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Table| Program Output Name | Title Input Population Subset used
Name
sas.txt Controlled Follow-up Period — Dose 1 All- ADSYMPT ='N'
Available Efficacy Population
18 adsl-demo-7d- adsl demo 7d eval| Demographic Characteristics — Blinded ADSL ADSL.EVALEFFL="Y” and ADSL.MULENRFL
eval-eff-sas.txt eff html Placebo-Controlled Follow-up Period — ADCI9EF ne "Y" and ADSL.PHASEN ne 1 and
Subjects Without Evidence of Infection Prior | ADSYMPT ADCI9EF.PDP27FL="Y'
to 7 Days After Dose 2 — Evaluable Efficacy (7
Days) Population
19 adsl-demo-7d- adsl demo 7d ww| Demographic Characteristics — Blinded ADSL ADSL.EVALEFFL="Y” and ADSL.MULENRFL
wwo-eval-eff- o eval eff html Placebo-Controlled Follow-up Period — ADCI19EF ne "Y" and ADSL.PHASEN ne 1 and
sas.txt Subjects With or Without Evidence of ADSYMPT ADCI19EF.PDP27FL in ("Y' ‘N’)

Infection Prior to 7 Days After Dose 2 —
Evaluable Efficacy (7 Days) Population
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8. Appendix

Appendix I: Annotated Mocks for Key Tables

General note: Each row subsetting is based on N criteria plus additional criteria annotated on the mocks.

Disposition of All Randomized Subjects — Phase 2/3 Subjects =16 Years of Age

n® (%) n® (%) n® (%)

ADSL.TRT01P

ADSL.RANDFL eq 'Y' and ADSL.PHASEN ne 1 and Vaccine Group (as Randomized)
ADSL.AGEGR3N ne . and ADSL.MULENRFL ne "Y" | BNT162b2 (30 pg) Placebo / Total

R V4
Randomized ADSL.RANDFL eq 'Y' and (ADSL.VAX101DT eq . and ADSL.VAX102DT eq . XX (XXX.X) XX (XXX.X)
. and ADSL.VAX10UDT=. and ADSL.VAX201DT eq . and ADSL.VAX202DT eq .)
Not vaccinated XX (XXX.X) XX (XXX.X)
Original blinded placebo-controlled follow-up period ADSL.RANDFL eq 'Y' and (ADSL.VAX101DT ne . or ADSL.VAX102DT ne .)
Vaccinated < XX (XXX.X
Dose 1 «— ADSL.RANDFL eq 'Y' and ADSL.VAX101DT ne. ADSL.RANDFL eq 'Y' and ADSL.VAX102DT ne . and XX (XXX.X)
(ADSL.VAX102DT< ADSL.UNBLNDDT or ADSL.UNBLNDDT=.)
Dose 2 < EEE————— e XX (XXX.X

Discontinued from original blinded placebo-controlled follow-up vaccination

period®

Reason for discontinuation
Adverse event
Withdrawal by subject
Physician decision

Death

Pregnancy

Other

Unblinded before 1-month post—Dose 2 visit
Completed 1-month post—Dose 2 visit

4&— | ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=26 and ADSL.EOTDCDT ne.
and ADDS.dsdecodn not in (. 2) and (ADSL.VAX101DT ne . or ADSL.VAX102DT
ne .) and (ADSL.unblnddt=. or ADSL.eotdcdt< ADSL.unblnddt)

1. Subset below section with criteria: ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=26 and
ADSL.EOTDCDT ne . and ADDS.dsdecodn not in (. 2) and (ADSL.VAX101DT ne. or
ADSL.VAX102DT ne .) and (ADSL.unblnddt=. or ADSL.eotdcdt< ADSL.unblnddt)

2. Report by each ADDS. DSDECOD.

XX (XXX.X
ADSL.RANDFL eq 'Y' and ADSL.UNBLNDDT ne . and

(ADSL.UNBLNDDT<= ADDS.M1PD2DT or ADDS.M1PD2DT=.) XX (XXX.X)
Ve

ADSL.RANDFL eq 'Y' and ((ADDS.DSPHASEN=26 and ADDS.dsdecodn=2)) and (ADSL.unblnddt=.
or ADDS.astdt< ADSL.unblnddt)

AS 7 AS J AS
XX (XXX.X) XX (XXX.X) XX (XXX.X)
XX (XXX.X) XX (XXX.X) XX (XXX.X)
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Withdrawn from the study
Withdrawn after Dose 1 and before Dose 2
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ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=31 and ADSL.EOSDCDT ne . and ADDS.dsdecodn not in
(- 2) and (ADSL.VAX101DT ne . or ADSL.VAX102DT ne .) and (ADSL.unblnddt=. or ADSL.eosdcdt<
ADSL.unblnddt) and ADSL.EOSDCDT ne ADSL.EOTXDCDT

ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=31 and ADSL.EOSDCDT ne . and ADDS.dsdecodn not in (. 2) and
ADSL.vax101dt ne . and ((ADSL.vax101dt<=ADDS.astdt and ADSL.vax102dt eq .) or ADSL.vax101dt<=ADDS.astdt <
ADSL.vax102dt) and (ADSL.unblnddt=. or ADSL.eosdedt< ADSL.unblnddt) and ADSL.EOSDCDT ne ADSL.EOTXDCDT

