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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the infor#ation needed to use 
COMIRNAT$ safel% and effecti&el%' See full (rescri)ing infor#ation for 
COMIRNAT$'

COMIRNAT$* +CO,I-./0 ,accine1 #RNA2 sus(ension for in3ection1 
for intra#uscular use
Initial 4'S' A((ro&al5 676/

........................... IN-ICATIONS AN- 4SAGE............................
COMIRNATY is a vaccine indicated for active immunization to prevent 
coronavirus disease 2019 (COVI#$19% caused &' severe acute respirator' 
s'ndrome coronavirus 2 ((AR($CoV$2% in individua)s 1* 'ears of a+e and 
o)der, (1%

.......................-OSAGE AN- A-MINISTRATION.......................
� -or intramuscu)ar in.ection on)', (2,2%
� COMIRNATY is administered intramuscu)ar)' as a series of 2 doses 

(0,/ m0 eac1% / 2ee3s apart, (2,/%

..................... -OSAGE FORMS AN- STRENGTHS......................
(uspension for in.ection, After preparation4 a sin+)e dose is 0,/ m0, (/%

.............................. CONTRAIN-ICATIONS ..............................
5no2n 1istor' of a severe a))er+ic reaction (e,+,4 anap1')a6is% to an' 
component of COMIRNATY, (7%

....................... 8ARNINGS AN- PRECA4TIONS .......................
� 8ostmar3etin+ data demonstrate increased ris3s of m'ocarditis and 

pericarditis4 particu)ar)' 2it1in 9 da's fo))o2in+ t1e second dose, (:,2%
� ('ncope (faintin+% ma' occur in association 2it1 administration of 

in.ecta&)e vaccines4 inc)udin+ COMIRNATY, 8rocedures s1ou)d &e in 
p)ace to avoid in.ur' from faintin+, (:,7%

.............................. A-,ERSE REACTIONS ..............................
� In c)inica) studies of participants 1* t1rou+1 :: 'ears of a+e4 t1e most 

common)' reported adverse reactions (;10<% 2ere pain at t1e in.ection 
site (==,*<%4 fati+ue (90,1<%4 1eadac1e (*7,9<%4 musc)e pain (7:,:<%4 
c1i))s (71,:<%4 .oint pain (29,:<%4 fever (19,=<%4 and in.ection site 
s2e))in+ (10,*<%, (*,1%

� In c)inica) studies of participants :* 'ears of a+e and o)der4 t1e most 
common)' reported adverse reactions (;10<% 2ere pain at t1e in.ection 
site (9=,2<%4 fati+ue (:*,9<%4 1eadac1e4 (7:,9<%4 musc)e pain (/2,:<%4 
c1i))s (27,=<%4 .oint pain (21,:<%4 in.ection site s2e))in+ (11,=<%4 fever 
(11,:<%4 and in.ection site redness (10,7<%, (*,1%

To re(ort S4SPECTE- A-,ERSE REACTIONS1 contact Pfi9er Inc' at
/.:77.;<:./0:= or ,AERS at /.:77.:66.>0?> or htt(5@@&aers'hhs'go&' 

See /> for PATIENT CO4NSELING INFORMATION'

Re&ised5 :@676/
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A (ections or su&sections omitted from t1e fu)) prescri&in+ information are 
not )isted,

http://vaers.hhs.gov/
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F4LL PRESCRIBING INFORMATION

/ IN-ICATIONS AN- 4SAGE

COMIRNATY is a vaccine indicated for active immunization to prevent coronavirus disease 2019 (COVI#$19% 
caused &' severe acute respirator' s'ndrome coronavirus 2 ((AR($CoV$2% in individua)s 1* 'ears of a+e and 
o)der,

6 -OSAGE AN- A-MINISTRATION

-or intramuscu)ar in.ection on)',

6'/ Pre(aration for Ad#inistration

8rior to #i)ution

� COMIRNATY Mu)tip)e #ose Via) contains a vo)ume of 0,7: m04 supp)ied as a frozen suspension t1at 
does not contain preservative, >ac1 via) must &e t1a2ed and di)uted prior to administration,

� Via)s ma' &e t1a2ed in t1e refri+erator B2CC to =CC (/:C- to 7*C-%D or at room temperature Bup to 2:CC 
(99C-%D [see How Supplied/Stor��e ��d H��dli�� �����,

� Refer to t1a2in+ instructions in t1e pane)s &e)o2,

#i)ution

� #i)ute t1e via) contents usin+ 1,= m0 of steri)e 0,9< (odium C1)oride In.ection4 ?(8 to form 
COMIRNATY, #o not add more t1an 1,= m0 of di)uent,

� ON0Y use steri)e 0,9< (odium C1)oride In.ection4 ?(8 as t1e di)uent, #o not use &acteriostatic 0,9< 
(odium C1)oride In.ection or an' ot1er di)uent,

� Via)s of steri)e 0,9< (odium C1)oride In.ection4 ?(8 are provided &ut s1ipped separate)', ?se t1e 
provided di)uent or anot1er steri)e 0,9< (odium C1)oride In.ection4 ?(8 as t1e di)uent,

� 8rovided di)uent via)s are sin+)e$use on)'E discard after 1,= m0 is 2it1dra2n, 
� If anot1er steri)e 0,9< (odium C1)oride In.ection4 ?(8 is used as t1e di)uent4 discard after 

1,= m0 is 2it1dra2n, 
� #o not di)ute more t1an 1 via) of COMIRNATY usin+ t1e same di)uent via),

� After di)ution4 1 via) of COMIRNATY contains * doses of 0,/ m0 eac1,
� Refer to di)ution and dose preparation instructions in t1e pane)s &e)o2,
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THA8ING PRIOR TO -IL4TION

� T1a2 via)(s% of COMIRNATY &efore di)ution eit1er 
&'F
� A))o2in+ via)(s% to t1a2 in t1e refri+erator B2CC 

to =CC (/:C- to 7*C-%D, A carton of via)s ma' ta3e 
up to / 1ours to t1a24 and t1a2ed via)s can &e 
stored in t1e refri+erator for up to 1 mont1,

� A))o2in+ via)(s% to sit at room temperature Bup to 
2:CC (99C-%D for /0 minutes,

� ?sin+ eit1er t1a2in+ met1od4 via)s must reac1 room 
temperature &efore di)ution and must &e di)uted 
2it1in 2 1ours,

