[DS=Disposition | [DM=Demographics |

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)

CRS Study Code: 049/20

BioNTech BNT162 01

Informed Consent (2.1)

CRS 049 20 DEV

Category [ ||DSCAT='PROTOCOL MILESTONE' |

Date
[RFICDTC | [DSSTDTC | [DSTERM/DSDECOD='INFORMED CONSENT OBTAINED' |

T me

PID |SUBJID |

Protoco Verson [ ] |SUPPDS.QVAL when QNAM = 'PROTVERS' |

Sponsor Study Code: BNT162-01

Was the subject re screened?

CNo CYes |INOT SUBMITTED]|  [DSTERM/DSDECOD='FIRST INFORMED CONSENT OBTAINED'

A prevousTSNs (e.g. 276 0 234) | [SUPPDS.QVAL when QNAM = 'PREV_TSN" |
Date of frst Informed Consent l [DSSTDTC |
22/04/2020 Blank eCRF (CTP 3.0)

FDA-CBER-2021-5683-00%&2§e 1



DM=Demographics |

CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV
Demographic Data (2.1)

D months [SUPPDM.QVAL when

QNAM='AGE_M'
SexX (Mae
-SEX
— CFemae
S
Race,
(\D, select all that apply [Fwhte
— [TB ack or Afr can Amer can
o RACE [Asan
ol
If more than one option is selected: [T Amer can Ind an or A aska Natve

RACE = '"MULTIPLE', and individual responses [“Natve Hawa an or Other Pac f c Is ander

in

D

PPDM with QNAM = 'RACE1’, 'RACE2',...

[~ Not reported

090177e196736676\Final\Final On: 08-Mar-} cgz

[T Unknown
I_Other

SUPPDM.QVAL when

If Other, p ease specfy QNAM"RACEOTH'

Ethncty = Not H span ¢ or Latno

[EAic]

(" Not reported

H span ¢ or Latno

(" Unknown

22/04/2020 Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-00388@32



VS=Vital Signs |

CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV
Body Height/Weight + BMI (2.0)

Not done

VSSTAT='NOT DONE'
when VSTESTCD="VSALL'

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)

VSTEST | |[VSTEST |

BMI (ca cu ated)
(kg/m2)

[[NOT SUBMITTED]|

More rows: 5 0

Reason not done Date T me He ght We ght |VSTEST

(cm) (kg) Body Mass Index

(kg/m?2)
1 | papp——— |

r |VSREASND [ ] l |VSDTC | ] l ] l ] l ]

VSORRESU/||VSORRESU/||[VSORRESU/

VSORRES [[VSORRES [|VSORRES

when when when

Please insert new row(s), if you are in visit "Unscheduled Forms" only! VvSTESTCD=llvsTESTCD=IIVSTESTCD=
'HEIGHT' 'WEIGHT' '‘BMI'

22/04/2020

Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-00330643



|[RP=Reproductive System Findings |
CRS Study Code: 049/20 Sponsor Study Code: BNT162-01

BioNTech BNT162 01 CRS 049 20 DEV
Childbearing Potential (2.0)

Reproduct ve Test l

RPORRES when RPTESTCD='CHILDPOT:" |
Ch dbear ng potenta mm\
|RPTEST="Childbearing Potential' | [[NOT SUBMITTED]|
Postmenopausa (>= 2 months)
Non ch dbear ng potenta [TSurgca y ster zed RPORRES when
RPTEST='"Reason for Non- RPTESTCD='NON_REAS'
childbearing potential'
Date of Last menses RPORRES when RPTESTCD='LMPSTDTC'
PTEST='Last Menstrual Period Start Date' | l |

Date of Ster zaton RPORRES when RPTESTCD='STER_DTC'
|[RPTEST='Date of Sterilization' | | |

Other, please specify [ [SUPPRP.QVAL when ONAM="OTH SPEC" |

[ Other

090177e196736676\Final\Final On: 08-Mar-2021 02:03£GEMT)

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-0055296 4
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|LB=Laboratory Test Results |

CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV

Rregnancy Test (2.0) | BTEST="Choriogonadotropin Beta' |

r
Category NA Not done Reason not done Date T me Resu t
Spec men
LBSPEC LBORRES when LBTESTCD='HCG'
rr [ [LBREASND | | | [LBDTC |" ] "FNegatve
[LBCAT="CHEMISTRY" | AN CPostve

[LBSTAT='NOT DONE' |

|LBSCAT:‘PREGNANCY' |

[[NOT SUBMITTED]|

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

22/04/2020

Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-005¢206 5
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[PE=Physical Examination

CRS Study Code: 049/20

BioNTech BNT162 01

Physical Examination (2.1)

[PECAT="GENERAL |
System/Organ
[PESPID | [PETEST ]

Not done

Reason not done l

Date

T me

CRS 049 20 DEV

I |PESTAT:'NOT DONE' when PETESTCD="HEALTHY" |

[PEREASND | ]

Norma /Abnorma /ND

]
]

Abnorma tes/Symptoms

C nca Sgnfcance

[PEORRES |[[NOT SUBMITTED]|[PEORRES when... |

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

~ Abnorma

‘Genera cond ton/psyche j (" Norma

2 m (" Norma
3 ’W (" Norma
4 ‘Head (eyes, ears, mouth) ﬂ (" Norma
5  |Neck/thyrod gand =/ (" Norma
6 m (" Norma
7 m (" Norma
8 ’W (" Norma
9 ‘Muscu oske eta system j (" Norma
0 ‘Neuro ogca system ﬂ (" Norma
’W (" Norma

2 |cardovascuar ¥ (" Norma
3 |Gastrontestna |  Norma
4 m (" Norma

22/04/2020

" ND

" ND

" ND

" ND

" ND

(" ND

" ND

(" ND

(" ND

" ND

" ND

" ND

C ND

C ND

[...PETESTCD='GENCON' |~ NCS ¢ CS
...PETESTCD='SKIN' [ones ccs
..PETESTCD='LYMPHN' ]rncs ccs
...PETESTCD="HEAD' |(' NCS ¢ CS
..PETESTCD='NECK' |~ Ncs ccs

