when used to prevent
COVID-19-and used in aceordance with this Scope of Authorization' (Section II), outweigh its
known and potential risks.

I have conchided, pursuant to Section S64(d)(3) -of thie Act, based on the totality of séientific
evidence available to FDA, that it is reasonable to believe that Plizer-BioNTech COVID-19
Vaccine may be effective in preventing COVID-19 whenused inaccordance with this Scope of
Authorization (Section 1I), pursuant to Section 564(c)}2)(A) of the Act.

Having reviewed the scientific information available to FDA, including the mformation
supporting the conclusions deseribed in Section I above, Thave concluded that Pfizer-BioNTech
COVID-19 Vaceine (as described inthis-Scope of Authorization (Section TDymeets the criteria set
forthin Section 564(c) of the Act concerning safety-and potential effectiveness.
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The emergencyuse of Pfizer-BioNTech COVID-19Vaccine under this EUA must be consistent
with, and may not exceed, the terms of the. Authorization, including the Scope of Authorization
(Section [1) and the Conditions of Authorization (Section IIT). Subjecttothe terms of this EUA and
underthe circumstances set forth inthe Seeretary of HHS's determination under Section
564(b)Y(1)(C) described above andthe Secretary of HHS s corresponding declaration under Section
564(b)(1), Pfizer-BioNTech COVID-19 Vaccine is-authorized to prevent COVID-19 i mdividuals
16 years of age and older as described in the Scope of Authorization (Section IT) under this EUA,
despite the fact that it doeg not meet certain requirements otherwise required by applicable federal
law.

III.  Conditions of Authorization
Pursuant to Section 564 of the Act, Tam establishmg the followmg conditions on this-authorization;
Pfizer Inc. and Authorized Distributor(s)

A, Pfizer Inc. and authorized distributor(s ) will énsure that the authorized Pfizer-
BioNTech COVID-19 Vaccine is distributed, as directed by the U.S. government,
ncluding CDC and/or other designee, and'the authorized labeling (i-e., Fact Sheets)
will be:made available to vaccination providers, recipients, and caregivers consistent
with the terms of this letter.

B. Pfizer Inc. and authorized distributor(s) will ensure that-appropriate storage and cold
chainis maintained until deliveredtoemergency response stakeholders” receipt sites.

C. Pfizer Ing. will ¢nisure that the termis of this EUA aré made available toall relevant.
stakeholders (e. g, emergency response stakeholders, authorized distributors, and
vaccination providers) involved in distributing ot receiving authorized Pfizer-
BioNTech COVID-19 Vaccine. Pfizer Inc. willprovide to-all relevant stakeholders a
copy of this letfer of authorization and communicate any subsequent amendments that
tuight be made to this kstter of authorization and its authorized labeling.

D. Pfizer Inc. may develop and disseminate instructional and educational materials (e.g.,
video regarding vaccine handling, storage/cold-chain management, preparation,
disposal) that are consistent with the authorized emergency use of the vaccine as
described in the letter of authorization-and authorized labeling, without FDA s review
and concurrence, when necessary to meet public health needs duting an‘emergency.
Any instructional and educational materials that are inconsistent with the authorized
labeling are prohibited.

E. Pfizer Inc. may request changesto this authorization, meliding to the authorized Fact
Sheets for Plizer-BioNTech COVID-19 Vaccine; that donot alter the analysis of
benefits and risks that underlies this authorization'and FDA may determine that such
changes may be permitted without amendment of this EUA. That determination must
be made byjoint decision ofthe Office of Vaccines Research and Review
(OVRR)Y/Center for Biologics Evaluation and Research (CBER), the Preparedness
and Response Team (PREPYOfFice of the Center Diréctor (ODYCBER, and the
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G

Office of Counterterrorism and Emerging Threats (OCET)/Office of the Chief
Scientist/Office of the Commissioner (OCS).

Pfizer Inc. will report to Vaceme Adverse Event Reporting System (VAERS):

s Vaccine administration errors whether or not associated with an adverse event;

s Serious adverse events (irrespective of attribution to vacemation);

¢ Cages of Multisystem Inflammatory Syadrome in children and adalts; and

¢ Cases of COVID-19 that result it hospitalization or death, that are reported to
Pfizer Inic.

These reports should be submitted to VAERS as soon ag posgible but no later than

15 calendar:days fromyinitial receipt: of the information by Pfizer Inc.

