At the time of initial posting on October 29, 2021, individuals using assistive technology may
not be able to fully access the information contained in this document. A fully accessible

version of the document is in preparation and will be posted as soon as it is ready. We regret
any inconvenience that this may cause our readers. For assistance, please send an e-mail to

ocod@fda.hhs.gov and include 508 Accommodation and the title of the document in the subject
line of your e-mail.



mailto:ocod@fda.hhs.gov

12 M| O] &tQ| AIZHEOf|A| R ZLIH[O|2{AZHS 2019 (COVID-19)E 0 4s}7| It AHLIE| (AH| E-19
ui M o M RNA)QE 20| X (PFIZER)-HIO| 2 2E]l (BIONTECH) R H| E-19 B Moj| CHst EHx}o} o|2 XIS

Slst Al H |

—_

12 M| o] &2l AtRtSoilAl 3iS

B M= SARS-CoV-2 O] 2|510] WME|= AZLIHIO|HAZES 2019 (COVID-19)S 0f|5}7|
et AHLLE| (FH[E-19 WM, O 4% RNA)LE 20| X{-HIO| A E WA S XS L SLICt

-,

O gtxtet o =TS Tt Wl BEX|E= 12 M o] ¥ ARES {8t S E 20| %-Ho| 2= uf 4}
H

5l ay
O] AJZ0|ob2 (FDA) 317} 2 SHLIE| (IH|S-10 Al B AIK RNA) HAI0| CH3t HEES ZHstL|C

-

Z
-

K

HLIE| (RH|E-19 WM HAMX RNA)QL ZISAIR Sl (EUA) St0f O] A ZEo|ef=
| $10|X{-H}O| & FH|=E-19 YWiML2 12 A| O| &2 2Ist Z10|H AL X|&lof 2t
Al

SHLIE| (H[E-19 W4, HAX RNA)E 0|4 F2|%f= SQlE IH|E-19 YLl o= HIO|2UH S
?I5t0f 2o X oM TSR ELICE.
o 16 Ml O] &2 AZEUAHAM FH E-19 & 6IY5H7| 21510 22| MFLE SARIYSLICH

S o2t 22 AR USAE S 5o ABEIEE SQE|ASLICEH
12 M0l 15 M| AtO|2] AHRFEO[A 7|222 23 HF;
e 12M O|de| EH ZFR2 HY Xst7t E AIEHE0A 7222 3k MBS &; 1=
o CI30f si25tH 20| X{-Bf0O| 2QUE IH|=-19 WiLo[Lt IHLE[S| 7|2 HES
THQIof| A Y3 =7t HEES g
65 M| O] el AMHE
o HZet AH|E-19 (COVID-19)2] -0 A= 18 M0l A 64 MI2| AtEE
o SARS-CoV-2 0ff M=% Ho =2 XIF L EE|= 18 MIOAM 64 M| AHRS

o

=2
)

= = =
e [CHE FR 5{7E IHE-19 7|2 WS O MESOA 22| F7t ”E. F7t BT XAt
YF2 7|2 HYHofl LIEtL A= 45 FRof| 2AYLIC

o{7tEl & TF2l 20| X-Ho| 2 A E

112 M| O| &2 It D|AIZ o= SQlE RYULLE| (RH|E-1
B 3 9 r
I OILE 20| =X 80 4= WetHo=z

9 #Al, BN RNA)2E ZI5AE S 2l Stoil
of Ko et =H =S B

1 J0™: 2021 H 10 € 29 &



o 12 M O] 2| AZEOA 23] 7|2 HEF;
o 12M 0|2 £ F/2 HH X517 & MFE0A 7|22 3X MBS & 121
o C}30] sHSHH $10|X{-HfO| Q& AH|E-19 WMoO[Lt RHLIE|Q| 7|2 MBS
iUl Al LBl =7t HES B
o 654 o|&2e| AEE
o Zet AH|E-19 (COVID-19)2| fIEo A= 18 MM 64 M2 AHRE

o SARS-CoV-2 0 HIEXM =2 XMoo 2 XIF LE5|= 18 MO|A 64 M|2] AlRIS
o [CIE ZRO| {71 FH|E-19 7|2 WME OtFl AHRFEOA 28| F71 FE. =71 FF x4t
U™ 7|2 WA LIEILE = A8 HHO 2H L)

