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Phone Call (2.0)

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

NA No  do e Reaso  o  do e Da e e Ou co e of e ca  (e g  No f d gs o  ew AEs/CMs epo ed)

1

Mo e ows: 1  5  10

Please document any additional information / changes in the appropriate forms!

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

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

07/08/2020 Blank eCRF (CTP 8.0) 44/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 44

FDA-CBER-2021-5683-0049221



Visit:
Visit 3

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

07/08/2020 Blank eCRF (CTP 8.0) 45/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 45

FDA-CBER-2021-5683-0049222



FDA-CBER-2021-5683-0049223



FDA-CBER-2021-5683-0049224



FDA-CBER-2021-5683-0049225



 

Urine Sampling for Urinalysis (2.0)

Ca ego y Spec e No  do e Reaso  o  do e Da e e

1

Mo e ows: 1  5  10

All comments will be entered on comment page!

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

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

07/08/2020 Blank eCRF (CTP 8.0) 49/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 49

FDA-CBER-2021-5683-0049226



FDA-CBER-2021-5683-0049227



 

Blood Samples for Immunogenicity (2.1)

Ca ego y Spec e No  do e Reaso  o  do e Da e e

1

Mo e ows: 1  5  10

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

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

07/08/2020 Blank eCRF (CTP 8.0) 51/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 51

FDA-CBER-2021-5683-0049228



FDA-CBER-2021-5683-0049229



FDA-CBER-2021-5683-0049230



Visit:
Visit 4

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

07/08/2020 Blank eCRF (CTP 8.0) 54/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 54

FDA-CBER-2021-5683-0049231



FDA-CBER-2021-5683-0049232



FDA-CBER-2021-5683-0049233



FDA-CBER-2021-5683-0049234



FDA-CBER-2021-5683-0049235



FDA-CBER-2021-5683-0049236



FDA-CBER-2021-5683-0049237



 

Blood Samples for Immunogenicity (2.1)

Ca ego y Spec e No  do e Reaso  o  do e Da e e

1

Mo e ows: 1  5  10

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

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

07/08/2020 Blank eCRF (CTP 8.0) 61/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 61

FDA-CBER-2021-5683-0049238



FDA-CBER-2021-5683-0049239



FDA-CBER-2021-5683-0049240



Visit:
Phone Call at 48h (a1, b1, b2, c2P/B)

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

07/08/2020 Blank eCRF (CTP 8.0) 64/139

09
01

77
e1

94
f3

90
51

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
8-

S
ep

-2
02

0 
07

:1
6 

(G
M

T
)

 

Page 64

FDA-CBER-2021-5683-0049241



Phone Call (2.0)
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Visit:
Visit 8 (c2) (FU) / V 9 (a1, b1, b2, c2P/B) (FU)
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Blood Samples for Immunogenicity (2.1)
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Visit:
End of Trial

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01
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Visit:
Unrelated Forms
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Visit:
Unscheduled Forms
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Body Height/Weight + BMI (2.0)

Da e e We g  
(kg)
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Urine Sampling for Urinalysis (2.0)

Ca ego y Spec e Da e e

1
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All comments will be entered on comment page!

Please insert new row(s), if you are in visit "Unscheduled Forms" only!
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Blood Samples for Immunogenicity (2.1)

Ca ego y Spec e Da e e
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Blood Samples for CMI (2.1)

Ca ego y Spec e Da e e
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Phone Call (2.0)

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

Da e e Ou co e of e ca  (e g  No f d gs o  ew AEs/CMs epo ed)

1

Mo e ows: 1  5  10

Please document any additional information / changes in the appropriate forms!

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