Pfizer Inc. must submit to Investigational New Drug application (IND) humber 19736

periodic safetyreports atmonthly intervals, within 15 days afterthe last dayof a month,

beginning -after the first full calendar month after authorization. Each periodic safety

report is required to- contain descriptive information which includes:

¢ Anarrativesummary and-analysis of adverse events submitted during the reporting
mterval, including interval and cumulative counts by age groups, special
populations (e.g., pregnant women), and adverse events of special inteérest.
Newly identified safetyconcerns inthe mterval; and
Actions takensice the last report because of adverse experiences (for exanple,
changes made to Healthcare Providers Administering Vaccine (Vaccination
Providers) Fact Sheet, changes made tostudies or studies initiated),

Nochanges will be implemented to the description of the product; manufacturing
process, facilities, or equipment without notification to and concurrence by the
Agericy:

All manufactirmg facilities will comply with Current Good Manufacturing Practice
requirements.

Pfizer Inc. will subinit to the EUA file Certificates of Analysis (CoA) for each drug
product lot at least 48 howrs prior to vaceine distribution. The CoA will include the
established specifications-and specific results for each quality control test performed
on the final drug product lot.

Pfizer Inc. will submit to the EUA file-quarterly manufacturing reports that include-a
listing. of all. Drug Substance anid Drug Product lots produced after ssuance of this
authorization. This reportmust include ot number, manufacturing site, date-of
manufacture, and lot disposition, including those lots that were quarantined for
nvestigation or those lots that were rejected. Information on the reasons for lot
quarantine or rejection must be-included inthereport.. The first reportis due July
2021
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L.

Pfizer Inc. and authorized distributor(s) will maintain records regarding release of
Pfizer-BioNTech COVID-19 Vaccine for distribution (i.€., lot numbers, quantity,
release date).

. Pfizer Inc. and authorized distributor(s y will make-available to FDA upon request any

records maintained m connection with this EUA.

. Pfizer Inc. will conduct post-authorization observational study(ies) to evaluate the

association between Pfizer-BioNTech COVID-19 Vaccine and a pre-specified list of
adverse events of special interest, along with deaths and hospitalizations, and severe
COVID-19. The study population should inclade individuals administered the
authorized Pfizer-BioN Tech COVID-19 Vaceine under this EUA inthe general US.
population (16 years of age and older), populations of interest such as healthcare
workers, pregnant women, immunocompromised individuals, subpopulations with
specific comorbidities. The study(ies) should be conducted in large scale databases
with-an active.comparator: Pfizer Inc. willprovide protocols and status update
reports to the IND 19736 with agréed-upon study designs and milestone dates.

Emergency Response Stakeholders

O.

Q.

Emergency respornise stakeholders will identify vaccination sités to receive authorized
Pfizer-BioNTech COVID-19 Vaceme and ensure its distribution and administration,
congistent with the terms of this letter and CDC’s COVID-19 Vaccination Program.

. Emergencyresponse stakeholders will ensure that vaccination providers within their

Jurisdictions are aware of this letter of authorization, and the terinis herein and any
subsequent amendments that might be made to the letter of authorization, mstruct
themi about the means through which they are to obtain and administer the vaceine
under the EUA, and ensure that the authorized labeling [i-e.; Fact Sheet for Healthcare
Providers Administering Vaccine (Vaccination Providers) and Fact Shestfor
Recipients and Caregivers] is made available to vaccination providers through
appropriate means (6.8, e-mail, website}).

Emergenoy response stakeholders receiving authorized Pfizer-BioNTech COVID=19
Vaceiie will ensure that appropriate storage and cold chain is mantained.

Vaccination Providers

R.

Vaccmation providers will administer the vaccine in accordance with the
authorization and will participate and comply with the terms and training required by
CDC’s COVID-19 Vaccination Program.

Vaccination providers will provide the Fact Sheet for Recipients and Caregivers o
each mdividual receiving vaccmation-and provide the necessary information for
receiving their second dose.
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T. Vacemation providers-administering Pfizer-BioNTech COVID-1% Vaccine must
report the following mformation associated with the admmistration of Pfizer-
BioNTech COVID-19 Vaccine of which they become aware to VAERS in
accordance with the Fact Sheet for Healtheare Providers Administering Vaccine
(Vaceination Providers):

e Vaccine administration errors whether or not associated with an adverse event
¢ Serious adverse events: (rrespective of attribution ‘to vaccmation)

o Casesof Multisystem Inflammatory Syndrome in children and adults

o Caseésof COVID-19 that result ‘in hospitalization or death

Complete and'submit réports to VAERS online at

hitps://vaers.hhs. govireportevent. html -or by calling 1-800-822-7967. The VAERS
reports should include: the words “Pfizer-BioNTech COVID-19 Vaccine EUA™ in
the description section of the report. To the extent feasible, report to Plizer Inc. by
contacting 1-800-438-1983 or by providing acopy of the VAERS form to Plizer
Inic.: Fax: 1-866-635-8337.