XX (XXX.X)

ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=31 and

Withdrawn after Dose 2 and before 1-month post=Dose 2 visit < XX (XXX X)

Withdrawn after 1-month post—Dose 2 visit
Reason for withdrawal from the study
Adverse event
Withdrawal by subject

ADSL.EOSDCDT ne . and ADDS.dsdecodn not in (. 2)

ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=31 and
ADSL.EOSDCDT ne . and ADDS.dsdecodn not in (. 2) and

ADSL.vax101dt ne . and ADSL.vax102dt ne . and ADDS.M1PD2DT eq . or ADDS.astdt<ADDS.M1PD2DT)) and
ne . and ADDS.M1PD2DT le ADDS.astdt and (ADSL.unblnddt=. or (ADSL.unbInddt=. or ADSL.eosdcdt< ADSL.unbInddt)

ADSL.eosdcdt< ADSL.unbinddt) and ADSL.EOSDCDT ne
ADSL.EOTXDCDT

and ADSL.vax101dt ne . and ADSL.vax102dt ne . and
(ADSL.vax102dt <=ADDS.astdt and (ADDS.M1PD2DT

and ADSL.EOSDCDT ne ADSL.EOTXDCDT

Physician decision XX.X)
1. Subset below section with criteria: ADSL.RANDFL eq 'Y' and ADDS.DSPHASEN=31 and ADSL.EOSDCDT ne . and

Death ADDS.dsdecodn not in (. 2) and (ADSL.VAX101DT ne . or ADSL.VAX102DT ne .) and (ADSL.unblnddt=. or ADSL.eosdcdt< XX.X)

Pregnancy ADSL.unblnddt) and ADSL.EOSDCDT ne ADSL.EOTXDCDT XX.X)
2. Report by each ADDS. DSDECOD.

Other XX.X)

ADSL.RANDFL eq 'Y' and (ADSL.UNBLNDDT ne . or ADSL.vax201dt ne .) and index(ADSL.arm,"BNT")

Open-label follow-up period

. ; ADSL.RANDFL eq "Y' and ((ADSL.VAX102DT>= ADSL.UNBLNDDT) or (index(ADSL.VAX10u, BNT') and
Originally randomized to BNT162b / ADSL.VAX10UDT>=UNBLNDDT )) and ADSL.UNBLNDDT ne . and index(ADSL.arm,'BNT")

Received Dose 2/unplanned dose

XX (XXX.X]

Completed 1-month post—Dose 2 visit <—

| ADSL.RANDFL eq'Y' and

RANDFL eq 'Y' and vax101dt ne . and vax102dt ne .

Completed 6-month post-Dose 2 Visit $=——_| .4 \igPD2DT ne . and (UNBLNDDT ne . or vax201dt

Withdrawn from the study \ne ) and index(arm,'BNT")
Withdrawn before 6-month post—Dose 2 visi

Withdrawn after 6-month post-Dose 2 visit

((ADDS.DSPHASEN=26 and ADDS.dsdecodn=2))
and (ADSL.unblnddt ne . and ADDS.astdt>=
ADSL.unblnddt) and index(ADSL.arm,'"BNT")

RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT n

e . and dsdecodn not in (. 2) and (VAX101DT
ne . or VAX102DT ne .) and (unblnddt ne . and eosdedt>=unblnddt) and index(arm,'BNT")

Reason for withdrawal from the study
Adverse event

RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and (VAX101DT ne . or VAX102DT
ne .) and (M6PD2DT=. or M6PD2DT> astdt) and (unblnddt ne . and eosdcdt>=unblnddt) and index(arm,'BNT")

Withdrawal by subject

Physician decision RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and vax101dt ne . and vax102dt

Death ne . and M6PD2DT ne . and M6PD2DT le astdt and (unblnddt ne . and eosdcdt>=unblnddt) and index(arm,'BNT")
RANDFL eq 'Y' and \

Pregnancy| (UNBLNDDT ne.or
Oth vax201dt ne .) and
er index(armed,'PLACEBO")

1. Subset below section with criteria: RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (.
2) and (VAX101DT ne . or VAX102DT ne.) and (unbinddt ne . and eosdcdt>=unblnddt) and index(arm,'BNT")
2. Report by each ADDS. DSDECOD.

<~

Originally randomized to placebo

RANDFL eq'Y' and DSPHASEN=31 a

Withdrawn from the study after unblinding and before Dose 3 4| (VAX201DT=. and VAX202DT=) and

index(armcd,' PLACEBQ")

nd EOSDCDT ne . and dsdecodn not in (. 2) and
(unblnddt ne . and eosdcdt>=unblnddt) and
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Received Dose 3 (first dose of BNT162b2 [30 pg]) XX (XXX.X)
D

Received Dose 4 (second dose of BNT162b2 [30 pg RANDFL eq 'Y' and index(VAX201,'BNT') and index(armed,' PLACEBO")

RANDFL eq 'Y' and index(VAX202,'BNT") and index(armed,"PLACEBO")

Discontinued from open-label vaccination period? —
Reason for discontinuation from open-label vaccination period

RANDFL eq 'Y' and DSPHASEN=7 and EOTXDCDT ne . and dsdecodn
Adverse event not in (. 2) and vax201dt ne . and index(armed,'PLACEBO")

Withdrawal by subject XX (XXX.X)
Physician decision

1. Subset below section with criteria: RANDFL eq 'Y' and DSPHASEN=7 and EOTXDCDT
Death ne . and dsdecodn not in (. 2) and vax201dt ne . and index(armed,'PLACEBO")
Pregnancy 2. Report by each ADDS. DSDECOD.