� Gefore di)ution invert vaccine via) +ent)' 10 times, 
� #o not s1a3e, 
� Inspect t1e )iHuid in t1e vaccine via) prior to 

di)ution, T1e )iHuid is a 21ite to off$21ite 
suspension and ma' contain 21ite to off$21ite 
opaHue amorp1ous partic)es,

� #o not use if )iHuid is disco)ored or if ot1er partic)es 
are o&served,

-IL4TION

� ON0Y use steri)e 0,9< (odium C1)oride In.ection4 
?(8 as t1e di)uent,

� Iit1dra2 1,= m0 of di)uent into a transfer s'rin+e 
(21$+au+e or narro2er need)e%,

� Add 1,= m0 of steri)e 0,9< (odium C1)oride 
In.ection4 ?(8 into t1e vaccine via),



7

� >Hua)ize via) pressure &efore removin+ t1e need)e 
from t1e vaccine via) &' 2it1dra2in+ 1,= m0 air 
into t1e empt' di)uent s'rin+e,

� @ent)' invert t1e via) containin+ COMIRNATY
10 times to mi6, 

� #o not s1a3e,
� Inspect t1e vaccine in t1e via),
� T1e vaccine 2i)) &e an off$21ite suspension, #o not 

use if vaccine is disco)ored or contains particu)ate 
matter,

� Record t1e date and time of di)ution on t1e 
COMIRNATY via) )a&e), 

� (tore &et2een 2JC to 2:JC (/:J- to 99J-%, 
� #iscard an' unused vaccine * 1ours after di)ution,
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PREPARATION OF IN-I,I-4AL 7'< #L -OSES OF COMIRNAT$

� Iit1dra2 0,/ m0 of COMIRNATY preferentia))' 
usin+ )o2 dead$vo)ume s'rin+es andKor need)es,

� >ac1 dose must contain 0,/ m0 of vaccine,
� If t1e amount of vaccine remainin+ in a sin+)e via) 

cannot provide a fu)) dose of 0,/ m04 discard t1e 
via) and an' e6cess vo)ume,

� Administer immediate)', 

After di)ution4 via)s of COMIRNATY contain * doses of 0,/ m0 of vaccine, 0o2 dead$vo)ume s'rin+es andKor 
need)es can &e used to e6tract * doses from a sin+)e via), If standard s'rin+es and need)es are used4 t1ere ma' 
not &e sufficient vo)ume to e6tract a si6t1 dose from a sin+)e via), Irrespective of t1e t'pe of s'rin+e and need)e4

� eac1 dose must contain 0,/ m0 of vaccine,
� if t1e amount of vaccine remainin+ in t1e via) cannot provide a fu)) dose of 0,/ m04 discard t1e via) and 

an' e6cess vo)ume, 
� do not poo) e6cess vaccine from mu)tip)e via)s,

6'6 Ad#inistration Infor#ation

8arentera) dru+ products s1ou)d &e inspected visua))' for particu)ate matter and disco)oration prior to 
administration4 21enever so)ution and container permit, T1e vaccine 2i)) &e an off$21ite suspension, #o not 
administer if vaccine is disco)ored or contains particu)ate matter,

Administer a sin+)e 0,/ m0 dose of COMIRNATY intramuscu)ar)',

6'< ,accination Schedule

COMIRNATY is administered intramuscu)ar)' as a series of 2 doses (0,/ m0 eac1% / 2ee3s apart,

T1ere are no data avai)a&)e on t1e interc1an+ea&i)it' of COMIRNATY 2it1 ot1er COVI#$19 vaccines to comp)ete 
t1e vaccination series, Individua)s 21o 1ave received 1 dose of COMIRNATY s1ou)d receive a second dose of 
COMIRNATY to comp)ete t1e vaccination series,

< -OSAGE FORMS AN- STRENGTHS

COMIRNATY is a suspension for in.ection, After preparation4 a sin+)e dose is 0,/ m0,

; CONTRAIN-ICATIONS

#o not administer COMIRNATY to individua)s 2it1 3no2n 1istor' of a severe a))er+ic reaction (e,+,4 
anap1')a6is% to an' component of t1e COMIRNATY [see �es�riptio� �����,
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= 8ARNINGS AN- PRECA4TIONS

='/ Manage#ent of Acute Allergic Reactions

Appropriate medica) treatment used to mana+e immediate a))er+ic reactions must &e immediate)' avai)a&)e in 
t1e event an acute anap1')actic reaction occurs fo))o2in+ administration of COMIRNATY,

='6 M%ocarditis and Pericarditis

8ostmar3etin+ data demonstrate increased ris3s of m'ocarditis and pericarditis4 particu)ar)' 2it1in 9 da's 
fo))o2in+ t1e second dose, T1e o&served ris3 is 1i+1er amon+ ma)es under 70 'ears of a+e t1an amon+ fema)es 
and o)der ma)es, T1e o&served ris3 is 1i+1est in ma)es 12 t1rou+1 19 'ears of a+e, A)t1ou+1 some cases 
reHuired intensive care support4 avai)a&)e data from s1ort$term fo))o2$up su++est t1at most individua)s 1ave 1ad 
reso)ution of s'mptoms 2it1 conservative mana+ement, Information is not 'et avai)a&)e a&out potentia) )on+$
term seHue)ae, T1e C#C 1as pu&)is1ed considerations re)ated to m'ocarditis and pericarditis after vaccination4 
inc)udin+ for vaccination of individua)s 2it1 a 1istor' of m'ocarditis or pericarditis
(1ttpsFKK222,cdc,+ovKvaccinesKcovid$19Kc)inica)$considerationsKm'ocarditis,1tm)%,

='< S%nco(e

('ncope (faintin+% ma' occur in association 2it1 administration of in.ecta&)e vaccines4 inc)udin+ 
COMIRNATY, 8rocedures s1ou)d &e in p)ace to avoid in.ur' from faintin+,

='; Altered I##unoco#(etence

Immunocompromised persons4 inc)udin+ individua)s receivin+ immunosuppressant t1erap'4 ma' 1ave a 
diminis1ed immune response to t1e COMIRNATY,