U. Vacemation providers: will conduct any follow-up: requeésted by the U.S
‘government, including CDC, FDA, or other designee, regarding adverse events to
the extent feasible given the emergency-circumstances.

V. Vaccination providers will monitor and comply ‘with CDCand/or emiergeney
tesponse stakeholder vaceine management requirements (&.g., réquirements
concerning obtaining, tracking, and handling vaccing) and with' requiremeits
concérning reporting of vaccine administration data to CDC.

W. Vaccemation providers. will ensure that any records associated with this EUA are

maintained until notified by FDA. Such records will be made available toCDC,
and FDA for mspection upon fequest.

Conditions Related to Printed Matter; Advertising, and Promotion

X, All descriptive printed matter, advertising, and promotional material, relating to the
use of the Pfizer-BioNTech COVID-19 Vaccine shall be consistent with the
authorized labeling; as well as the terms set forthinthis EUA  and meet the
requirements set forth n section 302(a) and (n) of the FD&C Actand FDA
implementing regulations.

Y. All deseriptive printed matter, advertising, and promotional material relating tothe
use of the Pfizer-BioNTech COVID-19 Vaccine clearly and conspicuously shall state
that:

¢ This product hasnotbeen approved or licensed by FDA, but has been
authorized foremergency use by FDA, under an EUA to prevent Coronavirus
Disease 2019(COVID-19) for use m individuals 16 vears of age and older; and.
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¢ Theemergency use of this product is-only authorized for the-duration-of the
declaration that circumstances exist justifying the authorization of emergency
useof the medical product under Section 564(b)(1) of the FD&C Actunless the
declaration is terminated of authorization fevoked soonier.

v, Puration of Authorization

This EUA will be effective until the decliration that circumstances exist justifying the
authorization of the emergency use of drugs and biological producty during 'the COVID-19
pandermic i terminated under Section’ 564(b)(2) of the Actorthe EUA s revoked under Section
564(g) of the Act:

Smeerely,

/S

RADM Denise M. Hinton
Chief Scientist
Food and Drug: Administration

Enclosures
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U.S. FOOD & DRUG

ADMINISTRATION

December 18, 2020

ModemaTX, Inc.

Attention; Ms. Carlota Vinals:
200 Technology Square
Cambridge, MA 02139

Dear Ms. Vmnals:

This letter is in response to a requsst from ModemaTX, Inc. that the Food and Drug
Administration (FDA) issue an Emergency Use Authorization (EUA) for emergency use of
Modema COVID-19 Vaccine for the prevention of Coronavirus Disease 2019 (COVID-19) for
individuals 18 vears of age and older, as described m the Scope of Authorization (Section 1) of
this letter, pursuant to Section 564 of the Federal Food, Drug, and Cosmetic Act (the FD&C Act
or the Act) (21 U.8.C. 360bbb-3).

On Februaty 4, 2020, pursuant to Section 564(b)((C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affectnational security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.1 On the
basis of such determination, the Secretary of HHS on March 27, 2020, declared that
circumsiances exist justifying the authorization of emergency use of drugs: and biological
products during the COVID-19 pandemic, pursuant to Section 564 of the Act, subject to terms of
any authorization issued under that section.?

Modema COVID-19 Vaceine s for use for active immunization to prevent COVID-19 caused by
severe acute respiratory syndrome coronavirts 2 (SARS-CoV-2) in individuals 18 years-of age
and older. The vaccine contains a nucleoside-modified messenger RNA encoding ‘the viral spike
(8) glycoprotein of SARS-CoV-2 formulated in lipid particles. Itis an investigational vaccine
not licensed for any indication.

FDA reviewed safety and efficacy data from an ongoing phase 3 trial in approximately 30,000
participants randomized 1:1 fo receive Moderna COVID-19 Vaccine or saline control. The trial
has enrolled participants 18 years of age and older.