PETESTCD='LUNGS' |CNCs cCs
..PETESTCD="HEART' |cNcs ccs

...PETESTCD:'ABDOMEN'l(‘ NCS ¢ CS

...PETESTCD="MUSCULOQ'|rNcs ¢ cs

...PETESTCD=NEUROL' |(' NCs ¢ Cs

|
|
|
|
=
|
I
|
|
|

...PETESTCD="VASCUL' |(' NCs ¢ Cs

[...PETESTCD='CARDVASC' ['NCS (" CS

I

.PETESTCD='GASTRO' |"NCS C CS

"

.PETESTCD='OTHER' |('>IS (‘C\

Fnd ng (ca cu ated)

H[NOT SUBMITTED]l—‘

l l
l l

l l

SUPPPE.QVAL='N'
when
QNAM='"PECLSIG'

when

SUPPPE.QVAL="Y"

QNAM="PECLSIG'

Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-00882&76



[VS=Vital Signs |
CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

Vital Signs incl. VSTPT (2.0) VSTPT

[VSLoC | [VSTEST]

Reaso o do e Da e e Measu e e Measu e__e Sys o ¢ Bood Das o cBood se Ra e Resp aoy C «ca
No pos o (B) s de f@ ess e C «ca essu e C «ca (bea s/ )€ ca Ra e Sg fca ce
do e ( Hg) Sg fca ce ( Hg) Sg fca ce Sg fca ce
— [VSLAT ] (bea s )

_ As _ ,—|O VSIREASND 1 —{vsbic | —r | @ 1] @ L) & O (& &
\\//vhenTAT NOT DONE VSORRESU VSORRESU VSORRESU VSORRESU
VSTESTCD="VSALL" /VSORRES /VSORRES /VSORRES /VSORRES

hen when when when
Please insert as many new rows as needed for the according visits and use "SchedulelW @ ired (attention VSTESTCD VSTESTCD
VSTESTCD VSTESTCD
='SYSBP' ='DIABP' ='PULSE' —'RESP"
For NCS:
SUPPVS.QVAL='N'
when
QNAM='VSCLSIG'
For CS:
SUPPVS.QVAL=Y"
when
QNAM='VSCLSIG'

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-0055208 7
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|VS=Vital Signs |
CRS Study Code: 049/20

BioNTech BNT162 01 CRS 049 20 DEV
Body Temperature (2.1)

Not done

Other measurement s te, spec fy:

Sponsor Study Code: BNT162-01

[VSTEST="Temperature'

Body Temperature
(°C)

Reason not done Date T me Measurement s te
r VSREASND [ ] l |VSDTC '| l | I|VSLOC '|

|

VSSTAT=| 5 |
'NOT
DONE’

Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")!

22/04/2020

Blank eCRF (CTP 3.0)

C nca Sgnfcance

[ ] CNCS CCS
For NCS:
VSORRESU —T\T
NSORRES SUPPVS.QVAL='N
when priicy
VSTESTCD QNAMT VSCLSIG
—TEMP' For CS:
— SUPPVS.QVAL='Y"
when
QNAM='VSCLSIG'

FDA-CBER-2021-5683-00382698



|[EG=ECG Test Results |

CRS Study Code: 049/20
BioNTech BNT162 01

CRS 049 20 DEV

12-lead ECG (2.0) |EGMETHOD='12 LEAD STANDARD'|

No Reaso
do e

o do e

Da e

e

Sponsor Study Code: BNT162-01

EGTEST=ECG

Mean Heart Rate' |EGTEST |
Measu e e Hea Rae |I epeao
pos o (bea s/ )

L ’—|EGREASND h ,—|EGDTQ |—‘ [EGPOS | ]

EGSTAT='NOT DONE'
when
EGTESTCD='EGALL'

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)

22/04/2020

C cC
No a Ab o a

EGORRESU/
EGORRES
when

Please insert new row(s), if you are in visit "Unscheduled Forms" o EGTESTCD=

'EGHRMN'

EGCAT='MEASUREMENT

EGORRES
when
EGTESTCD=
'INTP'

C F d ,
Sg ﬁ‘aca ce se/ectglsl that
apply [SUPPEG.QVAL when QNAM='CODE' |
c. o ~ -] <l | | <
For NCS:

SUPPEG.QVAL=N'
when
QNAM="EGCLSIG'
For CS:
SUPPEG.QVAL="Y'
when

QNAM="EGCLSIG'

Blank eCRF (CTP 3.0)

EGCAT='FINDING'

FDA-CBER-2021-5683-66#82 0




|LB=Laboratory Test Results |

CRS Study Code: 049/20

BioNTech BNT162 01
Drug Screen (2.0)

CRS 049 20 DEV

(I
LBSPEC
Caegoy Spec e No Reaso o0 do e Da e e

L

| |

do e
- LBREASND LBDTC

|LBCAT='URINALYSIS'

|

LBSTAT='NOT DONE'

[LBSCAT="DRUG OF ABUSE' |

when

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT

LBTESTCD='LBALL'

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

22/04/2020

Sponsor Study Code: BNT162-01

LBTEST
Me a pea es Opaes Coca e Ca ab ods ecyc d e Be zodazep es Bab uaes Me ado e cyc ¢ A pea es
a depessa s
(— Nega ve C Nega ve C Nega ve
e os ve Nega ve||Nega ve ||Nega ve Nega ve e os ve Nega ve Nega ve e 0s ve Nega ve
C C C C C C C os ve
LBORRES os ve os ve os ve os ve os ve os ve |LBORRES
when LBORRES LBORRES LBORRES when
LBTESTCD= when when when LBTESTCD=
'METHAMPH' LBTESTCD= LBTESTCD= LBTESTCD= 'TRCYANDP'
‘COCAINE' 'PCP! '‘BARB' LBORRES
LBORRES LBORRES LBORRES LBORRES when
when when when when LBTESTCD=
LBTESTCD LBTESTCD LBTESTCD= LBTESTCD= 'AMPHET'
='OPIATE' ='CANNAB' 'BNZDZPN' 'METHDN'

Blank eCRF (CTP 3.0)

FDA-CBER-2021-5683-C05ge 110




|LB=Laboratory Test Results |

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01

BioNTech BNT162 01 CRS 049 20 DEV
Alcohol Breath Test (2.0)

[LBTEST="Ethanol' |

[LBSPEC='EXPIRED AIR'|

Category Spec men Not done Reason not done Date T me Resu t
l | | | ™ |LBREASND | LBDTC C Negatve [[LBORRES when
|LBCAT:'CHEMISTRY' | LBSTAT= CpPostve |[LBTESTCD='ETHANOL'
‘NOT

LBSCAT='DRUG OF ABUSE' | DONE!'