='= Li#itation of Effecti&eness

COMIRNATY ma' not protect a)) vaccine recipients,

? A-,ERSE REACTIONS

In c)inica) studies4 t1e most common)' reported (;10<% adverse reactions in participants 1* t1rou+1 :: 'ears of 
a+e fo))o2in+ an' dose 2ere pain at t1e in.ection site (==,*<%4 fati+ue (90,1<%4 1eadac1e (*7,9<%4 musc)e pain 
(7:,:<%4 c1i))s (71,:<%4 .oint pain (29,:<%4 fever (19,=<%4 and in.ection site s2e))in+ (10,*<%,

In c)inica) studies4 t1e most common)' reported (;10<% adverse reactions in participants :* 'ears of a+e and 
o)der fo))o2in+ an' dose 2ere pain at t1e in.ection site (9=,2<%4 fati+ue (:*,9<%4 1eadac1e4 (7:,9<%4 musc)e 
pain (/2,:<%4 c1i))s (27,=<%4 .oint pain (21,:<%4 in.ection site s2e))in+ (11,=<%4 fever (11,:<%4 and in.ection 
site redness (10,7<%,

?'/ Clinical Trials EC(erience

Gecause c)inica) tria)s are conducted under 2ide)' var'in+ conditions4 adverse reaction rates o&served in t1e 
c)inica) tria)s of a vaccine cannot &e direct)' compared to rates in t1e c)inica) tria)s of anot1er vaccine and ma' 
not ref)ect t1e rates o&served in practice,

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html
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T1e safet' of COMIRNATY 2as eva)uated in participants 1* 'ears of a+e and o)der in 2 c)inica) studies 
conducted in @erman' ((tud' 1%4 ?nited (tates4 Ar+entina4 Grazi)4 Tur3e'4 (out1 Africa4 and @erman' 
((tud' 2%, (tud' GNT1*2$01 ((tud' 1% 2as a 81ase 2$part4 dose$esca)ation tria) t1at enro))ed *0 participants4 
1= t1rou+1 :: 'ears of a+e and /* participants4 :* t1rou+1 =: 'ears of a+e, (tud' C7:91001 ((tud' 2% is a
81ase 1K2K/ mu)ticenter4 mu)tinationa)4 randomized4 sa)ine p)ace&o$contro))ed4 dou&)e$&)inded (81ase 2K/%4 
dose$findin+4 vaccine candidate$se)ection and efficac' stud' t1at 1as enro))ed appro6imate)' 774079 participants 
(22402* COMIRNATYE 224021 p)ace&o% 1* 'ears of a+e or o)der (inc)udin+ /9= and /9* participants
1* t1rou+1 19 'ears of a+e in t1e vaccine and p)ace&o +roups4 respective)'%, ?pon issuance of t1e >mer+enc' 
?se Aut1orization (#ecem&er 114 2020% for COMIRNATY4 participants 2ere un&)inded to offer p)ace&o 
participants COMIRNATY, 8articipants 2ere un&)inded in a p1ased manner over a period of mont1s to offer 
p)ace&o participants COMIRNATY, (tud' 2 a)so inc)uded 200 participants 2it1 confirmed sta&)e 1uman 
immunodeficienc' virus (LIV% infectionE LIV$positive participants are inc)uded in safet' popu)ation disposition 
&ut are summarized separate)' in safet' ana)'ses, Confirmed sta&)e LIV infection 2as defined as documented 
vira) )oad M:0 copiesKm0 and C#7 count N200 ce))sKmm/ 2it1in * mont1s &efore enro))ment4 and on sta&)e 
antiretrovira) t1erap' for at )east * mont1s,

At t1e time of t1e ana)'sis of t1e on+oin+ (tud' 2 2it1 a data cut$off of Marc1 1/4 20214 t1ere 2ere 
2:4*:1 (:=,2<% participants (1/40/1 COMIRNATY and 124*20 p)ace&o% 1* 'ears of a+e and o)der fo))o2ed for 
;7 mont1s after t1e second dose,

8articipants 1* 'ears and o)der in t1e reacto+enicit' su&set 2ere monitored for so)icited )oca) and s'stemic 
reactions and use of antip'retic medication after eac1 vaccination in an e)ectronic diar', 8articipants are &ein+ 
monitored for unso)icited adverse events4 inc)udin+ serious adverse events4 t1rou+1out t1e stud' Bfrom #ose 1 
t1rou+1 1 mont1 (a)) unso)icited adverse events% or * mont1s (serious adverse events% after t1e )ast vaccinationD,

#emo+rap1ic c1aracteristics in (tud' 2 2ere +enera))' simi)ar 2it1 re+ard to a+e4 +ender4 race4 and et1nicit' 
amon+ participants 21o received COMIRNATY and t1ose 21o received p)ace&o, Overa))4 amon+ t1e tota) 
participants 21o received eit1er COMIRNATY or p)ace&o4 :0,9< 2ere ma)e4 79,1< 2ere fema)e4 99,/< 2ere 
1* t1rou+1 *7 'ears of a+e4 20,9< 2ere *: 'ears of a+e and o)der4 =2,0< 2ere I1ite4 9,*< 2ere G)ac3 or 
African American4 2:,9< 2ere LispanicK0atino4 7,/< 2ere Asian4 and 1,0< 2ere American Indian or A)as3a 
Native, 

0oca) and ('stemic Adverse Reactions (o)icited in t1e (tud' 2

Ta&)e 1 and Ta&)e 2 present t1e freHuenc' and severit' of reported so)icited )oca) and s'stemic reactions4 
respective)'4 2it1in 9 da's fo))o2in+ eac1 dose of COMIRNATY and p)ace&o in t1e su&set of participants 
1* t1rou+1 :: 'ears of a+e inc)uded in t1e safet' popu)ation 21o 2ere monitored for reacto+enicit' 2it1 an 
e)ectronic diar', 

Ta&)e / and Ta&)e 7 present t1e freHuenc' and severit' of reported so)icited )oca) and s'stemic reactions4 
respective)'4 2it1in 9 da's of eac1 dose of COMIRNATY and p)ace&o for participants :* 'ears of a+e and 
o)der,