L U.S. Department of Tlealth and Human Services, Determinationofa Public Health Emergency and Declaration
that Circumstances Fxist. Justifing Authorizations Pursuimt to Section 564¢h)-of the Federal Food, Diug, and

Cosmetic det, 21 US.C. § 360bbb-3. February 4, 2020,

2U.S. Departmient ol Health and Human Scrviees, Declavation tharCircumstances Exist Justifying Authovizations
Pursuwant to-Section 364(b) ofthe Federal Food, Ding andCosmeric det, 21 US.C. § 360bbb-3,85FR 18250
{April 1, 2020).
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FDA’s review of the available safety data from 30,351 participants 18 years of age and older,
who were followed. for a niedian of 7 weeks afterreceiving the second dose, did not identify
specific safety concerns that would preclude’ issuance of an EUA. Review of additional safety
data from these participants with-a median of 9weeks of follow-up after receipt of the second
dose:did not change FDA’s-assessment-of safetyof the vaceine.

FDAs analysis of the efficacy data from 28,207 participants 18 years of age and older without
evidence of SARS-CoV-2 infection prior to dose 1 confirms the vaccine was 94.1% effective
(95% confidence mterval (CI) 89.3, 96.8) in preventing COVID-19 oceurring atleast 14 days
after the second dose (with 11 COVID-19 cases in the vaccine group compared to 185 COVID-
19 cases in the placebo group). Tii this final scheduled analysi participants had been followed. for
amedian of 9 weeks following the second dose. This result is consistent with that obtained from
an interim_ analysis of efficacy conducted after these participants had been followed for amedian
of 7weeks after the second dose (vaccine efficacy 94.3%, 93% CL: 6.5, 97.8):

Based on the safety and effectiveness data, and review: of manufacturing information. regarding
product. qualty and congistency, it is reasonable to believe that Moderna COVID-19 Vaceine
may be effective. Additionally, it i reasonableto conclude, based on the totality of the scientific
evidence available, that the known and potential benefits ‘of Moderna COVID-19 Vaccine
outweigh the known and potential risks of the vaccine, for the prevention of COVID-19 in
indviduals 18 vears of age and older. Fially, on December 17, 2020, the Vaccines and Related
Biological Products Advisory Committee voted in agreement with this conclusion.

Having concluded that the criteria for fssuance of this authorization under Section 564(c) of the
Actare met, I am authorizing the emergency use of Moderna COVID-19 Vaccine for the
prevention of COVID-19, as deseribed mthe Scope of Authorization section of this letter
(Section 1) and subject to the terms of this authorization.

L. Criteria for Issuance of Authorization:

[ have concluded that the emergency use of Modetnia COVID-19 Vaceine for the prevention of
COVID-19 when administered as descrbed in the Scope of Authorization (Section IT) meets the
criteria for suance of an authorization under Section 564(c) of the Act; because:

1. SARS-CoV-2 ¢an catise a serious or life-threatening disease ot condition, mnchiding
severerespratory liness, to humans infected by this virus;

2. Basedon the totality of scientific evidence available to FDA; it i reasonable to believe
that Moderia COVID-19 Vaccie may be sffective n preventing COVID-19, and that,
when used under the conditions described i this authorization, the known and
potential benefits of Moderna COVID-19 Vaccine when used to prevent COVID-19
outweigh -its known and potential risks; and
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3. There i no adequate, approved, and available alternative tothe emergency use of
Moderna COVID-19 Vaccine to prevent COVID-19.3

I Scope of Authorization

I have conclided, pursuant to Section 364(d)(1) of the Act, that the scope-of this authorization is
limited as follows:

e  ModemaTX, Inc. will supply Moderha COVID:19 Vaccine either directly or
through: authorized distributor(s)*, to emergency response stakeholders® as
directed by the U.S. government, including the Centers for Disease Control and
Prevention (CDC)and/or other designee, for use consistent with the terms-and
conditions of this: EUA;

o The Moderna COVID-19 Vacemns covered by this authorzation will be
administered by vaceination providers® and used only to prevenit COVID-19 in
individuals ages 18 and older; and

¢  The Moderna COVID-19 Vaceine may beé administered by a vaceiation provider
without anindividual prescription for eachvaccine recipient.

? No other eriteria ofissuance have beeriprescribed by regulation under Section 564 )4y of the Act.