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT) _

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-0058%12 1



|LB:Laboratory Test Results

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01

BioNTech BNT162 01 CRS 049 20 DEV
Sampling for Urinalysis (2.0)

I

[LBSPEC="URINE' |

Category Spec men Not done Reason not done Date T me

| | ) [ [EBREASNB} ) [ {EBeTC]

\
[LBCAT='URINALYSIS' | [LBSTAT=NOT DONE'

when
LBTESTCD='LBALL'

All comments will be entered on comment page!

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-008¢%132
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LB=Laboratory Test Results | [MB=Microbiology Specimen

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01

BioNTech BNT162 01 CRS 049 20 DEV
Blood Samples for Safety Lab (2.0)

—
[MBCAT="'SEROLOGY" | / [MBCAT='SARS-CoV-2 Antibodies' |
Blood samples for safety lab includesISeroIogy, SARS-CoV-2 antibodiesland FSH at Visit 0

Category Spec men Not done Reason not done Date T me Fastng?

[(BcAT][vBCAT | [CBSPEC] SRR SRS No (~Yes
MBSPEC MBREASND | [MBDTC | LBFAST

More rows: 5 0 LBSTAT='NOT DONE'
when LBTESTCD='LBALL'
MBSTAT='NOT DONE'
when MBTESTCD='MBALL'

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

All comments will be ente

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-086&E14.3
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[IE=Inclusion/Exclusion Criteria Not Met |

CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV

In-/Exclusion Criteria (2.0)

C'No CYes
Subject meets a ncuson crtera and does I[NOT SUBMITTED] I

not meet any exc us on cr ter a?

Date [ IEDTC ]

If No, p ease seecta v o ated
In /Excuson crtera:

Incuson Crtera:

[IECAT='INCLUSION' | IEORRES='N' when
| = | = | = | = | = | |ETESTCD=1N0e

Excuson Crtera:

[IECAT="EXCLUSION'| - - - - - IEORRES="Y" when
‘ =l =] =l =l =l IETESTCD="EXXX'

22/04/2020

Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-06%8 4.4



|[PE=Physical Examination
CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

Physical Examination (2.1)

r |PESTAT='NOT DONE' when PETESTCD="HEALTHY"

Not done

Reason not done | |PEREASND | ]

Date

)

T me

PETEST="Overall Health Judgement-Subj. healthy?'

MT

(\D, Overa heath judgement subject hea thy? C No C Yes |PEORRES when PETESTCD=HEALTHY"
—  [PECAT='GENERAL'|
Q System/Organ Norma /Abnorma /ND Abnorma tes/Symptoms C nca Sgnfcance
! |PEORRES h | Fnd ng (ca cu ated)
PPESPID| [PETEST | [PEORRES | [[NOT SUBMITTED]] when...
=~ 3 : [NOT SUBMITTED]
g ‘Genera cond ton/psyche j C Norma |~ Abnorma (" ND| HPETESTCDz GENCON INCS CCs ’—l
(Q\|
% 2 skn | € Norma |~ Abnorma NDj [ |...PETESTCD='SKIN' [ncs ccs [ ]
z. 3 |Lymph nodes ~| (" Norma ||~ Abnorma (¢ ND rl...PETESTCDfLYMPHN' |NCS Cs [ |
(e0)
C_D_ 4 |Head (eyes, ears, mouth) ¥| | Norma|{~Abnorma ("ND H...PETESTCD='HEAD' |NCS ccCs l ]
c
9 5  INeck/thyrod gand ¥ ¢ Norma |{~ Abnorma ND [ [...PETESTCD='NECK' [ncs ccs | ]
@©
L/% 6 lungs vl ¢ Norma |~ Abnorma NDj [ [...PETESTCD='LUNGS' |ncs ccs l |
g7 Jheart — Norma [(~ Abnorma - npf [ [.PETESTCD=HEART __|NCS CCS | ]
LL ; :
E 8 Abdomen ¥ CNorma |~ Abnorma Ngj [ [...PETESTCD="ABDOMEN/|ncs cs | ]
§ 9 |Muscu oske eta system | ¢ Norma |~ Abnorma =N [ |...PETESTCD='MUSCULO'|ncs s [ ]
g O INeuroogca system ¥ ¢ Norma |{~Abnorma ND [ |..PETESTCD='NEUROL' |NCS ¢ CS [ ]
E Vascu ar system v (Norma [{~Abnorma N [ [L.PETESTCD=VASCUL _|ncs cs | ]
~ 2 |cardovascuar ¥ ¢ Norma [~ Abnorma “ND|  [|...PETESTCD='CARDVASC| NCS (CS [ |
o
8 3 |Gastrontestna | (" Norma [f~ Abnorma (* ND [:I...PETESTCD:'GASTRO' |Ncs ccs [ ]
4 Other v ¢ Norma |~ Abnorma No{ [ |..PETESTCD='OTHER' |[NCs cs | ]
SUPPPE.QVAL='N' \ SUPPPE.QVAL='Y"
when when
QNAM="PECLSIG' QNAM='PECLSIG'

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-00882€515
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[MB=Microbiology Specimen |
CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