In participants 1* t1rou+1 :: 'ears of a+e after receivin+ #ose 24 t1e mean duration of pain at t1e in.ection site 
2as 2,: da's (ran+e 1 to 90 da's%4 for redness 2,2 da's (ran+e 1 to 9 da's%4 and for s2e))in+ 2,1 da's (ran+e 1 to 
= da's% for participants in t1e COMIRNATY +roup, In participants :* 'ears of a+e and o)der after receivin+ 
#ose 24 t1e mean duration of pain at t1e in.ection site 2as 2,7 da's (ran+e 1 to /* da's%4 for redness /,0 da's 
(ran+e 1 to /7 da's%4 and for s2e))in+ 2,* da's (ran+e 1 to /7 da's% for participants in t1e COMIRNATY +roup, 
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Ta)le /5 Stud% 6 D FreEuenc% and Percentages of Partici(ants Fith Solicited Local Reactions1 )% 
MaCi#u# Se&erit%1 8ithin > -a%s After Each -ose D Partici(ants /? Through == $ears of 
Age D Reactogenicit% Su)set of the Safet% Po(ulationA

COMIRNAT$
-ose / 

NaG6:00
n) +H2

Place)o
-ose /

NaG607:
n) +H2

COMIRNAT$
-ose 6

NaG6?:6
n) +H2

Place)o
-ose 6

NaG6?:;
n) +H2

Rednessc

An' (N2,0 cm% 1:* (:,7% 2= (1,0% 1:1 (:,*% 1= (0,9%
Mi)d 11/ (/,9% 19 (0,9% 90 (/,7% 12 (0,7%
Moderate /* (1,2% * (0,2% :0 (1,9% * (0,2%
(evere 9 (0,2% / (0,1% 11 (0,7% 0

(2e))in+c

An' (N2,0 cm% 1=7 (*,/% 1* (0,*% 1=/ (*,=% : (0,2%
Mi)d 127 (7,/% * (0,2% 110 (7,1% / (0,1%
Moderate :7 (1,9% = (0,/% ** (2,:% 2 (0,1%
(evere * (0,2% 2 (0,1% 9 (0,/% 0

8ain at t1e in.ection sited

An' 272* (=/,9% 717 (17,2% 2101 (9=,/% /12 (11,*%
Mi)d 17*7 (:0,:% /91 (1/,7% 1297 (79,:% 2=7 (10,*%
Moderate 92/ (/1,=% 20 (0,9% 9== (29,7% 2= (1,0%
(evere /9 (1,/% / (0,1% /9 (1,:% 0

NotesF Reactions 2ere co))ected in t1e e)ectronic diar' (e$diar'% from #a' 1 to #a' 9 after vaccination,
No @rade 7 so)icited )oca) reactions 2ere reported in participants 1* t1rou+1 :: 'ears of a+e,
A Randomized participants in t1e safet' ana)'sis popu)ation 21o received at )east 1 dose of t1e stud' intervention, 8articipants 

2it1 c1ronic4 sta&)e LIV infection 2ere e6c)uded,
a, N O Num&er of participants reportin+ at )east 1 'es or no response for t1e specified reaction after t1e specified dose, T1e N for 

eac1 reaction 2as t1e same4 t1erefore4 t1is information 2as inc)uded in t1e co)umn 1eader,
&, n O Num&er of participants 2it1 t1e specified reaction,
c, Mi)dF N2,0 to P:,0 cmE ModerateF N:,0 to P10,0 cmE (evereF N10,0 cm,
d, Mi)dF does not interfere 2it1 activit'E ModerateF interferes 2it1 activit'E (evereF prevents dai)' activit', 

Ta)le 65 Stud% 6 D FreEuenc% and Percentages of Partici(ants Fith Solicited S%ste#ic Reactions1 )% 
MaCi#u# Se&erit%1 8ithin > -a%s After Each -ose D Partici(ants /? Through == $ears of 
Age D Reactogenicit% Su)set of the Safet% Po(ulationA

COMIRNAT$
-ose /

NaG6:00
n) +H2

Place)o
-ose /

NaG607:
n) +H2

COMIRNAT$
-ose 6

NaG6?:6
n) +H2

Place)o
-ose 6

NaG6?:;
n) +H2

-ever
;/=,0Q 119 (7,1% 2: (0,9% 770 (1*,7% 11 (0,7%
;/=,0Q to /=,7Q =* (/,0% 1* (0,*% 2:7 (9,:% : (0,2%
N/=,7Q to /=,9Q 2: (0,9% : (0,2% 17* (:,7% 7 (0,1%
N/=,9Q to 70,0Q = (0,/% 7 (0,1% /9 (1,:% 2 (0,1%
N70,0Q 0 0 1 (0,0% 0

-ati+uec

An' 17/1 (79,7% 9*0 (//,0% 1*79 (*1,:% *17 (22,9%
Mi)d 9*0 (2*,2% :90 (19,*% ::= (20,=% /19 (11,=%
Moderate */0 (21,9% /92 (12,=% 979 (/:,7% 2=/ (10,:%
(evere 71 (1,7% 1= (0,*% 172 (:,/% 17 (0,:%
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COMIRNAT$
-ose /

NaG6:00
n) +H2

Place)o
-ose /

NaG607:
n) +H2

COMIRNAT$
-ose 6

NaG6?:6
n) +H2

Place)o
-ose 6

NaG6?:;
n) +H2

Leadac1ec

An' 12*2 (7/,:% 99: (//,:% 177= (:7,0% *:2 (27,/%
Mi)d 9=: (29,1% *// (21,=% *99 (2*,1% 707 (1:,1%
Moderate 777 (1:,/% /1= (10,9% *:= (27,:% 2/0 (=,*%
(evere // (1,1% 27 (0,=% 91 (/,7% 1= (0,9%

C1i))sc

An' 799 (1*,:% 199 (*,=% 101: (/9,=% 117 (7,2%
Mi)d //= (11,9% 17= (:,1% 799 (19,=% =9 (/,/%
Moderate 12* (7,/% 79 (1,9% 7*9 (19,:% 2/ (0,9%
(evere 1: (0,:% 2 (0,1% *9 (2,*% 2 (0,1%

Vomitin+d

An' /7 (1,2% /* (1,2% := (2,2% /0 (1,1%
Mi)d 29 (1,0% /0 (1,0% 72 (1,*% 20 (0,9%
Moderate : (0,2% : (0,2% 12 (0,7% 10 (0,7%
(evere 0 1 (0,0% 7 (0,1% 0