< Authorized Distributor(s)” are identified by Moderna TX, Inc.or, ifapplicable, by a U.S. government entity, such
as the Centers for Disease Controland Prevention (CDC)and/or otherdesignee; ag-an entity orentities allowedto
distributeauthorized Moderna COVID-19 Vaccine.

3 For purposes of this letter, “eniergency résponsestakeholder refers tora public fiealth agency andits delegates that
have legal responsibility and authonty for responding to-an ingident, basedon political or geographical boundary
lines (e.g., city, courity, tribal, territorial, State, of Federal), or functional (e.g., law enforcerient or public health
rangeYorsphere ofauthority to-administer, deliver, or distribute vaceine in an emergéncy situation. T some cases
(g depending onastate orlocaljurisdiction’s COVID-19vacemationresponse organization and plans); there
might beoverlhippingroles and responsibilities among “emérgency résponse stakeholders™ and “vaccmation
providers™(eg., ifa local health departmentis administering COVID-19 vaceines; ifa pharmiacy 1 acting imnan
official capacity under the authority of the statehealth departmentto administer COVID-19 vaccines). In suchcases,
it s expected that the conditions of authorizationthat apply to emergency response stakeholders and vaceination
providers will all bemet.

¢ Forpurposes.ofthis letfer, “vaccinationprovider” refers to the faclity, organization, or healthcare provider
licensed or otherwiseauthorized by theemergency résponse stakeholder (e.g., non-physiciantiealthcare
professionals, suchas nursesand pharmadists pursuant to state law under a standing order issued by thestate health
officer) to administer or providevaccinationservices m accordancewith the applicable emergency response
stakeholder’s official COVID-19 vaccinationand emergency response plan{s)and whois enrolled in the CDC
COVID-19 Vaccination Program. Forpurposes of this letter, “healthcare provider™als orefers to a personauthorized
by the U.S. Department of Health and Human Services (e.g., under the PREP Act Declaration for Medical
Countermeasures against COVID=19) to administer FDA-authorized COVID:19 vaccine (e.g., qualified pharmacy
technicians and State-authorized pharmacy internsacting under the supervision ofa qualified pharmacist). See,eg.,
HHS. Fourth Amendmentto the DeclarationUnder the PublicReadiness andEmergency Preporedness Act for.
Medical Countermeasures Against COVID-1 9 and Republication of the Declaration. 83FR 79190 (December 9,
2020).
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Product Description

The Moderna COVID-19 Vaccine is supplied as-a frozen suspension in multiple dose vials.. The
Moderna COVID-19 Vaceire does not contain a preservative.

Eacli0.5 mlL. dose of the Modéina COVID-19 Vactine containg 100 micg of a nucleoside-
modifisd messenger RNA encoding the viral spike (S) glyeoprotein of SARS-CoV-2. Each dose
of the Moderna COVID-19 Vaceine ako meluides ‘the following ingredients: lipids (SM-102; 1,2-
dimyristoykrac-glycero-3-methoxypolyethylens glycol-2000 [PEG2000-DMG]; cholesterol; ‘and
1,2-distearoyksn-glycero-3-phosphocholine [DSPC]), tromethamine, tromethamine
hydrochloride, acetic acid, soditm acetate, and sucrose.

Thedosing regimen i two doses of 0.5 mL ¢ach, one month apart.

The manufacture of the authorized Modema COVID-=19 Vaccme is limited ‘to those facilities
identified and agreed upon in-the ModernaTX, Inc. request for authorization.

The Moderna COVID-19 Vaccine vial label and carton labels are elearly marked for
“Emergency Use Authorization,” The Moderna COVID-19 Vaccme is authorized. to be
distributed, stored, further redistributed, and administered by emergency response stakesholders
when packaged i the authorized manufacturer packaging (i@, vialy and cartong); despite: the
fact that the vial and carton labels may not contam information that otherwise would be required
under the FD&C Act.

The Moderna COVID-19 Vaecie is authorized for emergency use with the followmg product-
specific information required to be made available to vaccmation providers: and recipients,
respectively: (referredto as “authorized labeling”):

s Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers):
Emergency Use Authorization (EUA)of the Moderna COVID-19 Vaccine to Prevent
Coronavirus Disease 2019 (COVID-19)

& Tact Sheet for Recipients and Caregivers: Emergency Use-Authorization (EUA) of the
Moderna COVID-19 Vaceine to Prevent Coronavirus Divease 2019 (COVID-19)yn
Individuals 18 Years:of Age and Older

Lhave concluded, purstiart to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of Moderna COVID-19 Vaccine, whien used to prevent
COVID-19.andused in accordance with this Scope of Authorization {Section II), outweigh: its
known andpotential risks.