Oral Swipe for SARS-CoV-2 Testing (2.1) |MBCAT:'SARS-COV-2 Test (Oral Swipe)' | MBMETHOD="QUANTITATIVE
MBLOC= REVERSE TRANSCRIPTASE
'ORAL CAVITY' POLYMERASE CHAIN REACTION'
r
[MBTSTDTL='DETECTION' |
Category Spec men Not done Reason not done Date T me Test name Resu t
MBORRES
[ ] [WeSPEC= |] - [ [MBREASND[ ] [ [webic] | | ~| Cnegatve fwhen
'SWABBED =
MATERIAL' MBSTAT MBTEST='Severe Acute Resp | © Postve ,MBTESTCD,
=NOT Svnd c s 2 SARSCOV2
More rows: 5 0 DONE" ynarome Coronavirus

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-0B5&®! 1.6
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|[DS=Disposition |

CRS Study Code: 049/20
CRS 049 20 DEV

BioNTech BNT162 01
Allocation (2.1)

|DSTERM/DSDECOD='ALLOCATED'

15/07/2020

Category |DSCAT:'PROTOCOL MILESTONE'

ste [ 12)

DSSTDTC
Tme [ T

Subject s a ocated to

Group

(C Cohort [4]
(" Cohort 2
(" Cohort 3
(" Cohort 4

SUPPDS.QVAL when
(" Cohort 5 QNAM = 'COHORT'

(" Cohort 6
(" Cohort 7
(" Cohort 8
(" Cohort 9
(" Cohort 0

C A (BNT 62a ) [5]

(' B (BNT 62b )
(C C (BNT 62b2)

SUPPDS.QVAL when
QNAM ='GROUP'

(C D (BNT 62c2)
C E (BNT 62c2 P/B)

Annotated eCRF (CTP 7.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-6&E$2 15/
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[IS=Immunogenicity Specimen Assessments

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV
Blood Samples for Immunogenicity (2.1) ||SCAT:'|MMUNOGEN|C|TY'

ISSPEC= m
'SERUM'
Category Spec men Not done Reason not done Date T me
| | | ™ [ISREASND | | | lSoTC ||
ISSTAT=NOT DONE'
More rows: 5 0
when

ISTESTCD="ISALL'

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-Ba 18



[[NOT SUBMITTED]
CRS Study Code: 049/20

BioNTech BNT162 01 CRS 049 20 DEV
Blood Samples for CMI (2.1)

I

Category Specmen Notdone Reason notdone Date

T me

I R I B l | |

More rows: 5 0

Please insert new row(s), if you are in visit "Unscheduled Forms" only!

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)

22/04/2020

Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-0068#20.9
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|[EC=Exposure as Collected |[EX=Exposure |

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

Administration (2.1)

Schedu ed tme [ |[[NOT SUBMITTED]]

[~ |If 'Not Done'="No' then ECOCCUR="Y"
Not done If 'Not Done'="Yes' then ECOCCUR='N'

Reason not done ’7, if ECOCCUR='N":
T~ |SUPPEC.QVAL when
Other, spec fy ,—L QNAM=ECREASOC' |————

Date

[ECSTDTC |[EXSTDTC |

T me

Route of Adm n strat on |ECROUTE| |EXROUTE |

Treatment [ |ECTRT | [EXTRT_|

SUPPEC.QVAL when SUPPEX.QVAL when
Med cat on Number l QNAM='MED_NO' QNAM='MED_NO'

Dose Form iECDOSFRM”EXDOSFRM |

P anned dose *| ug

EXDOSE if 'Total If 'Total Dose given?' is 'No' then
Oth :/I/ Dose given?'is 'Yes'| |[EXDOSE='"Total Dose (Volume of
er, spec fy ug ) X
Injection)' - 'Rest Volume' * 'Planned
Unt [ EXDOSU Dose' / 'Total Dose (Volume of Injection)

Tota Dose (Vo ume of Inject on) mL |ECDOSE |
unt [ ] [ECDOSU

Tota Dose gven? o (" vYes |SUPPEC_QVA|_ when QNAM="TOTDOS' | |SUPPEX.QVAL when QNAM="TOTDOS' |

mL |SUPPEC.QVAL when QNAM="RESTVOL' | |SUPPEX.QVAL when QNAM='"RESTVOL" |

If No, rest vo ume
App caton ste Crght C eft{|uppe Jarm ECLOC

7\ EXLOC
|ECLAT HEXLAT | \ l—l

22/04/2020 EXDIR Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-Bagp220
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CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV

L]

Adm n straton accord ng to protoco ? = g  yes ISUPPEX_QVAL when QNAM='ADMPPROT' | |SUPPEC_QVA|_ when QNAM="ADMPPROT' |

If No, p ease specfy | |SUPPEX.QVAL when QNAM="ADMNPPSP' | [SUPPEC.QVAL when QNAM="ADMNPPSP"' |

Ep /Pandem c re ated adjustment -~y ves [SUPPEX.QVAL when QNAM=EXEPADJI | [SUPPEC.QVAL when QNAM="ECEPADJI'|

Ep/Pandem c re ated nterrupton o (ves [SUPPEX.QVAL when QNAM="EXEPINTI'| [SUPPEC.QVAL when QNAM="ECEPINTI" |

22/04/2020 Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683-Dag222



|[FACE=Findings About Clinical Events |

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

Local Tolerability at Injection Site (2.1)

[FACAT="REACTOGENICITY" | [FAGBJ |
FAOBJ
- [[NOT SUBMITTED] |
Ca egoy Sc edu ed e Reaso o do e Da e e es \Na e Eva ua o I esyof|a | I e s yof I e s yof I e s yof
No | e de ess Ey e a/Red ess I dua o /Swe g|
[FASCAT='ADMINISTRATION SITE" | 9 © [FAEVAL='INVESTIGATOR' |
1 ‘lFATPT | Bl |FAREASND | |FADTC| | | | | | No e C  No e C No e C No e
\ = vd T M d T M d T Md
= 5 FAORRES='N' when C  Mode ae C Modeae C Modeae C Modeae
FASTAT= NOT_DONE when . FATESTCD='OCCUR'| | sSevee C  Sevee C  Sevee C Sevee
FAOBJ="All Objects of the Observation' C oe ayfe € oe ayfe C oe ay fe € oe ay fe
[FATEST="Occurrence Indicator' | cae g cae g eae g eae g
Moe ows:1 5 10 FAORRES='Y' when FAORRES
AAIISSIGD=0 IR when FATEST='Severity/Intensity’ |
Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! FATESTCD='SEV'