#iarr1eae

An' /09 (10,9% /2/ (11,1% 2*9 (10,0% 20: (9,*%
Mi)d 2:1 (=,9% 2*7 (9,1% 219 (=,2% 1*9 (*,/%
Moderate :: (1,9% := (2,0% 77 (1,*% /: (1,/%
(evere / (0,1% 1 (0,0% * (0,2% 1 (0,0%

Ne2 or 2orsened musc)e painc

An' **7 (22,9% /29 (11,/% 10:: (/9,/% 2/9 (=,=%
Mi)d /:/ (12,2% 2/1 (9,9% 771 (1*,7% 1:0 (:,*%
Moderate 29* (10,2% 9* (/,/% ::2 (20,*% =7 (/,1%
(evere 1: (0,:% 2 (0,1% *2 (2,/% / (0,1%

Ne2 or 2orsened .oint painc

An' /72 (11,=% 1*= (:,=% */= (2/,=% 179 (:,:%
Mi)d 200 (*,9% 112 (/,9% 291 (10,9% =2 (/,1%
Moderate 1/9 (7,9% :: (1,9% /20 (11,9% *1 (2,/%
(evere : (0,2% 1 (0,0% 29 (1,0% 7 (0,1%

?se of antip'retic or 
pain medicationf =0: (29,=% /9= (1/,9% 121/ (7:,2% /20 (11,9%
NotesF Reactions and use of antip'retic or pain medication 2ere co))ected in t1e e)ectronic diar' (e$diar'% from #a' 1 to #a' 9 after 
eac1 dose, 
No @rade 7 so)icited s'stemic reactions 2ere reported in participants 1* t1rou+1 :: 'ears of a+e,
A Randomized participants in t1e safet' ana)'sis popu)ation 21o received at )east 1 dose of t1e stud' intervention, 8articipants 

2it1 c1ronic4 sta&)e LIV infection 2ere e6c)uded,
a, N O Num&er of participants reportin+ at )east 1 'es or no response for t1e specified reaction after t1e specified dose, T1e N for 

eac1 reaction or use of antip'retic or pain medication 2as t1e same4 t1erefore4 t1is information 2as inc)uded in t1e co)umn 
1eader,

&, n O Num&er of participants 2it1 t1e specified reaction,
c, Mi)dF does not interfere 2it1 activit'E ModerateF some interference 2it1 activit'E (evereF prevents dai)' activit', 
d, Mi)dF 1 to 2 times in 27 1oursE ModerateF N2 times in 27 1oursE (evereF reHuires intravenous 1'dration,
e, Mi)dF 2 to / )oose stoo)s in 27 1oursE ModerateF 7 to : )oose stoo)s in 27 1oursE (evereF * or more )oose stoo)s in 27 1ours, 
f, (everit' 2as not co))ected for use of antip'retic or pain medication,
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Ta)le <5 Stud% 6 D FreEuenc% and Percentages of Partici(ants Fith Solicited Local Reactions1 )% 
MaCi#u# Se&erit%1 8ithin > -a%s After Each -ose D Partici(ants =? $ears of Age and 
Older D Reactogenicit% Su)set of the Safet% Po(ulationA

COMIRNAT$
-ose / 

NaG677:
n) +H2

Place)o
-ose /

NaG/0:0
n) +H2

COMIRNAT$
-ose 6

NaG/:?7
n) +H2

Place)o
-ose 6

NaG/:<<
n) +H2

Rednessc

An' (N2,0 cm% 10* (:,/% 20 (1,0% 1// (9,2% 17 (0,=%
Mi)d 91 (/,:% 1/ (0,9% *: (/,:% 10 (0,:%
Moderate /0 (1,:% : (0,/% := (/,1% / (0,2%
(evere : (0,2% 2 (0,1% 10 (0,:% 1 (0,1%

(2e))in+c

An' (N2,0 cm% 171 (9,0% 2/ (1,2% 17: (9,=% 1/ (0,9%
Mi)d =9 (7,/% 11 (0,*% =0 (7,/% : (0,/%
Moderate :2 (2,*% 12 (0,*% *1 (/,/% 9 (0,7%
(evere 2 (0,1% 0 7 (0,2% 1 (0,1%

8ain at t1e in.ection sited

An' (N2,0 cm% 170= (90,1% 1=: (9,/% 12/0 (**,1% 17/ (9,=%
Mi)d 110= (::,2% 199 (=,9% =9/ (7*,9% 1/= (9,:%
Moderate 29* (17,9% = (0,7% /79 (1=,9% : (0,/%
(evere 7 (0,2% 0 10 (0,:% 0

NotesF Reactions 2ere co))ected in t1e e)ectronic diar' (e$diar'% from #a' 1 to #a' 9 after vaccination,
No @rade 7 so)icited )oca) reactions 2ere reported in participants :* 'ears of a+e and o)der,
A Randomized participants in t1e safet' ana)'sis popu)ation 21o received at )east 1 dose of t1e stud' intervention, 8articipants 

2it1 c1ronic4 sta&)e LIV infection 2ere e6c)uded,
a, N O Num&er of participants reportin+ at )east 1 'es or no response for t1e specified reaction after t1e specified dose, T1e N for 

eac1 reaction 2as t1e same4 t1erefore4 t1e information 2as inc)uded in t1e co)umn 1eader,
&, n O Num&er of participants 2it1 t1e specified reaction,
c, Mi)dF N2,0 to P:,0 cmE ModerateF N:,0 to P10,0 cmE (evereF N10,0 cm, 
d, Mi)dF does not interfere 2it1 activit'E ModerateF interferes 2it1 activit'E (evereF prevents dai)' activit',

Ta)le ;5 Stud% 6 D FreEuenc% and Percentages of Partici(ants Fith Solicited S%ste#ic Reactions1 )% 
MaCi#u# Se&erit%1 8ithin > -a%s After Each -ose D Partici(ants =? $ears of Age and 
Older D Reactogenicit% Su)set of the Safet% Po(ulationA

COMIRNAT$
-ose / 

NaG677:
n) +H2

Place)o
-ose /

NaG/0:0
n) +H2

COMIRNAT$
-ose 6

NaG/:?7
n) +H2

Place)o
-ose 6

NaG/:<<
n) +H2

-ever
;/=,0Q 2* (1,/% = (0,7% 219 (11,=% 7 (0,2%
;/=,0Q to /=,7Q 2/ (1,1% / (0,2% 1:= (=,:% 2 (0,1%
N/=,7Q to /=,9Q 2 (0,1% / (0,2% :7 (2,9% 1 (0,1%
N/=,9Q to 70,0Q 1 (0,0% 2 (0,1% 9 (0,7% 1 (0,1%
N70,0Q 0 0 0 0
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COMIRNAT$
-ose / 