Other XX (XXX.X)
/ RANDFL eq 'Y' and (DSPHASEN=7 and dsdecodn=2)) and index(armcd,'PLACEBOQ")

XX (XXX _X)

Completed 1-month post—Dose 4 visit
/ RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and (VAX201DT ne . or VAX202DT ne
Withdrawn from the study

.) and ((unbInddt ne . and eosdcdt>=unbinddt) or eosdcdt=eotxdcdt) and index(armed,'PLACEBO")

Withdrawn after Dose 3 and before Dose 4 <— RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and vax201dt ne . and

Withdrawn after Dose 4 and before 1-month post—Dose 4 visit ((vax201dt<=astdt and vax202dt eq .) or vax201dt<=astdt < vax202dt) and ((unblnddt ne . and
eosdcdt>=unblnddt) or eosdcdt=eotxdcdt) and index(armed,'PLACEBO")

\ /

Withdrawn after 1-month post=Dose 4 visit

Reason for withdrawal from the sludy| RANDFL eq "Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and vax201dt ne . and vax202dt ne . and (vax202dt <=astdt

Adverse event and (M1PX2DT eq . or astdt<M1PX2DT)) and ((unblnddt ne . and eosdcdt>=unblnddt) or eosdcdt=eotxdcdt) and index(armed,'PLACEBO")
Withdrawal by subject .
. - RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and vax201dt ne . and vax202dt ne . and M1PX2DT

Physician decision ne . and M1PX2DT le astdt and ((unblnddt ne . and eosdcdt>=unblnddt) or eosdcdt=eotxdcdt) and index(armed,'PLACEBO")
Death
P 1. Subset below section with criteria RANDFL eq 'Y' and DSPHASEN=31 and EOSDCDT ne . and dsdecodn not in (. 2) and

regnancy (VAX201DT ne . or VAX202DT ne.) and ((unblnddt ne . and eosdcdt>=unblnddt) or eosdcdt=eotxdcdt) and index(armed,'PLACEBO")
Other 2. Report by each ADDS. DSDECOD.

Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported separately.

Note: Subjects randomized but did not sign informed consent or had a significant quality event due to lack of PI oversight are not included in any analysis population
Note: Because of a dosing error, Subject[s] C4591001 xxxx xxxxx [and C4591001 xxxx xxxxxx] received an additional dose of BNT162b2 (30 pg) at an unscheduled
visit after receiving 1 dose of BNT162b2 (30 pg) and 1 dose of placebo.

a. N =number of randomized subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.

b. n=Number of subjects with the specified characteristic.

c.  Original blinded placebo-controlled vaccination period is defined as the time period from Dose 1 to 1 month post—Dose 2.

d.  Open-label vaccination period is defined as the time period from Dose 3 (first dose of BNT162b2 [30 pg]) to 1 month post—Dose 4 (second dose of BNT162b2 [30
ug)).

PFIZER CONFIDENTIAL SDTM Creation: DDMMMYYYY (HH:MM) Source Data: xxxx Table Generation: DDMMMYYYY (HH:MM)

(Cutoff date: ddMmmYYYY, Snapshot Date: ddMmmYYYY) Output File: (CDISC)/C4591001/abcd XNNN
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ADSL.SAFFL eq "Y" and ADSL.PHASEN ne 1 and ADSL.AGEGRIN not in (. 1) and ADSL.MULENRFL ne "Y"

Follow-up Time After Dose 2 — Phéqe 2/3 Subjects =16 Years of Age — Safety Population

Vaccine Group (as Administered)

_~ ADSL.TRTO01A

BN\gmzbz (30 pg) Placebo *~ Total
(N?=xx) (N2=xx) (N2=xx)
n® (%) n® (%) n® (%)

Subjects (%) with length of follow-up of: ADSL.FUP2CA2N in (1,2)

Original blinded placebo-contro ination period
<2 Months p ADSL.FUP2CA2N in 3,4) XX (XX.X) XX (XX.X)

=2 Months to <4 months /

ADSL.FUP2CA2N in (5,6) XX (xx.X) XX (XX.X)

=4 Months to <6 months XX (XX XJ XX (XX.X) XX (XX.X)
ADSL.FUP2CA2N >6

=6 Months €— XX (XX.X) XX (XX.X) XX (XX.X)

ADSL.FUP2CAIN in (1,2)
Total exposure from Dose 2 to ¢
2 ot / ADSL.FUP2CA1N in (3,4)
ot S mons 4  ADSL.FUP2CAI1N in (5,6)
=4 Months to <6 months XX (XX-X)
P ADSL.FUP2CAIN >6
=6 Months < XX (XX.X)

090177e196f38d37\Final\Final On: 04-May-2021 20:03 (GMT)

Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported separately.

a. N =number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.

b. n=Number of subjects with the specified characteristic.