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)
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|[FACE=Findings About Clinical Events |
CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

Systemic Events Assessment

[FACAT='REACTOGENICITY" |

(I [1]

[[NOT SUBMITTED]
Category [2] S[csh]eduledtlme g::e Reason not done [5] Date [6] ime 1 est Name [8] Evaluator [9] net:nasét‘zeof yw?rvsgge \’;‘wi‘ﬁsg:\e = r:f:es:y of not:‘r:sllrt‘gz of Dr:::s;ta of Cnt‘er;snty of Lr;tsesnzwt of n;ear::: of F[atl ue/ iredness
[11] I [13] [14] [15] [16] [17] Lt [19]
[FASCAT='SYSTEMIC' | FAEVAL=INVESTIGATOR' | et E— e

C  mid C  mid C  mid C  mid C  mid C  wid C  mid C  wild C  mid C  mid C  mid

[41
7 [FATPT |—\|FAREASND [ —{FADTC | 1 I Noe  C None  ( None (o ( Noe (~ Noe (" None (" None (" Nome _ ( None (" MNone

FAORRES="N' when Moderate
FASTAT=NOT DONE when EATESTOD=OCOUR :d ;d ;d :, ;d ;d :d ;c. ;d :, € o
g ] = Severe Severe Severe Severe Severe Severe Severe Severe Severe Severe
FAOBJ="All Objects of the Observation’ c c c c
|FATEST:'OCCU|"|’ence Indicator’ | Potentiolly  Potentially P(o:ent\aHy Ig:ential_ly life  Potentially life Ig):entiallylife Potentially life P(o:entiauylife P(o:ent\a\_\yhfe Potentially life rﬁ::;::.l.lxg“fe
ife life life threatening  threatening  threatening  threatening  threatening  threatening  threatening

threatening  threatening threatening

More rows 1 5 10 FAORRES='Y' when
FATESTCD='OCCUR' FAORRES |FATEST:'Severity/Intensity' |
when
Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! FATESTCD='SEV'

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT)
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[XA=Ancillary Analysis and Visit Details |

CRS Study Code: 049720
BioNTech BNT162 01 CRS 049 20 DEV
Phone Call (2.0)

[XACAT='PHONE CALL" |

Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA.

NA

-

Mgé rows: 5

[XATEST

| [XATEST |

Not done

-

[T SUBMITTED]|

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GM

Please docume

Please insert n

Reason not done

Date

T me

Outcome of the ca (e.g. No fnd ngs or new AEs/CMs reported)

LXAORRES when
o |[XATESTCD='REAS_ND'

XAORRES when
XATESTCD='ND'

when 'Yes'

22/04/2020

|

[XADTC

| |

iXAORRES when XATESTCD='OUT_CALL'

ew row(s), if you are in visit "Unscheduled Forms" only!

nt any additional information / changes in the appropriate forms!

Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683f0868224



[DS=Disposition | [DM=Demographics |
CRS Study Code: 049/20

BioNTech BNT162 01 CRS 049 20 DEV
End of Trial (2.1)

|DSSCAT:'END OF TRIAL' |

Category [ ][DSCAT='DISPOSITION EVENT |

Tra fuy comp eted? DSTERM="END OF TRIAL COMPLETED' when Yes

C Yes
[NOT SUBMITTED] DSDECOD='COMPLETED' when Yes |

Date of Comp eton or Eary W thdrawa |DSSTDTC |

Ma n Reason for premature term naton ( Adverse Event

V)
= ( Death
= (" Lost to Fo ow up
&) DSTERM when not Other
— € Phys can Decs on [Note: If Epi-Pandemic
o C Pregnancy related response is 'Yes',
8 € Protoco Dev aton " due to COVID-19" is
-  Screen Fa ure appended to DSTERM]
(aV]
8 ('S te Term nated by Sponsor DSDECOD
L (" Study Term nated by Sponsor
g (" Technca Probems
¢ (C W thdrawa by Subject
C Other
Date of Death [ﬁ |DTHDTC|
Other, specfy: | [DSTERM when DSDECOD is OTHER |

SUPPDS.QVAL when
QNAM = 'DSEPRELI'

[P /Pandemcreated Cno Cves |[SUPPDS.QVAL when

QNAM ="'LASTCONT"
Date of ast v s t/contact :] for non-completer

[INOT SUBMITTED] for completer |

090177e196736676\Einal\Final On: 08

22/04/2020 Blank eCRF (CTP 3.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683F0Q§68225
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|DS=Disposition
CRS Study Code: 049/20

BioNTech BNT162 01 CRS 049 20 DEV
End of Follow-up (2.1)

[DSSCAT="END OF FOLLOW-UP" |

Category [ ] |DSCAT='DISPOSITION EVENT'l

Fo ow up fu y comp eted? - g oy I2STERM=END OF FOLLOW-UP COMPLETED' when Yes

[DSDECOD ="'COMPLETED' when Yes |

Date of Comp eton or Eary W thdrawa :]

Ma n Reason for premature term naton ( Adverse Event

( Death

(" Lost to Fo ow up

(" Phys can Decson

C Pregnancy

(" Protoco Dev aton

(' Screen Fa ure

(C Ste Term nated by Sponsor
(C Study Term nated by Sponsor
(' Technca Probems

(C W thdrawa by Subject

(" Other

Other, spec fy: l

Ep /Pandem c re ated ' No C Yes

Date of astv s t/contact :]

22/04/2020 Blank eCRF (CTP 3.0)

|see CRF page 25 |

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683/0298226
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[MH=Medical History |

CRS Study Code: 049/20
CRS 049 20 DEV

BioNTech BNT162 01
Medical History (2.0)

Any Med ca H story?