NaG677:
n) +H2

Place)o
-ose /

NaG/0:0
n) +H2

COMIRNAT$
-ose 6

NaG/:?7
n) +H2

Place)o
-ose 6

NaG/:<<
n) +H2

-ati+uec

An' *99 (//,9% 779 (22,:% 979 (:1,0% /0* (1*,9%
Mi)d 71: (20,9% 2=1 (17,1% /91 (21,0% 1=/ (10,0%
Moderate 2:9 (12,9% 1*/ (=,2% 799 (2*,9% 121 (*,*%
(evere / (0,1% / (0,2% *0 (/,2% 2 (0,1%
@rade 7 0 0 1 (0,1% 0

Leadac1ec

An' :0/ (2:,0% /*/ (1=,/% 9// (/9,7% 2:9 (17,1%
Mi)d /=1 (19,0% 2*9 (1/,7% 7*7 (27,9% 1=9 (10,/%
Moderate 120 (*,0% 9/ (7,9% 2:* (1/,=% *: (/,:%
(evere 2 (0,1% / (0,2% 1/ (0,9% : (0,/%

C1i))sc

An' 1/0 (*,:% *9 (/,:% 7/: (2/,7% :9 (/,1%
Mi)d 102 (:,1% 79 (2,:% 229 (12,/% 7: (2,:%
Moderate 2= (1,7% 19 (1,0% 1=: (9,9% 12 (0,9%
(evere 0 1 (0,1% 21 (1,1% 0

Vomitin+d

An' 10 (0,:% 9 (0,:% 1/ (0,9% : (0,/%
Mi)d 9 (0,7% 9 (0,:% 10 (0,:% : (0,/%
Moderate 1 (0,0% 0 1 (0,1% 0
(evere 0 0 2 (0,1% 0

#iarr1eae

An' 1*= (=,7% 1/0 (*,:% 1:2 (=,2% 102 (:,*%
Mi)d 1/9 (*,=% 109 (:,:% 12: (*,9% 9* (7,1%
Moderate 29 (1,/% 20 (1,0% 2: (1,/% 22 (1,2%
(evere 7 (0,2% 1 (0,1% 2 (0,1% 7 (0,2%

Ne2 or 2orsened musc)e painc

An' 297 (1/,*% 1*: (=,/% :/9 (2=,9% 99 (:,7%
Mi)d 1=/ (9,1% 111 (:,*% 229 (12,/% *: (/,:%
Moderate 90 (7,:% :1 (2,*% 2== (1:,:% // (1,=%
(evere 1 (0,0% / (0,2% 20 (1,1% 1 (0,1%

Ne2 or 2orsened .oint painc

An' 19: (=,9% 127 (*,2% /:/ (19,0% 92 (/,9%
Mi)d 119 (:,9% 9= (/,9% 1=/ (9,=% 77 (2,7%
Moderate :/ (2,*% 7: (2,/% 1*1 (=,9% 29 (1,:%
(evere / (0,1% 1 (0,1% 9 (0,:% 1 (0,1%

?se of antip'retic or 
pain medicationf /=2 (19,0% 227 (11,/% *== (/9,0% 190 (9,/%
NotesF Reactions and use of antip'retic or pain medication 2ere co))ected in t1e e)ectronic diar' (e$diar'% from #a' 1 to #a' 9 after 
eac1 dose,
T1e on)' @rade 7 so)icited s'stemic reaction reported in participants :* 'ears of a+e and o)der 2as fati+ue,
A Randomized participants in t1e safet' ana)'sis popu)ation 21o received at )east 1 dose of t1e stud' intervention, 8articipants 

2it1 c1ronic4 sta&)e LIV infection 2ere e6c)uded,
a, N O Num&er of participants reportin+ at )east 1 'es or no response for t1e specified reaction after t1e specified dose, N for eac1 

reaction or use of antip'retic or pain medication 2as t1e same4 t1erefore 2as inc)uded in t1e co)umn 1eader,
&, n O Num&er of participants 2it1 t1e specified reaction, 
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COMIRNAT$
-ose / 

NaG677:
n) +H2

Place)o
-ose /

NaG/0:0
n) +H2

COMIRNAT$
-ose 6

NaG/:?7
n) +H2

Place)o
-ose 6

NaG/:<<
n) +H2

c, Mi)dF does not interfere 2it1 activit'E ModerateF some interference 2it1 activit'E (evereF prevents dai)' activit'E @rade 7 
reactions 2ere defined in t1e c)inica) stud' protoco) as emer+enc' room visit or 1ospita)ization for severe fati+ue4 severe 
1eadac1e4 severe c1i))s4 severe musc)e pain4 or severe .oint pain, 

d, Mi)dF 1 to 2 times in 27 1oursE ModerateF N2 times in 27 1oursE (evereF reHuires intravenous 1'drationE @rade 7 emer+enc' visit 
or 1ospita)ization for severe vomitin+,

e, Mi)dF 2 to / )oose stoo)s in 27 1oursE ModerateF 7 to : )oose stoo)s in 27 1oursE (evereF * or more )oose stoo)s in 27 1oursE 
@rade 7F emer+enc' room or 1ospita)ization for severe diarr1ea, 

f, (everit' 2as not co))ected for use of antip'retic or pain medication,

In participants 2it1 c1ronic4 sta&)e LIV infection t1e freHuencies of so)icited )oca) and s'stemic adverse 
reactions 2ere simi)ar to or )o2er t1an t1ose o&served for a)) participants 1* 'ears of a+e and o)der,

?nso)icited Adverse >vents

Overa))4 1142:/ (:1,1<% participants in t1e COMIRNATY +roup and 114/1* (:1,7<% participants in t1e 
p)ace&o +roup 1ad fo))o2$up time &et2een ;7 mont1s to M* mont1s after #ose 2 in t1e &)inded 
p)ace&o$contro))ed fo))o2$up period 2it1 an additiona) 1499= (=,1<% and 14/07 (:,9<% 2it1 ;* mont1s of 
&)inded fo))o2$up time in t1e COMIRNATY and p)ace&o +roups4 respective)', 