PFIZER CONFIDENTIAL SDTM Creation: DDMMMYYYY (HH:MM) Source Data: abcdefgh Table Generation: DDMMMYYYY (HH:MM)
(Cutoff date: ddMmmYYY'Y, Snapshot Date: ddMmmYYYY) Output File: (CDISC)/C4591001/abcd XNNN
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Demographic Characteristics — Blinded Placebo-Controlled Follow-up Period — Subjects Without Evidence of

Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

ADSL.EVALEFFL="Y” and Vaccine Group (as Randomized)
ADCI9EF. PDP27FL="Y" and BNT162b2 (30 pg) Placebo Total
ADSL.MULENRFL ne "Y" o " a
and ADSL.PHASEN ne 1 (N*=xx) (N*=xx) (N*=xx)
n® (%) n® (%) n’ (%)
Sex | ADSLSEX="M" ADSL.TRTO1P
Male XX (XXX.X) XX (XXX.X) XX (XXX.X)
Female «_ | Apsp.spx="p» XX (XXX.X) XX (XXX.X) XX (XXX.X)
Race / ADSL.ARACE="WHITE”
White ADSL.ARACE="BLACK OR AFRICAN AMERICAN” [) XX (XXX.X)
Black or African American 4/ > XX (XXX.X)
. . . / ADSL.ARACE="AMERICAN INDIAN OR ALASKA NATIVE”
American Indian or Alaska Native . , XX (XXX.X)
Asian 4| ADSL.ARACE="ASIAN” I ADSL.ARACE="NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER” |(X¥X.X)
Native Hawaiian or other Pacific Islander XX (XXX.X) XX (XXX.X) XX (XXX.X)
Multiracial 1\ ADSL.ARACE="MULTIRACIAL” (X (XXX.X) XX (XXX.X) XX (XXX.X)
Not reported (X (XXX.X) XX (XXX.X) XX (XXX.X)
ADSL.ARACE="NOT REPORTED”
All others® ] X (XXX.X) XX (XXX.X) XX (XXX.X)
ADSL.ARACE not in "WHITE” "BLACK OR AFRICAN AMERICAN”)
Racial designation
‘\ —_
Japanese ADSL. RACIALDN=5 XX (XXX.X) XX (XXX.X) XX (XXX.X)
Ethnicity / ADSL.ETHNIC="HISPANIC OR LATINO”
Hispanic/Latino vy fvvy v XX (XXX.X) XX (XXX.X)
Non-Hispanic/non-Latino 4— | ADSL.ETHNIC="NOT HISPANIC OR LATINO XX (XXX.X) XX (XXX.X)
Not reported XXX.X) XX (XXX.X) XX (XXX.X)
\ ADSL.ETHNIC="NOT REPORTED”
Country
Argentina 4| ADSL.COUNTRY="ARG” XX (XXX.X) XX (XXX.X) XX (XXX.X)
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Median XX.X XX.X XX.X

Min, max (xx, xX) (xx, XX) (xx, xX)

090177e196f38d37\Final\Final On: 04-May-2021 20:03 (GMT)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.

a. N =number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations.

b. n= Number of subjects with the specified characteristic.

c.  All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.

d.  Number of subjects who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined as subjects who had at least one
of the Charlson comorbidity index category or BMI >30 kg/m? (>16 Years of age) or BMI >95% percentile (12-15 Years of age).

e. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19.

f. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19.

PFIZER CONFIDENTIAL SDTM Creation: DDMMMYYYY (HH:MM) Source Data: abcdefgh Table Generation: DDMMMYYYY (HH:MM)
(Cutoff date: ddMmmYYYY, Snapshot Date: ddMmmYYYY) Output File: (CDISC)/C4591001/abcd XNNN

Demographic Characteristics — Blinded Placebo-Controlled Follow-up Period — Subjects With or Without Evidence of Infection Prior
to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population
e Follow the same annotations as above mock, change subset condition , as below

ADSL.EVALEFFL="Y” and ADC19EF. PDP27FLin (“Y” “N”) and ADSL.MULENRFL ne "Y" and ADSL.PHASEN ne 1
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missing stop day, the last day of the month was used; if missing stop month and day, the last month of the year was used.