I have eoticluded, purstiant to Section 564(d)(3) -of the Aet, based on the totality of scisntific
evidence available to FDA, that it is reasonable tobelieve that Moderna COVID-19 Vaceine may
be effective in preventing COVID-19 when used invaccordance with this Scope of Authorization
(Seection II), pursuant to Section 564(e}(2)(A) ofthe Act.
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Having reviewed the scientific information available to FDA, including the mformation
supporting the-conclwions described m Section T'above, Thave concluded that Moderna
COVID-19 Vaccine (asdescribed in this Scope of Authorization (Section 1Dy miests the criteria set
forthin Section 564(c) of the Act concerning safety and potential effectiveness:

The emergency ise of Moderiia COVID:19 Vaceiie undet this EUA must be congistént with, and
maynot exceed, the terms of the Authorization, mcluding the Scope of Authorization (SectionIl)
and the Conditions. of Authorization (Section IIT). Subject tothe terms of this EU A and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C)
described above andthe Secrefary. of HHS s corresponding declaration under Section 364(b)(1),
Moderna COVID-19 Vaceine is authorized to prevent COVID-19 mi individuals. 18 years of age and
olderas described inthe Scope of Authorization (Section IT) under this EUA, despite the fact that it
does not meet certain requirements otherwiserequired by applicable federal law.

HI.  Conditionsof Authorization
Purguant to Section 564 of the Act, Tam éstablishing the following conditions’ oni this authorization:
ModernaTX, Inc. and Authorized Distributor(s )

A, ModernaTX, Inc. and authorized distributor(s) will ensure that the autherized
Moderna COVID-19 Vaceine is distributed, as directed by the U.S. government,
icluding CDC and/or other designee, and the authorized labeling (i.e., Fact Sheets)
will be made available to vaccination providers; recipients, and caregivers consistent
with the terms of this letter.

B. ModernaTX, Inc. and authorized distributor(s) will ensure that appropriate storage
and cold chain is ' maintained until delivered to emergency response stakeholders’
receipt sites.

C. ModernaTX. Inc. will ensure that the termis of this EUA are made available to all
relovant stakeholders (e.g., emetgency response stakeholders, awthorized distributors,
and vacciation providers) involved ‘i distributing ‘or receiving authorized Moderna
COVID-=19 Vaccine. ModernaTX, Ine. will provide to all relevant stakeholders a
copy of this letter of authorization and communicate any subsequent amendments that
might be made to this letter of authorization and its authorized libeling.

D: ModernaTX, Inc. may developand disseminate instructional and educational
materials (e.g, video regarding vaceine handling, ‘storage/cold-chain management,
preparation, disposal) that are consistent with the authorized emergency use of the
vaccine as described in the letter of authorization and authorized labeling, without
FDA’s review and concurrence, whennecessary to'meet public heatthneeds during
an emergency. Any mstructional and educational materials that are mconsistent with
the authorized labeling ‘are prohibited.

E. ModernaTX Inc. may téquest changesto this authorization, mcludmg to the
authorized Fact Sheets for Modetiia COVID-19 Vaccine, that do not alter the analysis
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of benefits and risks that underlies this authorization and FDA may determine that
such changes may be permitted without amendment of this EUA. That determination
must be'made by joint decision of the Office of Vaccines Research and Review
(OVRRY/Center for Biclogics Evaluation and Research (CBER), the Preparedness
and Response Team (PREP)/Office of the Center Director (OD)/CBER, and the
Office-of Counterterrorismand Emerging Threats (OCET)Y/Office of the Chief
Scientist/Office of the Commissioner (OCS).

F.. ModermaTX, Inc. will reportto Vaceine Adverse Event Reporting System (VAERSY:
Vaccine administration errors whether ornotassociated with an adverse event;
Serious adverse everts (rrespective of attribution to vaceination);

Cases of Multisystem Inflanimatory Syndrome in adults; and

Cases of COVID-19that result in hospitalization or death, that are reported to
ModernaTX, Inc:

These reports should be submitted to VAERS as soon as possible but no later than
15 calendar days from initial receipt of the information by ModernaTX, Inc.