A tota) of 12400* (:7,:<% participants ori+ina))' randomized to COMIRNATY 1ad ;* mont1s tota) (&)inded 
and un&)inded% fo))o2$up after #ose 2,  

In an ana)'sis of a)) unso)icited adverse events reported fo))o2in+ an' dose4 t1rou+1 1 mont1 after #ose 24 in 
participants 1* 'ears of a+e and o)der (NO7/4=79E 21492* COMIRNATY +roup vs, 214921 p)ace&o +roup%4 
t1ose assessed as adverse reactions not a)read' captured &' so)icited )oca) and s'stemic reactions 2ere nausea 
(297 vs, =9%4 ma)aise (1/0 vs, 22%4 )'mp1adenopat1' (=/ vs, 9%4 ast1enia (9* vs, 2:%4 decreased appetite 
(/9 vs, 9%4 1'per1idrosis (/1 vs, 9%4 )et1ar+' (2: vs, *%4 and ni+1t s2eats (19 vs, /%,

In ana)'ses of a)) unso)icited adverse events in (tud' 2 from #ose 1 up to t1e participant un&)indin+ date4 
:=,2< of stud' participants 1ad at )east 7 mont1s of fo))o2$up after #ose 2, Amon+ participants 1* t1rou+1 
:: 'ears of a+e 21o received at )east one dose of stud' vaccine4 12499: of 21om received COMIRNATY and 
1/402* of 21om received p)ace&o4 unso)icited adverse events 2ere reported &' 74/9* (//,=<% participants in 
t1e COMIRNATY +roup and 241/* (1*,7<% participants in t1e p)ace&o +roup, In a simi)ar ana)'sis in 
participants :* 'ears of a+e and o)der t1at inc)uded =49/1 COMIRNATY recipients and =4=9: 
p)ace&o recipients4 unso)icited adverse events 2ere reported &' 24::1 (2=,*<% participants in t1e COMIRNATY
+roup and 147/2 (1*,1<% participants in t1e p)ace&o +roup, Amon+ participants 2it1 confirmed sta&)e LIV 
infection t1at inc)uded 100 COMIRNATY recipients and 100 p)ace&o recipients4 unso)icited adverse events
2ere reported &' 29 (29<% participants in t1e COMIRNATY +roup and 1: (1:<% participants in t1e p)ace&o 
+roup, T1e 1i+1er freHuenc' of reported unso)icited adverse events amon+ COMIRNATY recipients compared 
to p)ace&o recipients 2as primari)' attri&uted to events t1at are consistent 2it1 adverse reactions so)icited 
amon+ participants in t1e reacto+enicit' su&set (Ta&)e / and Ta&)e 7%,  

T1rou+1out t1e p)ace&o$contro))ed safet' fo))o2$up period4 Ge))Rs pa)s' (facia) para)'sis% 2as reported &' 
7 participants in t1e COMIRNATY +roup and 2 participants in t1e p)ace&o +roup, Onset of facia) para)'sis 2as 
#a' /9 after #ose 1 (participant did not receive #ose 2% and #a's /4 94 and 7= after #ose 2, In t1e p)ace&o 
+roup t1e onset of facia) para)'sis 2as #a' /2 and #a' 102, Current)' avai)a&)e information is insufficient to 
determine a causa) re)ations1ip 2it1 t1e vaccine, In t1e ana)'sis of &)inded4 p)ace&o$contro))ed fo))o2$up4 t1ere 



1/

2ere no ot1er nota&)e patterns or numerica) im&a)ances &et2een treatment +roups for specific cate+ories of 
non$serious adverse events (inc)udin+ ot1er neuro)o+ic or neuro$inf)ammator'4 and t1rom&otic events% t1at 
2ou)d su++est a causa) re)ations1ip to COMIRNATY, In t1e ana)'sis of un&)inded fo))o2$up4 t1ere 2ere no 
nota&)e patterns of specific cate+ories of non$serious adverse events t1at 2ou)d su++est a causa) re)ations1ip to 
COMIRNATY,

Serious �d�erse ��e�ts

In (tud' 24 amon+ participants 1* t1rou+1 :: 'ears of a+e 21o 1ad received at )east 1 dose of vaccine or 
p)ace&o (COMIRNATY O12499:E p)ace&o O 1/402*%4 serious adverse events from #ose 1 up to t1e participant 
un&)indin+ date in on+oin+ fo))o2$up 2ere reported &' 10/ (0,=<% COMIRNATY recipients and 119 (0,9<% 
p)ace&o recipients, In a simi)ar ana)'sis4 in participants :* 'ears of a+e and o)der (COMIRNATY O =49/1E
p)ace&o O =4=9:%4 serious adverse events 2ere reported &' 1*: (1,=<% COMIRNATY recipients and 1:1 (1,9<% 
p)ace&o recipients 21o received at )east 1 dose of COMIRNATY or p)ace&o4 respective)', In t1ese ana)'ses4 
:=,2< of stud' participants 1ad at )east 7 mont1s of fo))o2$up after #ose 2, Amon+ participants 2it1 confirmed 
sta&)e LIV infection serious adverse events from #ose 1 up to t1e participant un&)indin+ date in on+oin+ 
fo))o2$up 2ere reported &' 2 (2<% COMIRNATY recipients and 2 (2<% p)ace&o recipients, 

In t1e ana)'sis of &)inded4 p)ace&o$contro))ed fo))o2$up4 t1ere 2ere no nota&)e patterns &et2een treatment 
+roups for specific cate+ories of serious adverse events (inc)udin+ neuro)o+ic4 neuro$inf)ammator'4 and 
t1rom&otic events% t1at 2ou)d su++est a causa) re)ations1ip to COMIRNATY, In t1e ana)'sis of un&)inded 
fo))o2$up4 t1ere 2ere no nota&)e patterns of specific cate+ories of serious adverse events t1at 2ou)d su++est a 
causa) re)ations1ip to COMIRNATY,

?'6 Post#arIeting EC(erience 

T1e fo))o2in+ adverse reactions 1ave &een identified durin+ postmar3etin+ use of COMIRNATY4 inc)udin+ 
under >mer+enc' ?se Aut1orization, Gecause t1ese reactions are reported vo)untari)' from a popu)ation of 
uncertain size4 it is not a)2a's possi&)e to re)ia&)' estimate t1eir freHuenc' or esta&)is1 a causa) re)ations1ip to 
vaccine e6posure,