C No CYes [1]

“NOTSUBMHTED]l

If Ongoing, please specify intensity (toxicity grading scale)

Abnorma ty/D sease [2]

Start Date [3]

[ [MHTERM |

| [MHSTDTC|

End Date [4]

[MHENDTC] |cnNo

2|

| |

l

l

| |eNo

3

| |

l

l

| |eNo

| |oNo

| |eNo

| [eNo

| [eNo

| [eNo

| [eNo

o

| [eNo

More rows: 5 0

15/07/2020

Ongo ng [5]

[

[

[

[

[

[

[

[

[

[

~Yes

~Yes

~Yes

~Yes

~Yes

~Yes

~Yes

~Yes

~Yes

~Yes

MHENRTPT=
'BEFORE'

MHENRTPT=
'ONGOING

[MHENTPT='SCREENING'|

Annotated eCRF (CTP 7.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-5683RA3628
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[XA=Ancillary Analysis and Visit Details |
CRS Study Code: 049/20
BioNTech BNTI62 01 CRS 049 20 DEV
Observation Period (2.0) [XACAT=OBSERVATION PERIOD'

Sponsor Study Code: BNT162-01

Vaccnaton Vst Panned observaton perod Other p anned observaton perod (e.g. 8 hours) Adherence to p anned observaton per od? If No, actua observaton perod Reason

I N I
More rows: 5 0

Please insert as many new rows as needed for the according visits!

22/04/2020

C No (C Yes

XAORRES when
XATESTCD="VACCIN_V'

(hours)

[ ]

Blank eCRF (CTP 3.0)

SUPPXA.QVAL when
QNAM ="ACT_TPT'

l l

SUPPXA.QVAL when
QNAM ="'REASON'

FDA-CBER-2021-5683-0088288



|CE=Clinical Events | [FACE=Findings About Clinical Events |

CRS Study Code: 049/20

BioNTech BNT162 01

Diary - Local Reactions

CRS 049 20 DEV
(2.1)

CECAT='REACTOGENICITY'

FACAT='REACTOGENICITY"

If any grading of any reaction is not NONE and not related to IMP, please document on Adverse Event page.

If any grading of any reaction is not NONE and related to IMP, please document as diagnosis on Adverse Event page.

Sponsor Study Code: BNT162-01

|CETERM='Injection site reaction - <reaction type>' |

|FAOBJ='Injection site reaction - <reaction type>' |

Category [1] Study Day Date [4] Tme [5] Test Name Eva uator [7] Intens ty of|Pa n Intens ty of Intens ty of Intens ty of
[2] ngr:e |[NO-|- SUBMITT[E::D] | [8] | Tenderness [9] Erythema/Redness [10] Induraton/Swe ng [11] |
SUPPFACE.QVAL when
. ONAM='STUDYDAY" |FAEVAL='STUDY SUBJECT' |
IJ: [ | |_\ [ |FADTC | ] [ ] [ (" None (" None (" None (" None |
?SCAT— ADMINISTRATION SITE' | S TATNOTOONE S ORRESSNwig—1 [°" ¢ M M d oM d |
[FASCAT='ADMINISTRATION SITE' | when FAOBJ="All Objects EATESTCD='OCCUR'| |C Moderate (" Moderate (" Moderate (" Moderate [FAORRES when
S of the Observation' |FATEST:'Occurrence [ | ( Severe (" Severe ( Severe Severe |FATESTCD='SEV'
S FAORRES=Y when '(' Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
— FATESTCD='OCCUR' threaten ng threaten ng threaten ng threaten ng
8 2 \ - [ | | T None " None " None e N| FATEST="'Severity/Intensity' |
o CEOCCUR=Y'| ~ 1 M d M d M d
g (" Moderate (" Moderate (" Moderate (" Moderate
& (" Severe ( Severe (" Severe (" Severe
? ( Potenta y fe ( Potenta y fe (" Potenta y fe ( Potenta y fe
S threaten ng threaten ng threaten ng threaten ng
(_G 3 ‘ j |_ l ] l ] l ] l ] (" None " None (" None (" None
= CcMd CMd cMd cMd
é (" Moderate (" Moderate (" Moderate (" Moderate
E (" Severe ( Severe (" Severe ( Severe
& ( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
E threaten ng threaten ng threaten ng threaten ng
§ 4 | ~ ™ [ ] [ ] [ ] [ ] (" None (" None (" None (" None
IB cMd cMd cMd cMd
3 (" Moderate (" Moderate (" Moderate (" Moderate
& (" Severe (" Severe (" Severe (" Severe
N~ ( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
8 threaten ng threaten ng threaten ng threaten ng
8 5 | ~ ™ [ ] [ ] [ ] [ ] (" None (" None (" None (" None
cMd cMd cMd cMd
(" Moderate (" Moderate (" Moderate (" Moderate
(" Severe ( Severe (" Severe (" Severe
( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe

15/07/2020

threaten ng

Annotated eCRF (CTP 7.0)

threaten ng

threaten ng

threaten ng

FDA-CBER-2021-5683-65$2 30
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CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
BioNTech BNT162 01 CRS 049 20 DEV

6 %} ‘ j - l l l ] l ] l ] (" None " None (" None (" None

cMd cMd cMd cMd
(" Moderate (" Moderate (" Moderate (" Moderate
( Severe ( Severe (" Severe (" Severe
( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
threaten ng threaten ng threaten ng threaten ng
7 ‘ j - l ] l ] l ] l ] (" None " None " None (" None
CMd CMd CMd CMd
(" Moderate (" Moderate (" Moderate (" Moderate
( Severe (" Severe (" Severe (" Severe
( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
threaten ng threaten ng threaten ng threaten ng
8 | ~ ™ [ ] [ ] [ ] [ ] (" None " None (" None (" None
cMd cMd cMd cMd
(" Moderate (" Moderate (" Moderate (" Moderate
( Severe C Severe ( Severe ( Severe
( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
threaten ng threaten ng threaten ng threaten ng
9 | ~ ™ [ ] [ ] [ ] [ ] (" None (" None (" None (" None
cMd cMd cMd cMd
(" Moderate (" Moderate (" Moderate (" Moderate
(" Severe ( Severe (" Severe (" Severe
( Potenta y fe ( Potenta y fe ( Potenta y fe ( Potenta y fe
threaten ng threaten ng threaten ng threaten ng