Appendix IV: ADFACEVD Analysis Parameters

PARCATI PARCAT?2 PARAM PARAMCD
REACTOGENICITY| ADMINISTRATION SITE | Hospitalized for injection site pain occurrence indicator OCHIS
REACTOGENICITY| ADMINISTRATION SITE | Pain at injection site maximum severity MSPIS
REACTOGENICITY| ADMINISTRATION SITE | Pain at injection site occurrence indicator OCPIS
REACTOGENICITY| ADMINISTRATION SITE | Pain at injection site severity/intensity SEVPIS
REACTOGENICITY| ADMINISTRATION SITE | Redness diameter cm DIARE
REACTOGENICITY| ADMINISTRATION SITE | Redness grade 4 criteria met G4CRR
REACTOGENICITY| ADMINISTRATION SITE | Redness maximum diameter MDIRE
REACTOGENICITY| ADMINISTRATION SITE | Redness maximum diameter cm MADRE
REACTOGENICITY| ADMINISTRATION SITE | Redness maximum severity MSERE
REACTOGENICITY| ADMINISTRATION SITE | Redness minimum diameter cm MIDRE
REACTOGENICITY| ADMINISTRATION SITE | Redness occurrence indicator OCISR
REACTOGENICITY| ADMINISTRATION SITE | Redness severity/intensity SEVREDN
REACTOGENICITY| ADMINISTRATION SITE | Swelling diameter cm DIASW
REACTOGENICITY| ADMINISTRATION SITE | Swelling grade 4 criteria met G4CRS
REACTOGENICITY| ADMINISTRATION SITE | Swelling maximum diameter MDISW
REACTOGENICITY| ADMINISTRATION SITE | Swelling maximum diameter cm MADSW
REACTOGENICITY| ADMINISTRATION SITE | Swelling maximum severity MSESW
REACTOGENICITY| ADMINISTRATION SITE | Swelling minimum diameter cm MIDSW
REACTOGENICITY| ADMINISTRATION SITE | Swelling occurrence indicator OCINS
REACTOGENICITY| ADMINISTRATION SITE | Swelling severity/intensity SEVSWEL
REACTOGENICITY| MEDICATIONS GIVEN | Medications duration MEDDUR
REACTOGENICITY| MEDICATIONS GIVEN | Medications medication to treat fever or pain MEDTFVPN
REACTOGENICITY| MEDICATIONS GIVEN | Medications stop date meds given to trt/pnt symptoms STPDMEDP
REACTOGENICITY| SYSTEMIC Chills maximum severity MAXCHIL
REACTOGENICITY| SYSTEMIC Chills occurrence indicator OCCHILLS
REACTOGENICITY| SYSTEMIC Chills severity/intensity SEVCHIL
REACTOGENICITY| SYSTEMIC Diarrhea maximum severity MAXDIAR
REACTOGENICITY| SYSTEMIC Diarrhea occurrence indicator OCDIAR
REACTOGENICITY| SYSTEMIC Diarrhea severity/intensity SEVDIAR
REACTOGENICITY| SYSTEMIC Fatigue maximum severity MAXSFAT
REACTOGENICITY| SYSTEMIC Fatigue occurrence indicator OCFATIG
REACTOGENICITY| SYSTEMIC Fatigue severity/intensity SEVFATI
REACTOGENICITY| SYSTEMIC Fever maximum temperature MAXTEMP
REACTOGENICITY| SYSTEMIC Fever occurrence indicator OCFEVER
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PARCATI1 PARCAT?2 PARAM PARAMCD
REACTOGENICITY| SYSTEMIC Headache maximum severity MAXSHEA
REACTOGENICITY| SYSTEMIC Headache occurrence indicator OCHEAD
REACTOGENICITY| SYSTEMIC Headache severity/intensity SEVHEAD
REACTOGENICITY| SYSTEMIC Hospitalized for chills occurrence indicator OCHOCHIL
REACTOGENICITY| SYSTEMIC Hospitalized for diarrhea occurrence indicator OCHODI
REACTOGENICITY| SYSTEMIC Hospitalized for headache occurrence indicator OCHOHE
REACTOGENICITY| SYSTEMIC Hospitalized for joint pain occurrence indicator OCHOJP
REACTOGENICITY| SYSTEMIC Hospitalized for muscle pain occurrence indicator OCHOMP
REACTOGENICITY| SYSTEMIC Hospitalized for tiredness (fatigue) occurrence indicator OCHOFA
REACTOGENICITY| SYSTEMIC Hospitalized for vomiting occurrence indicator OCHOVO
REACTOGENICITY| SYSTEMIC Joint pain maximum severity MAXSJP
REACTOGENICITY| SYSTEMIC Joint pain occurrence indicator OCJOPAIN
REACTOGENICITY| SYSTEMIC Joint pain severity/intensity SEVJOIN
REACTOGENICITY| SYSTEMIC Muscle pain maximum severity MAXSMP
REACTOGENICITY| SYSTEMIC Muscle pain occurrence indicator OCMPNIS
REACTOGENICITY| SYSTEMIC Muscle pain severity/intensity SEVMUSP
REACTOGENICITY| SYSTEMIC Vomiting maximum severity MAXSVOM
REACTOGENICITY| SYSTEMIC Vomiting occurrence indicator OCVOMI
REACTOGENICITY| SYSTEMIC Vomiting severity/intensity SEVVOMI

Appendix V: External files used during ADaM dataset creation

The following files were used in the creation of specific ADaM datasets to identify specific subsets of subjects (e.g., Phase 1, Phase 2,
Phase 3) as well as categories of medical history data used as comorbidities. Along with the xlsx files, pdf versions of the

same files have been included.