G: ModemaTX, Inc. must submit to Irivestigational New Drug application (IND) number
197435 periodic safety reports at monthly intervalk, within 15 days after the last day of
amonth, beginning after the first full calendar month after authorization. Each periodic
safety report is required to-contain descriptive information which includes:

e Anarrative summary and analysis of adverse events submitted during the reporting
interval, including mterval and cumulative counts by age groups, special
populations (e.g., pregnant women), and adverse events of special mterest.

¢ Newlyidentified safety concerns inithe nterval and

e Actions taken since the last report because of adverse experiences (for example,
changes made to Healthcare Providers Administering Vaccine (Vacemation
Providers) Fact Sheet, changes made tostudies or studies initiated).

H. Nochanges will be-impkmented to the description of the product; manufacturing
process, facilities, or equipment without notification to and concurrence by the
Agency.

L All manufacturing facilities will comply with Current Good Manufacturing Practice
requirements.

J. ModemaTX, Inc. will submit to the EUA file Certificates of Analysis (CoA)foreach
drug product lot at least 48 hours prior to vaceine distebution. The CoA will include
the established specifications-and specific results for each quality control test
performed on the final drug product lot.

K. ModernaTX, Ine. will submit-tothe EUA file quarterly manufacturing reports that
include a listing of all Drug Substance and Drug Produet lots produced after issuance
of this authorization. This report mustinclude lot number, manufacturing site, date of
manufacture,; and lot disposition, including those lots that were quarantined for
investigation-or those lots that were rejected. Information onthe reasons for fot
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quarantine or rejection must be included in the report. The first report s due July
2021.

L. ModernaTX, Inc. and authorized distributor(s) will maintain records regardmgrelease
of Moderna COVID-19 Vaccme for-distribution (i.e., lot numbers, quantity; release
date).

M. ModernaTX, Inc. and authorized distributor(s)y will make available to FDA upon
request any records maintained in connection with this EUA,

N. ModernaTX, Inc. will conduct post-authorization observational studies to évaluate
the association between Moderna COVID-19 Vaccine and a pre-specified list of
adverse events-of specialinterest, along with deaths and hospitalizations, and severe
COVID-19. The study-population should mnclude individuak administered the
authorized Moderna COVID-19 Vaccine under this EUA inthe general U.S.
population (18 years of age and-older), populations of interest such.as heakhcare
workers, pregnant worien; inniuncconpromised individuals, subpopulations with
specific comorbidities. The studies should be conducted in large scale databases with
an active comparator. ModernaTX, Inc. will provide protocols and status update
reports to the IND 19743 with agreed-upon study designs-and milestone dates.

O. ModernaTX, Ine., working with its contract research organization, will continug to
monitor- the performance of its clinicalinvestigators in ongoing clinical studies-of its
vaceine and will report to FDA promptly any significant deviations from the
protocols.

Emergency Response Stakeholders

P. Emergencyresponse stakeholders will identify vaceinationsites to receive authorized
Moderna COVID-19 Vaceme and ensure its distribution and admmistration,
consitent with the terms of this letterand CDC’s- COVID-19 Vaccination Program,

Q: Emergency response stakeholders willensure that vaceination providers withm their
jurisdictions are aware of this letter of authorization; and the terms hereinand any
subsequent amendients that might be made to the Jetter of authorization, instruct
them abotit the means through which they are to obtain and administer the vaccine
underthe EUA, and ensure that the authorized labeling [i.¢., Fact Sheet for Healtheare
Providers Administering Vaccine (Vaccination Providers) and Fact Sheetfor
Recipients and Caregivers] is made available to vaccination providers through
appropriate means (e.g., e-mail, website).

R. Emergency response stakeholders receving authorized Moderna COVID-19 Vaceme
will ensure that appropriate storage and cold chanis maintained.
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Vaccination Providers

S.

.

)

W,

Vaccmation providers will administer the vaccine in accordance with the
authorization and will participate and comply with the terms and training required by
CDC’s COVID-19 Vaccination Program.

Vaccination providers will provide the Fact Sheet for Recipients and Caregivers to
sach individual receiving vaccination and provide the necessary information for
receiving their second dose.