More rows: 5 0

15/07/2020 Annotated eCRF (CTP 7.0) FDA-CBER-2021-5683/ag8230



[CE=Clinical Events | [FACE=Findings About Clinical Events | NS=VilalSigne|

CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV
Diary - Systemic Reactions (2.1)
CECAT='REACTOGENICITY'
FACAT='REACTOGENICITY"

Sponsor Study Code: BNT162-01

CETERM

FAOBJ

, temperature is >= 38°C], please document on Adverse Hvent page.

is not NONE and not related to IMP, or subject has fever [i.

lease document as diagnosis on Adverse Event Page.

i reaction is not NONE and related to IMP, or subject has fever
|CESCAT= SYSTEMIC | [[NOT SUBMITTED]

CETERM="Fever'
[FASCATZSYSTEMIC 'y D@ Tne BT i) w0 fomy e e - S T
(°C) [8] f1o} fr23 f13 2] 57 T167 73 t18%
) FADTC

—~~ 1 - - [ ] [ ] None C _ None C _None C _None C _None C __None C __None C __None
|_ j I_\ - " Mild (. Mild (. Mild (. Mild i Mild i Mild (. Mild ‘l Mild
‘§UPPFACEQVAL when FASTAT='NOT DONE' FAEVAL='STUDY SUBJECT |" Moderate (= Modefate (= Moderate (~ Moderate (= Moderate (~ Moderate (= Moderate (~ Moderate (~ Moderate (  Moderate

NAM='STUDYDAY' when FAOBJ="All Objects (" Severe C  Sevfre Severe C  Severe C  Severe C  Severe C  Severe Severe C  Severe Severe

of the Observation'

I'e
Potentially life

e
Potentjélly life

C C
Potentially life/ \ Potentially life
threatening hreatening

C
Potentially life

C
Potentially life

C
Potentially life

Potentially life

Potentially life

Potentially life

e
Potentially life

e
Potentially life

I'e
Potentially life

I'e
Potentially life

I'e
Potentially life

I'e
Potentially life

e
Potentially life

C
Potentially life

e
Potentially life

C
Potentially life

threatening threagening threatening threatening threatening threatening threatening threatening
] l ] l ] None (/ None C None C  None C  None " None None C  None
o C  mid Mild C Mild C  Mid C  Mid C  Mid ¢ mid C  Mid
— FAORRES='N' when C Moderate (~ Moderate ( Moderate (~ Moderate (— Moderate (—  Moderate
o , He Severe Severe Severe Severe Severe Severe
o FATESTCD='OCCUR' |~ c c
(q\] Potentially life  Potentially life  Po ly life  Potentially life  Potentially life Potentially life Potentially life Potentially life Potentially life
) — - ] ] ] " " " " ] ]

S FATEST—'Occurrence |nd|Cat0rl | threatening threatlenl?g thfeatenil N9 threatening threate|mng -threatenlng - t'hreatenlng threatening threatening
@ 3 ‘ ER=l ] = m o — |FAORRES="Y'when |,|FAORRES when dTFATEST: Severity/Intensity’ | none ¢ None  ( None
= c|FATESTCD="0CCUR' M|[FATESTCD='SEV' [l mic € mic  C wid
é TTOTETaTe—T TTOTETaTE—T lodeTate T Moderate T Moderate (= Moderate (~ Moderate (= Moderate (~ Moderate (T  Moderate
o C Severe (T Severe (T Severe ( Severe (T Severe (T Severe (T Severe (T Severe (T Severe (T Severe
‘. C
c Potentially life Potentially life ~ Potentially life  Potentially life  Potentially life  Potentially life Potentially life Potentially life Potentially life Potentially life
O threatening threatening threatening threatening threatening threatening threatening threatening threatening threatening
—_ 4 ‘ j |_ l ] l ] l ] l ] l ] None C  None C  None C  None C  None None "  None None C  None None
®© C  wmid C  wmid C  Mid C  Mid C  Mid C  Mid C  Mid C  mid C  Mid C  wmid
E ( Moderate (T Moderate (= Moderate (T Moderate (= Moderate (T Moderate (~ Moderate (= Moderate (~ Moderate (T  Moderate
& " Severe " Severe C  Severe C  Severe C  Severe C  Severe C  Severe Severe C  Severe Severe
=T C C C C

Potentially life Potentially life ~ Potentially life  Potentially life  Potentially life  Potentially life Potentially life Potentially life Potentially life Potentially life
E threatening threatening threatening threatening threatening threatening threatening threatening threatening threatening
& 5 ‘ ﬂ - l ] l ] l ] l ] l ] None None None C  None C  None C  None None None C  None None
© C Mid C Mid C Mid C Mid C Mid C Mid C Mid C Mid C Mid C Mid
N~ ("  Moderate (T Moderate (— Moderate (~ Moderate (— Moderate (~ Moderate (— Moderate (~ Moderate (— Moderate (~  Moderate
8 C  Severe C  Severe C  Severe Severe Severe Severe Severe C  Severe Severe C  Severe
™ cC cC C C
N Potentially life  Potentially life  Potentially life  Potentially life  Potentially life  Potentially life Potentially life Potentially life Potentially life Potentially life
© threatening threatening threatening threatening threatening threatening threatening threatening threatening threatening
(o)) 6 ‘ j |_ l ] l ] l ] l ] l ] None None None None None None C  None C  None C  None None
i C  M™id C Mid C  Mid C  Mid C  Mid C  Mid C  Mid ¢ Mid C  Mid C M™id
& (  Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (= Moderate (~ Moderate (= Moderate (~  Moderate
N~ " Severe Severe C  Severe C  Severe C  Severe C  Severe C  Severe Severe C  Severe Severe
—
o
(@)}
o

threatening threatening threatening threatening threatening threatening threatening threatening threatening threatening