O HHAl MEX|= oX] M=2XOoZ FAH|E-19 (COVID-19)7F &gt U7| 20 HoA 4 Q=
THLIE| (TH[E-19 WAl T AX RNA)Qt 20| A{-HO| QAU E] HHAIo| 2|1t O| Ol O|SHE &7| fITt
HEE Zgstn JELCH ZE0| o™ HAMZ KSohs Q22X H 22|t AlL

FH|E-19 (COVID-19)E FAAL|7}?

FH[E-19 & SARS-CoV-2 Bt E2|= I ZLIH0|2{ A0 o5t L EIL|Ct Hio|2{ A0 ZHEE
At §EEOZM AH[E-19 (COVID-19)0 22 £ JUSLICH T2 57| SO Z A CHE AA|
7|20 G O/& = AUSL|CH FH|E-19 (COVID-19)0f ZAZl AFZHE2 OoFst Z A0 A AFREO||77HX|
O|Z2& dZst H-IX| 0l 37O T2 AHSTLICE HOIHAN =22 F 2 20M 142 =
SH0| LIEtE = JSLLCH 42 € =2 23 7|8, =25 28, 022, 2] 22 N 85, 78,
Oz AW 224 44 5 853, 208 ZE, 192 32 &, A S =L O

IHLIE| (FH|E-10 WA KX RNA)E £ 0| 20| X{-HtO| 2 A& B A2 FAH|E-19 WM T} O EHA|
HZHEIL| 7}

THLIE| (ZH[E-19 B A, | 21X RNA)Qt 2}0| X -H}O| QA Ell Hi A2 Z2F2Fo| X| X of M2} FH|Z| R
42 d= wskE 5= JAEL L

I A85000) ot O XMt HEE 27| siM | FEX| OFX|2Hof “ZIg A8 5 Qlo| 2t
FoddLnp Tt S BERSIMAIR

2 J0™: 2021 H 10 € 29 &


http://www.cvdvaccine.com/

tel 2= 1 SEHoll CHoto] e M Al L:

10

O| = FI0||#| of2f Afe

o

N
o

IoR

2 X7t

oF-

RO
oju

@
ol

oj

oF

ol

gl

o
M

3

ojn

(o]}
A

YOH7t AAL M E 585t

E]

-
o
=

=
=

SO ALt

=
ol

oF
0

joll

&

oF
o

-19 (COVID-19) H

|-

CHE 2|

oF-

RO
ojn

=

o2 XUk

LIE|= 2|0 A= S gLt

el AFRHS Ol A 2Kt

Ko
pal

K+

El A
= T

AMESOA EF

t=

S0l hs

g F7L IO

S Ol
- =

o= 671

S|
|

UAg L

| AFEf =

ol
<0

65 Al O] &

o

18 MOl A 64 M|2| AtEHE

of A=

SARS-CoV-2 Off =X 52 AUMoZ XtF &L

Ct2 Z50| 817t

[=3|
=

AH|E-19 (COVID-19)2| ¢

18 MOl A 64 M|2| AIEIE

—
—

o

T ASHEC.

o
ko

29 &

2l
=

7478: 2021 H 10



$0[OF 3H= AMRF2 ST YULI7N?

EX| O A<

I, HIAN RNA)QL 87t

HH A
=

AYLIE| (FH|E-19

b-6,1-C| 2)H| 2 (2-HA|C| 7t 00| E), 2

SHA
fhi)

)OFEHOI 2) B 2 (

c H E|
SENEL

2|of & &l =2|=)-2000]-N,N-C+O|E| E &t C| 2 2| OFA|EfOFO| E, 1,2-C| AH|OF2

.
o

mMRNA 2t X| & ((4-
[(E

Al
—

ol
=

i

IH

HEXA 22l

aa

olJ
foir

Z et

|

|
!

od

£ 20

[, A RNA)E

HH A
-

FHLIE| (BH|E-19

of Ar&E Ho| AASUM?