Vaceintion providers administering Moderna COVID-19 Vaceine niust report the
following information associated with the administration of Moderna COVID-19
Vaccine of whichthey become aware to VAERS inaccordance with the Fact Sheet
for Healthcare Providers Administering Vaceine ( Vaccination Providers):

¢ Vaccine administration. errors whether or not associated with an adverse event
* Serious adverse events (irrespective of attribution. to vaccination)

Cases-of Multisystem Inflanimatory Syndrome i adults

¢ Casesof COVID-19 that result in- hospitalization or-death

Complete and:submit. reports to VAERS online at
https://vaers.hhs.gov/reportevent.hiiml The VAERS reports should include the
words “ Moderna COVID-19 Vaccine EUA™m the deseription section of the
report, More mnformation is available atvaers.hhs.gov or by calling 1-800-822-
7967. "To the extéint feasible, report to ModernaTX, Inc., by contacting 1-866-663-
3762, by providing a copy of the VAERS forni to ModemaTX, Inc., Fax: 1-866-
599:1342 or by email; ModemaP V{@modernatx.com.

. Vaccination providers will conduct any follow-up requested by the U.S

government, including CDC, FDA, or other designee, regarding adverse events to
the extent feasible given the emergency circumstanees.

Vacciation providers: will monitor and comply with CDC and/or emergency
response stakeholder vaccine management requirements. (e.g., requirements
concerning obtaining, tracking, and handling vaccine) and with requirements
concerning reporting of vaccine administration data to CDC.

Vaccmation providers will ensure that any records associated with thiy EUA are
maintained until notified by FDA. Such records will be made available t6 CDC
and FDA for inspection upon request.

Conditions Related to Printed Matter, Advertising. and Promotion

Y.

All descriptive printed matter, advertising, and promotional materialrelating to the
uge of the Moderna COVID-19 Vaccine shall be consistent with the authorized
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labelng, as wellas the terms set forth in this EUA, and meet the requirements set
forth i section 502(a) and (n) of the FD&C Actand FDA mmplementing regulations.

7. -All deseriptive printed matter, advertising, and promotional material relating to the
wseof the Moderna COVID-19 Vaceine clearly and conspicuously shall state that:
» This product has not been approved or licensed by FDA, but has been
authorized foremergency use by FD A, inder an EUA to prevent Coronavirus
Diseage 2019 (COVID-19)foruse n mdividuals 18 years of age-and older; and
+  The emergency use of this product is only-authorized for the duration of the
declaration that créumstances exist justifying the authorization of emergency
use of the medical product under Section 564(b)(1) of the FD&C Actimless the
declaration is tenminated or authorization revoked sooner.

Iv.

Diiration of Authorization

This EUA will be effective until the declaration that crcumstances exist jstifying - the
authorization of the emergency use of drugs and biological products during the COVID-19
pandemic i terminated under Section 564(b)(2) of the Act or the EUA is revoked under Section

364(g) of the Act.

Enclosures

Dated: January 12, 2021.
Lauren K. Roth,
Acting Principal Associate Commissioner for
Policy.
[FR Doc. 2021-01022 Filed 1-15-21; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2014-N-0345]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Data To Support
Drug Product Communications as
Used by the Food and Drug
Administration

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or we) is
announcing that a proposed collection
of information has been submitted to the
Office of Management and Budget

Sincerely,

sl S

RADM Denise M. Hinton
Chief Scientist

Food and Drug Admmistration

(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.

DATES: Submit written comments
(including recommendations) on the
collection of information by February
18, 2021.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be submitted to https://
www.reginfo.gov/public/do/PRAMain.
Find this particular information
collection by selecting “Currently under
Review—Open for Public Comments” or
by using the search function. The OMB
control number for this information
collection is 0910-0695. Also include
the FDA docket number found in
brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT: Ila
S. Mizrachi, Office of Operations, Food
and Drug Administration, Three White
Flint North, 10A—12M, 11601
Landsdown St., North Bethesda, MD
20852, 301-796-7726, PRAStaff@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed

collection of information to OMB for
review and clearance.

Data to Support Drug Product
Communications as Used by the Food
and Drug Administration

OMB Control Number 0910-0695—
Extension

This information collection supports
Agency outreach efforts. Testing of
communication messages in advance of
a communication campaign provides an
important role in improving FDA
communications as they allow for an
indepth understanding of individuals’
attitudes, beliefs, motivations, and
feelings. The methods to be employed
include individual indepth interviews,
general public focus group interviews,
intercept interviews, self-administered
surveys, gatekeeper surveys, and
professional clinician focus group
interviews, all on a voluntary basis.

The methods to be used serve the
narrowly defined need for direct and
informal opinion on a specific topic
and, as a qualitative research tool, have
two major purposes: (1) To obtain
information that is useful for developing
variables and measures for formulating
the basic objectives of risk
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