7 ‘ ﬂ |_ l ] l ] l ] l ] l ] C  None C  None None C  None C  None C  None " None C  None C  None C  None
C  Mid C  Mid C Mid C  Mid C  Mid C  Mid C  Mid C Mid C  Mid C  Mid
(  Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (= Moderate (~ Moderate (= Moderate (~  Moderate
Severe Severe Severe Severe Severe Severe Severe Severe Severe Severe
C C C C C C C C C C

15/07/2020

Potentially life
threatening

Potentially life
threatening

Potentially life
threatening

Annotated eCRF (CTP 7.0)

Potentially life
threatening

Potentially life
threatening

Potentially life
threatening

Potentially life
threatening

Potentially life
threatening

Potentially life
threatening

Potentially life
threatening
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CRS Study Code: 049/20
CRS 049 20 DEV

BioNTech BNT162 01

o I

-

l

J

More rows 1 5 10

15/07/2020

None C  None C  None

C  Mid C  Mid C  Mid

(  Moderate (C Moderate (=  Moderate
Severe " Severe " Severe
C cC C

Potentially life Potentially life  Potentially life
threatening threatening threatening

" None " None " None

C  wmid C  wmid C  Mid

(  Moderate (T Moderate (—  Moderate
" Severe " Severe C  Severe
C C C

Potentially life Potentially life  Potentially life
threatening threatening threatening

Annotated eCRF (CTP 7.0)

C  None

C  Mid

("  Moderate
C  Severe
c

Potentially life
threatening

" None

C Mid

(" Moderate
C  Severe

Potentially life
threatening

None
Mild
Moderate
Severe

slelelele]

Potentially life

threatening

C  None

C Mmid

(" Moderate
C  Severe

Potentially life
threatening

C  None
C  Mid
("  Moderate
c
e
Pot

Severe

entially life
threatening

" None
C  Mid
Moderate
Severe

olele}

Potentially life
threatening

Sponsor Study Code: BNT162-01

C  None None C  None None

C  Mid C  Mid C  Mid C  Mid

(C  Moderate (C Moderate (= Moderate (~  Moderate

Severe Severe C  Severe Severe

C C cC C

Potentially life Potentially life Potentially life Potentially life

threatening threatening threatening threatening

C  None None C  None None

C mid C  mid C  Mid C wmid

(C  Moderate (— Moderate (= Moderate (~  Moderate

Severe Severe C  Severe " Severe
C

Potentially life Potentially life Potentially life Potentially life

threatening

threatening threatening threatening

FDA-CBER-2021-5683Rag8233
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|[FACE=Findings About Clinical Events |

CRS Study Code: 049/20
BioNTech BNT162 01 CRS 049 20 DEV

Unrelated Clinical Events (2.0)
[FACAT='REACTOGENICITY" |

C No CYes [1]

Any oca /system c reactons NOT RELATED to
IMP

Category [2] Study Day Date [4] Tme [5]

[3]

[[NOT SUBMITTED] |

Test Nanfe [6] Loca /system c reacton

[7]

FASCAT | = l I' FADTC |'

| |

7

l

SUPPFACE.QVAL when
ONAM='STUDYDAY"

More rows

Please insert as many new rows as needed.

15/07/2020

[FAOBI ] +|

[FATEST='Occurrence Indicator" |

|FAORRES='Y' when FATESTCD="'OCCUR'

Annotated eCRF (CTP 7.0)

Sponsor Study Code: BNT162-01

FDA-CBER-2021-56888088334



|AE=Adverse Events |

CRS Study Code: 049/20

BioNTech BNT162 01

Adverse Events (2.0)

CRS 049 20 DEV

AECAT = 'GENERAL' when ‘No'
AECAT = 'SPECIAL INTEREST' when 'Yes'

AE epo ngacco dng BNT 62 epo ng of AE and eac ons 03Jux2020
Any Adverse Events? ~ No C Yes [1]
[INOT SUBMITTEDI|
AENo. Adverse Event Serious [4] Reason, IE of special Epi /Pandemic
[21 3 select all that apply nterest [6] related
171

L

090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT

[31
[RETER_] [PesER]
— 1

11
[AESCONG]

Yes

L JjJ  Jo c

I_ Congenital (

Anomaly or Birth No
ct

C

Yes

Start Date [81

|AESTDTC |

Start ime
91

Sponsor Study Code: BNT162-01

SUPPAE.QVAL when

[INOT SUBMITTEDI|

\

QNAM="AETRTEM'

|AETOXGR |

End Date [11] End ime
Start 12 End
ime ime
unkn. unkn.
t101 AEENDTC| |,

l J'l

]

|l J | N

Disability/ ncapacity

[NOT

""" [AESDTH]

SUPPAE.QVAL when
QNAM="AEEPRELI'

SUBMITTED]

Ongoing [14] Severity/ ntensity ntensity Teatment
[15] (toxicity emergent AE
grading [17]
AESEV scale [16]

C Q C  mid C  mild
o (  Moderate

(~ Severe Moderate

Severe

Potentially

[AEENRTPT='ONGOING' |

ife
hreatening

foe ™
s

hreatening
[T other
AESMIE

Medically mportant
Serious Event

congenital 0 C O
No Yes Anomaly or Birth No Yes No Yes
Defect
[T ersistor
Signif

sLJc—  Jo ©

No Yes

Disability/ ncapacity

! Results in
eath

Requires or
Prolongs
Hospitalization

s Life
hreatening
[T other

Medically mportant
Serious Event

Congenital (' r
nomaly or Birth No  Yes No
Defect
Persist or
ignif
Disability/ ncapacity
Results in
Death
Requires or
Prolongs
Hospitalization
s Life
hreatening
Other

Medically mportant
Serious Event

Yes
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