Sk

I

<0
od

ZLILf. Of

o}
A

o ot
= X

A
(i}

H

3B 12 M O] AES0| MO 13 H

50| X-H}0| 2

=
[

ot
RNA)Q| £218 X[X|s]| =AELICt 2020 H 12 & 11 & 0|F

A
=

12 & 7tX| SF YL L otLh= Z15ArES 2 ot

HH A
i

SLIC 12 M of 0| A AHEE 5 UE

=
[—

UAg Lt Ct

L7

ol
N

1

i

L|Ct.

E=
=

o3
of

EL PPN

ot fIs5to] 1

2

T O0lAf ek AlZh O[L{Of| LIEFEF LT O] 2{ %t O]

29 &

2l
=

;2021 E 10



_

M
o[

kfo
I+

or

ru
3l

=

2

H e

IS &2 AR S OIAIM LHEFRES LT
e O|LHOf| LtEFEFLICE Ol2{et S&0]

HH A
==

0]

)

A=
O o

r

Mol EEE TS

HH

AtS
O

CHEZ 2l AR S0ANM &

JEE

LtEtE 7t

Ko
o
o

-

nud
Ml
ol
fof

Of &2l &2,

Al X}
(=}

olo

olo

Ko

Klo
o
oF
I+
ol
oK

ko

g

Klo oF

N o (o o+
M wo of jo! &U <
= Uk i of ™ o8u K-

K
ar

RO

i
o

Klo
%0
Bl
Al
mad
Ko
I+
K
A
mad

uld

ol

E=
s ]

Ui

AE D ASLICE

e
=

ol M A

4

.
Al

29 &

2l
=

;2021 E 10



#18 2toj

A,

1of
|

M

—

—

Cha 8HA]

MZ

H

—
o
N

—

.

(v-safe)

1T

1-800-438-1985

(v-safe)

oz JAAIR.
| S = 1-800-822-7967 O| 11

|

=

(o]
72 M3

O
M

tO| A -H} O] 2

e

Lt Fhte o
<

o
o

2t

L|7t2

ALK

iof
£
<l

=
El

1T

3H
2 gt X @72 23

el
El
[S |
Ct
=

Of =& & UFLICt 20| M0
"

== YU 20[ MO

1-866-635-8337
}O| X{-H} 0| 2 QI

VS|
=

3

+
S

.

o
|0 A|AHE (VAERS)

222l https://vaers.hhs.gov/reportevent.html S 2
|, B4/ % RNA)"L}

A sliof

OfLtE 9-1-1 0f
o|oF= (FDA)/OIZ 82| HE] (CDC) M4l 2218 M1 A|AR (VAERS)O|

4]

—_
o

=l
fEaA2.

=
HH A

ol
=

HA|

ol g F2 of

b EZH80|
LIE| (2 H|E-19

e
o
[

H
=

F7t2 of2f MSE HEMZ SHO|X}0f

AlZE
== Ry |

"

AOIE

<l
=

O| MIAIO|EE B2 54 Al 2 www.cdc.gov/vsafe.

t2| e (cDC)2t A X

Ct

o

[

()=l
[

L

|, H&1X RNA)L 210 X-H}O| IES T H| =-19 ¥4 41Q]0f ZH|=-19 (COVID-

I, MM RNA)LE

(o]
HH A

=

HH A

Ag ZQSIH M7|A7{ T FH|=-19 (COVID-19) A S Gt
|

o|2 K27} vt &= A2 O LICt.

27| fIiAM
kL 72

| -

—

=

(v-safe)0l &

-
o

qE
) sHof
CR

www.pfizersafetyreporting.com

Of Ao

w
o

LOtLY 7| ISt HIAE DM K|t &S &
(CDC)7} R H|E-19 (COVID-19) &

TELIE| (FH|E-19
IAHLLE| (FH|E-19

of

CHE ¥ES0| ASUM?

J
ot

Joll
e

|, H Al X RNA)L} $10| X{-H}0|

HH A
(]

=

FAHLE| (RH|E-19

E|LIR?