ID File Name

Comments

Rheumatic

report-cci-rheumatic.xlsx

with comorbidities (record level)
Used for ADSL creation to flag the subject with
comorbidities (subject level)

Used for ADMH creation to flag the medical history terms

Renal

report-cci-renal.xIsx

with comorbidities (record level)
Used for ADSL creation to flag the subject with
comorbidities (subject level)

Used for ADMH creation to flag the medical history terms
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ID

File Name

Comments

Pulmonary

report-cci-pulmonary.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Periph vasc

report-cci-periph-vasc.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Peptic ulcer

report-cci-peptic-ulcer.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Mod sev liver

report-cci-mod-sev-
liver.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Mild liver

report-cci-mild-liver.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

MI

report-cci-mi.xIsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Metastatic
tumour

report-cci-metastatic-
tumour.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Lymphoma

report-cci-lymphoma.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)
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ID

File Name

Comments

Leukemia

report-cci-leukemia.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Hemiplegia

report-cci-hemiplegia.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Diabetes
without
comp

report-cci-diabetes-without-
comp.xIsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Diabetes
with comp

report-cci-diabetes-with-
comp.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Dementia

report-cci-dementia.xIsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

CHF

report-cci-chf.xIsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Cerebrovascu
lar

report-cci-c erebrovascular.xIsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

Any
malignancy

report-cci-any-
malignancy.xlsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)

AIDS HIV

report-cci-aids-hiv.xIsx

Used for ADMH creation to flag the medical history terms
with comorbidities (record level)

Used for ADSL creation to flag the subject with
comorbidities (subject level)
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ID File Name Comments
Comorbidity | comorbidity- Used for ADMH creation to derive the Charlson Comorbidity
Categories categories.xlsx Index categories by record level. One MH term may meet
multiple Charlson Comorbidity Index categories.
Phasel c4591001-phase-1-subjects-from | Used for ADSL creation to flag the subjects from Phase 1
dmw .xIsx
Phase?2 first-c4591001-360- Used for ADSL creation to flag the subjects from Phase 2
participants-enrolled- DS360 subset
v1-13aug20-update.xlsx
Phase3 newlist-c4591001-6k- Used for ADSL creation to flag the subjects from Phase 3
DS6000 participants-enrolled-v3- DS6000 subset
17sep2020.csv
HIV PT 201114-hiv-preferred-terms.xlsx | Used for ADSL creation to flag the HIV Positive
EUA 12-25 c4591001-subject-list-for-12-25- | Used for ADSL creation to flag the subjects from EUA
Age group immuno-analysis-27jan2021.xlsx| 12-25 subset
BMI scale bmi-12-15-scale.xIsx Used for ADSL creation to flag the obese subjects for
12-15 years age group

Appendix VI: Surveillance Times

Start-of-surveillance time:

For all VE-related endpoints in this study, the start-of-surveillance times are summarized as follows:

Endpoint's Associated
Participant-Level Population

Start-of-Surveillance Time

Evaluable Efficacy (7 days)

Dose 2 + 7 days (Day 8 relative to Dose 2)

Dose 2 All-available Efficacy

Dose 2 + 7 days (Day 8 relative to Dose 2)

Dose 1 All-available Efficacy

Dose 1 (Day 1 relative to Dose 1)

End-of-surveillance time:

The end of surveillance time is then determined considering the following events:
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When the first COVID-19 case occurs.
When the participant’s end of the study occurs due to, e.g. withdrawal or death or trial completion etc.
When the participant has first important protocol violation.

When the participant is unblinded at the time of being eligible for receipt of BNT162b2 or other reasons.

For all VE-related endpoints in this study, the end of a surveillance period for each participant is summarized below:

Endpoint's Associated Participant-Level End-of-Surveillance Time
Population

Evaluable Efficacy Earliest of event (1), (2), (3) and (4)
Dose 2 All-available Efficacy Earliest of event (1) and (2) and (4)
Dose 1 All-available Efficacy Earliest of event (1) and (2) and (4)

Using the above start and stop times for surveillance time, the overall surveillance time is derived as: End-of-surveillance time — Start-
of-surveillance time + 1

Appendix VII: Efficacy Flow Charts

1. The flowchart for deriving the COVID-19 cases included below for the first primary endpoints in evaluable efficacy participants with
no serological or virological evidence of past SARS-CoV-2 infection:
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Evaluable efficacy population (7 days)
¥

[ N-binding antibody negative at baseline ]

days after receipt of the second dose

v

Presence of at least 1 of the following symptoms: fever, new or increased
cough, new or increased shortness of breath, chills, new or increased
muscle pain, new loss of taste or smell, sore throat, diarrhea, or vomiting,.

!

NAAT positive for COVID-19 at central laboratory or acceptable
local test within the date window that symptoms were present

|

Onset date, ie, the date that first symptom
occurs, is at least 7 days after receipt of the

|

COVID-19 cases for first primary VE objective

[: No virological evidence by NAAT prior to 7 ]

The central laboratory NAAT result will be used for the case definition, unless no result is available from the central laboratory, in which case
a local NAAT result may be used if it was obtained using 1 of the following assays:

a. Cepheid Xpert Xpress SARS-CoV-2
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b. Roche cobas SARS-CoV-2 real-time RT-PCR test (EUA200009/A001)

c. Abbott Molecular/RealTime SARS-CoV-2 assay (EUA200023/A001)

2. The flowchart for deriving the COVID-19 cases included below for the second primary endpoints in evaluable efficacy participants:
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Evaluable efficacy population (7 days)

!