Al
oK

-

N
ojn

A

|, M4l X RNA)L $}H0| X-H}0| 2 il &

4
AH2 7} 0] A B0l %20 of

FHLIE| (RH|E-19

[, M A& RNA)LE

J0™: 2021 H 10 € 29 &

=

£
=

A

bN|
2

b

—

o

o
ISt A2,

20| CH


https://vaers.hhs.gov/reportevent.html
www.pfizersafetyreporting.com
https://urldefense.proofpoint.com/v2/url?u=http-3A__www.cdc.gov_vsafe&d=DwMF-g&c=UE1eNsedaKncO0Yl_u8bfw&r=iggimxFo1bnCoTNHtFHht7zBjWLmMD5xyYOHusHEMRA&m=NUusRcDWxrAYwskpVPikFjIp1YMB1upPlqmEqHLqywo&s=ZgZDg3kpZyGQV82QCF-MKAMdQ9UDWQqf3K-6eMVizRE&e=

|

hl

| gLm?

HY XstE d0= o{EA

Y MotEl Z Wil 3k HES Hore ELCH HA Motz AFZS0A 3 A HE0| 2H| E-19 0
CHot MOl HAS NI FX LS 4= YOO Z FH|E-19 0L Qo S2|H o =X KX
X|&oof gtLCh =7tz EtEe 42 717h2 AS0| ¥ 412 SHotoF gt Lt

YMUUAL 2 F =7 SOIH oA sHof eL7}?

YUYALL 2R =7 SO|H o2 Tt MEtsh = = S S0 Tist &2lstd Al

A SO AH|E-19 0f AL}

OFLIL|Ct, HHAIS SARS-CoV-2 € EBstT QUX| Yoo 2 AH|E-19 (COVID-19)0 Z2|H 8K
&L

il FIEE RESHUAIR

W B e 222 SO I Ohg HE 2 QS0 AN AOHSH=X| LafFs WA FIES LA
ELCHL Ol 24 I 7LE 7HX|D 2= AE 7|ABHHAIR

A 4%
N
o
Hr

=0| AT OHE HAO|ES HEolA Lt of2ff Liet (s HatHzz AHGHAIL.
7t x| 2ol EXIE 7| /BHA = Or2fol| Lot A= QR ZES AUWBIYAIL
ZE2E 2A0|E Mot Ho

www.cvdvaccine.com

1-877-829-2619
(1-877-VAX-CO19)

o | Al Z 9|k (FDA) https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-

regulatory-and-policy-framework/emergency-use-authorization ! AfO|EE BIESIAA| 2.

. N UFBEEA LN AHIAIL,

=
1=
=
N
J

2 ofcjof =A gLz

A H SRS Fotel WA HEE /XY B MY Y ALY (IS)0IL T2 XIYE AAH0|
ZHAIZ 4 USLICH 0|2 SO M 2HA 2ol WAIS Lo S 1 HaY| 2 WAL
HEY + ASLICH O TS FEE 7] IsHAE B 2 AR (15)

>
=
—
o
n

://www.cdc.gov/vaccines/programs/iis/about.htmlS HE26] FHUAIL.

7 J0™: 2021 H 10 € 29 &



http://www.cvdvaccine.com/
https://www.cdc.gov/coronavirus/2019-ncov/index.html
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.cdc.gov/vaccines/programs/iis/about.html

b

u]
[

HH A

=
=
—

E-19

Xt

a1
o

T H|E-19 (COVID-19)

—

MH|A M [HRSA] 2 H|

P

QIE MY Y wX YEE Eo| Y&LIC ALt B K

Qa2 Y|

|
o

o] O
3

|

H
H
CE2d A

|-

-19 (COVID-19)

|

lofl Bi5to] 2

—

=

—

HH A
=1

OfLt Cf
Ioh (72 2, HIT|A| o, o Tl O

—1
O

k=]
2

2

FH|E-19 (COVID-19) ¥
Ot LICE S MSA=
A

ZO-OILE A

1T

Ul
o_m M ol e.“ o
q H o= o o _
ne 53 m_om “_ﬂ oF &“:.w_m |
- 10 ur © £ T ol J s ol
H = N - O —
_ ._”_r_.g |A.._| = ) i = < H__E 1 ™ ™ ] ujn od
Y ol E oo 3§ =0 =— o n S ol <lo
ol — Th o oAl o @o N ol < A Mo = xlT_ oo
S N ! m <0 o = Kir o o~ bt
ou > KRy 3 - T KT =
= O 1 © o mo) ki Ko = ulJ Ao
LRG| o - H o oo 2 — Ml S Kb o i
F 5 g N L 0w o O o - — 5 ' N
u T @02 o Ki K S 5 © o
= T 0 ra) H_._ = H_._ o__ <0 ~ g W o_=_ J4 M
= 2 o < b~ T -
KO o wjr 1© M_nlv W Ko o1 W_L KO .n_vu_n.u_ i G WA.H m
o E " ol Ho <o o% 1 o o —
[ = = Jl _ o M =
1 = & R o1 oo <k 5 o X oF K
H m (] <l = UA| o -4 - =7 10 [ .An_
-0 £ L XU = N < Ny ol ~ =
RO E e o o ® Lo oS =
- T T I 2 & = ) o o o T o
1 n N - 5 o N = 70 0 =< il
4 o o o o O e T O R R, 2
s W — o o o = on o &r rr oF Y )
oR < o oy M =y ol T T Hio
" 1l o i o ) H_._ o H mlw &3 o] g ]l = _|_|_
N s RN Ol -5 K R0 oF 1 < s wE o~
ol =T O moKE oo L (N L oD o)
%0 I e ol 4 =0 T _ Y =
o AN W & o s oo KE = i U] ._n.v_u K -
~ T 0 o MO X 37 ol O W — &o
W £ oI e N A M Hw T Jon I oW gl
WeoT 3 T T 10 W_M_ i - %4 R =T ™ o B H
S ol o m ol &8l M o zl ~ THr zr of! 0 |DI M = foi =l
= e Y [ J oln o] Y o WK K = =N 33 & =<
a S 2 o =~ < o = M < 5% fof < J g K2 32
A O AT N T | T B A 3
oo 4S woe P By Koo fot B < 2
- < = O 1 5 o . 110 = O —
B =T g s = ool q T oo = o B ) _
2RY . FmanvMe aRgEET Aefed 4
g 5 LAy M Ay b g P gD 8 B
L R U R R e ) = L =TI M
o S O nr @ M3 S @ , = o o g Qo oo £ &=
- = R AEHE Y o @ w0y ol e e =
ol B & e opm DT - T2 oo 2T
oF H 7 ul LHr __A__._ .”m._ _ ! T 4 31 ol K N KO - ol Tl = ar ol o
— - —_— - byl o o o -
w8 ﬁ L O ok Bl T oo M T p- <o mmore 2
= TmTE RUTwsc wwdux gwlrhs 3
0 ~ w_.o oI_._ o 0 .:._E T < < Mm._ o W< T _ W w
N ~RoH FEREM@EO AAe S AR O Nk o
- X oY TTWWITRI MNNBHOEMN T Ko & 2 K

J0™: 2021 H 10 € 29 &

MEHR| EALL MZ2l S JEN7t

Ab =
[

o

o] o of

3

A
o


https://tips.hhs.gov/
http://www.hrsa.gov/cicp/

@ Pﬁzer

3}o] A}, 7= (New York), NY 10017
of of3) Az

SIONT=Cr

nlo] @ ol 8l A ZA} (BioNTech Manufacturing GmbH)
An der Goldgrube 12

55131 "}l = (Mainz), =% (Germany)

of of3) Az

LAB-1451-11.2
0820214 10 € 29 &

X 0| HEX|E= HAt 92 7|Z2/0Y
oy

o
U= ARSOA MSEACE A

vtz = dab 2021 9 9 €30 Y

J0™: 2021 H 10 € 29 &



FDA(Y] S 2191 9F ) & W2 Sl Sl S 19 Al 224 £ el g
AT A 3= ol ol A B e o] £-85171 8 vhehich. B ()
B0l Aol FAS WAL Aoel5 ST, 4315 el vo) Jo)
AL, BYSAY EE $A5HA ol @ S ke 1S ARG B BA
F4 Qe odo] AR,