Presence of at least 1 of the following symptoms: fever, new or increased
cough, new or increased shortness of breath, chills, new or increased muscle
pain, new loss of taste or smell, sore throat, diarrhea, or vomiting.

|

NAAT positive for COVID-19 at central laboratory or acceptable
local test within the date window that symptoms were present

Onset date, ie, the date that first symptom occurs,
is at least 7 days after receipt of the second dose

COVID-19 cases for second primary VE objective
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Appendix VIII: Detailed subsetting for Analysis:

1. Key Analysis Population Subsetting:

1.1 BLA Phase 2/3 Safety Analysis

Analysis Data Reviewer’s Guide

Total Number of Subjects (N)

Subset Condition for

Table Category Analysis Population 16-55 Years | >55 Years Total Total N
. ADSL.PHASEN>1 and ADSL. AGEGRI1IN>1 and
Conduct of Randomized 26236 17929 44165 | ADSLRANDFL ="Y" and ADSL.MULENRFL A= "Y"
Study ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
Safety 26164 17883 44047 ADSL.SAFFL="Y" and ADSL.MULENRFL"="Y" and
ADSL.TRTO1AN=""
Safety population for AEs ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
reporting from Dose 1 to the 26021 17826 43847 ADSL.SAFFL="Y" and ADSL.MULENRFL"="Y" and
specified reporting window ADSL.HIVFL"="Y" and ADSL.TRTO1A"=""
Safety population for AEs
reporting from Dose 1 to 6
month after Dose 2 for ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
subjects originally received 6666 5340 12006 ADSL.SAFFL="Y" and ADSL.MULENRFL"="Y" and
BNT162b2. Including all of ADSL.HIVFL"="Y" and ADSL.TRTO1A”=""and
AEs within 6-month after DS3KFL="Y"
Dose 2 regardless of
Adverse Events unblinding or not.
ADSL.PHASEN>1 and ADSL. AGEGRI1N>1 and
Safety population for AT N ADSLHIVEL ¥ and ADSLVAX 102D T and -
: . ="Y" an . >, an
r:}feocritg;% ?:pfrggge Wzntlgfvlve 25484 17636 43120 ADSL.VAX101=ADSL.VAX102 and
(ADSL.VAX102DT<ADSL.UNBLNDDT or
ADSL.UNBLNDDT=.)
Safety population for AEs ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
reporting from Dose 3 to the 11346 8179 19525 ADSL.SAFFL="Y" and ADSL.MULENRFL"="Y" and
speci fied repo rting window ADSL.HIVFL"="Y" and ADSL.VAX201DT>. and
ADSL.TRTO02A ~=""
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Total Number of Subjects (N) Subset Condition for
Table Category Analysis Population 16-55 Years | >55 Years Total Total N
Safety population for AEs ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
reporting from Dose 4 to the 8534 7377 15911 ADSL.SAFFL="Y" and ADSL. MULENRFL"="Y" and
specified reporting window ADSL HIVFLA="Y" and ADSL.VAX202DT>. and
ADSL.VAX201=ADSL.VAX202
fgg%ﬁ;?ﬁﬁﬁﬁ;gg; ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
date to the date of cutoff for 11786 8523 20309 ADSL SAFFL="Y" and ADSL.MULENRFL”="Y" and
subjects originally received ADSL.HIVFLAZ"Y"" and ADSL.UNBLNDDT =, ﬁnd
BNT162b2 ADSL.TRTO1A="BNT162b2 Phase 2/3 (30 mcg)
ADSL.PHASEN>1 and ADSL. AGEGRI1N>1 and
Dose 1 5979 4086 10065 ADSL. SAFFL="Y" and ADSL.MULENRFL"="Y" and
Safety ADSL.VAX101 "=""and ADSL.REACTOFL="Y"
Reactogenicity® | (Reactogenicity ADSL.PHASEN>1 and ADSL.AGEGRIN>1 and
subset) ADSL. SAFFL="Y" and ADSL.MULENRFL"="Y" and
Dose 2 3847 4051 9898 | ADSL.VAX102 "="" and ADSL.REACTOFL="Y" and
ADSL.VAX102DT "=

a. For reactogenicity, the N listed here is the number of subjects in reactogenicity subset relative for the specified dose (Including HIV positive
and not transmitted e-diary subjects). And the numbers match with the number of subjects in e-diary transmission table (number of subjects
vaccinated at Dose 1/Dose2). The N in the maximum severity tables are the number of HIV negative subjects reporting at least 1 yes or no
response before unblinding for the specified reaction/events after the specified dose which is less than the N specified in this table. For the
detailed algorithm, please refer to Appendix I.

1.2 BLA Phase 2/3 Efficacy Analysis

Table

Analysis Population

Total Number of Subjects (N) (BNT162b2)

Subset Condition for

Category

Sub-Category

12-15 Years

16-55 Years

>55 Years

Total Total N

Efficacy

Dose 1 All-Available
Efficacy

1132

13059

Refer to Appendix I for more
details. ADSL.PHASEN>1 and
ADSL.MULENRFL *= ‘Y’ and

ADSL.AAINEFFL =Y’

8949 23140

Evaluable Efficacy

Subjects without
evidence of

1006

11752

Refer to Appendix I for more

Bl details. ADSL.EVALEFFL="Y"

21069
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Table Analysis Population Total Number of Subjects (N) (BNT162b2) Subset Condition for
Category Sub-Category 12-15 Years | 16-55 Years | >55 Years Total Total N
infection prior to 7 and ADC19EF.PDP27FL="Y" and
days after Dose 2 ADSL.PHASEN ne 1 and
ADSL.MULENRFL ne "Y".
. . Refer to Appendix I for more
Wiﬁgﬁ"; :géilcce)ro ] details ADSL.EVALEFFL="Y"
Evaluable Efficacy infection prior to 7 1120 12489 8646 22255 | and ADCI19EF.PDP27FL in ("Y',
days after Dose 2 ‘N’) and ADSL.PHASEN ne 1
and ADSL.MULENRFL ne "Y".

1.3 BLA Phase 1 Safety and Immunogenicity Analysis for BNT162b2 30 mcg and Equivalent Placebo Subjects

Total Number of Subjects (N)
Table Category Analysis Population 18-55 Years | 65-85 Years Total | Subset Condition for Total N
Disposition Randomized 15 15 30 ADSL.PHASEN=1 and ADSL.COHORTN in (1.18, 1.38)
and ADSL.RANDFL="Y" and ADSL.MULENRFL "="Y"
Adverse Events Safety population for 15 15 30 ADSL.PHASEN=1 and ADSL.COHORTN in (1.18, 1.38)
AEs reporting from and ADSL.SAFFL="Y" and ADSL.MULENRFL"="Y" and
Dose 1 ADSL.HIVFL ="Y"
Immunogenicity | Dose 1 all-available 15 15 30 ADSL.PHASEN=1 and ADSL.COHORTN in (1.18, 1.38)
and ADSL.AAIOIFL="Y"
Dose 2 all-available 15 15 30 ADSL.PHASEN=1 and ADSL.COHORTN in (1.18, 1.38)
and ADSL.AATIO2FL="Y"
Dose 1 evaluable 14 14 28 ADSL.PHASEN=1 and ADSL.COHORTN in (1.18, 1.38)
and ADSL.EVALOIFL="Y"
Dose 2 evaluable 13 14 27 ADSL.PHASEN=1 and ADSL.COHORTN in (1.18, 1.38)
and ADSL.EVALO2FL="Y"
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2. Adverse Event Analysis Reporting Period Subsetting:

Reporting Period

Subset condition to determine the AEs within corresponding
reporting period. (Note: Additional subset for analysis
population is needed)

Blinded Placebo-Controlled
Follow-up Period

Immediate adverse event after Dose 1

ADAE.AECAT="ADVERSE EVENT’ and ADAE.AEIMMFL="Y"
and ADAE.VPHASEN=1

Immediate adverse event after Dose 2

ADAE.AECAT="ADVERSE EVENT’ and ADAE.AEIMMFL="Y"
and ADAE.VPHASEN=2

From Dose 1 to 7 days after Dose 1

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN=1
and ADSL.VAX101DT<=ADAE.ASTDT <=ADSL.VAX101DT+7

From Dose 2 to 7 days after Dose 2

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN=2
and ADSL.VAX102DT<=ADAE.ASTDT <=ADSL.VAX102DT+7

From Dose 1 to 1 month after Dose 2

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN in

1.2)
From Dose 1 to unblinding (the day before ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN in
unblinding) (1,2,3,99)

Blinded Placebo-Controlled
Follow-up Period + Open-
label follow up period for
subjects who originally
received BNT162b2

From Dose 1 to 6 Month after Dose 2

Note: This is for subjects originally received
BNT162b2 and with at least 6 months of follow up
time after Dose 2 (28*6 days after Dose 2),
Including all of the AEs within 6-month after Dose
2 regardless of unblinding or not

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN>=1
and . <ADAE.ASTDT<=ADSL.V020BDT

Open label follow-up period
for subjects who received
placebo and then received
BNT162b2 After unblinding

Immediate adverse event after Dose 3 (1st dose of
BNT162b2 after unblinding)/Dose 4 (2nd dose of
BNT162b2 after unblinding)

ADAE.AECAT="ADVERSE EVENT’ and ADAE.AEIMMFL=Y"
and ADAE.VPHASEN in (5, 6)

From Dose 3 (1% dose of BNT162b2 after
unblinding) to 7 days after Dose 3

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN=5
and ADSL.VAX201DT<=ADAE.ASTDT <=ADSL.VAX201DT+7

From Dose 4 (2™ dose of BNT162b2 after
unblinding) to 7 days after Dose 4

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN=6
and ADSL.VAX202DT<=ADAE.ASTDT <=ADSL.VAX202DT+7

From Dose 3 (1% dose of BNT162b2 after
unblinding) to the date of cutoff

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN>=5
and ADAE.VPHASEN ne 99
and .<ADAE.ASTDT<=ADSL.X1CSRDT

Open label follow-up period
for subjects who originally
received BNT162b2

From unblinding date to the date of cutoff

ADAE.AECAT="ADVERSE EVENT’ and ADAE.VPHASEN>=4
and ADAE.VPHASEN ne 99 and .<ADAE.ASTDT<=ADSL.
X1CSRDT

Immediate AEs were those events occurring within the first 30 minutes after each dose, which were flagged as “Y” in ADAE. AEIMMFL.
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