Cardiac #isordersF m'ocarditis4 pericarditis
@astrointestina) #isordersF diarr1ea4 vomitin+
Immune ('stem #isordersF severe a))er+ic reactions4 inc)udin+ anap1')a6is4 and ot1er 1'persensitivit' reactions 
(e,+,4 ras14 pruritus4 urticaria4 an+ioedema%
Muscu)os3e)eta) and Connective Tissue #isordersF pain in e6tremit' (arm%

: 4SE IN SPECIFIC POP4LATIONS

:'/ Pregnanc%

T1ere is a pre+nanc' e6posure re+istr' t1at monitors pre+nanc' outcomes in 2omen e6posed to COMIRNATY 
durin+ pre+nanc', Iomen 21o are vaccinated 2it1 COMIRNATY durin+ pre+nanc' are encoura+ed to enro)) 
in t1e re+istr' &' visitin+ 1ttpsFKKmot1erto&a&',or+Kon+oin+$stud'Kcovid19$vaccinesK,

Ris3 (ummar'

A)) pre+nancies 1ave a ris3 of &irt1 defect4 )oss4 or ot1er adverse outcomes, In t1e ?( +enera) popu)ation4 t1e 
estimated &ac3+round ris3 of ma.or &irt1 defects and miscarria+e in c)inica))' reco+nized pre+nancies is 2< to 

https://mothertobaby.org/ongoing-study/covid19-vaccines/
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7< and 1:< to 20<4 respective)', Avai)a&)e data on COMIRNATY administered to pre+nant 2omen are 
insufficient to inform vaccine$associated ris3s in pre+nanc',

A deve)opmenta) to6icit' stud' 1as &een performed in fema)e rats administered t1e eHuiva)ent of a sin+)e 
1uman dose of COMIRNATY on 7 occasionsE t2ice prior to matin+ and t2ice durin+ +estation, T1ese studies 
revea)ed no evidence of 1arm to t1e fetus due to t1e vaccine �see ��i �l ��t��,

#ata

��i �l ��t�

In a deve)opmenta) to6icit' stud'4 0,0* m0 of a vaccine formu)ation containin+ t1e same Huantit' of 
nuc)eoside$modified messen+er ri&onuc)eic acid (mRNA% (/0 mc+% and ot1er in+redients inc)uded in a sin+)e 
1uman dose of COMIRNATY 2as administered to fema)e rats &' t1e intramuscu)ar route on 7 occasionsF 21 
and 17 da's prior to matin+4 and on +estation da's 9 and 20, No vaccine$re)ated adverse effects on fema)e 
ferti)it'4 feta) deve)opment4 or postnata) deve)opment 2ere reported in t1e stud',  

:'6 Lactation 

Ris3 (ummar'

It is not 3no2n 21et1er COMIRNATY is e6creted in 1uman mi)3, #ata are not avai)a&)e to assess t1e effects of 
COMIRNATY on t1e &reastfed infant or on mi)3 productionKe6cretion, T1e deve)opmenta) and 1ea)t1 &enefits 
of &reastfeedin+ s1ou)d &e considered a)on+ 2it1 t1e mot1erRs c)inica) need for COMIRNATY and an' 
potentia) adverse effects on t1e &reastfed c1i)d from COMIRNATY or from t1e under)'in+ materna) condition, 
-or preventive vaccines4 t1e under)'in+ materna) condition is suscepti&i)it' to disease prevented &' t1e vaccine,

:'; Pediatric 4se

(afet' and effectiveness of COMIRNATY in individua)s 1* t1rou+1 19 'ears of a+e is &ased on safet' and 
effectiveness data in t1is a+e +roup and in adu)ts [see �d�erse !e��tio�s ��� ��d "li�i��l Studies ��#$���,

T1e safet' and effectiveness of COMIRNATY in individua)s 'oun+er t1an 1* 'ears of a+e 1ave not &een 
esta&)is1ed,

:'= Geriatric 4se

Of t1e tota) num&er of COMIRNATY recipients in (tud' 2 as of Marc1 1/4 2021 (N O 22402*%4 
20,9< (n O 74::2% 2ere *: 'ears of a+e and o)der and 7,2< (n O 92:% 2ere 9: 'ears of a+e and o)der [see 
"li�i��l Studies ��#$���, No overa)) differences in safet' or effectiveness 2ere o&served &et2een t1ese 
recipients and 'oun+er recipients,

// -ESCRIPTION 

COMIRNATY (COVI#$19 Vaccine4 mRNA% is a steri)e suspension for in.ection for intramuscu)ar use, 
COMIRNATY is supp)ied as a frozen suspension in mu)tip)e dose via)sE eac1 via) must &e di)uted 2it1 1,= m0 
of steri)e 0,9< (odium C1)oride In.ection4 ?(8 prior to use to form t1e vaccine, >ac1 dose of COMIRNATY
contains /0 mc+ of a nuc)eoside$modified messen+er RNA (mRNA% encodin+ t1e vira) spi3e ((% +)'coprotein 
of (AR($CoV$2, 



1:

>ac1 0,/ m0 dose of t1e COMIRNATY a)so inc)udes t1e fo))o2in+ in+redientsF )ipids (0,7/ m+ 
((7$1'dro6'&ut')%azanedi')%&is(1e6ane$*41$di')%&is(2$1e6')decanoate%4 0,0: m+ 2$(po)'et1')ene 
+)'co) 2000%$N4N$ditetradec')acetamide4 0,09 m+ 142$distearo')$sn$+)'cero$/$p1osp1oc1o)ine4 and 0,2 m+ 
c1o)estero)%4 0,01 m+ potassium c1)oride4 0,01 m+ mono&asic potassium p1osp1ate4 0,/* m+ sodium c1)oride4 
0,09 m+ di&asic sodium p1osp1ate di1'drate4 and * m+ sucrose, T1e di)uent (0,9< (odium C1)oride In.ection4 
?(8% contri&utes an additiona) 2,1* m+ sodium c1)oride per dose,

COMIRNATY does not contain preservative, 

T1e via) stoppers are not made 2it1 natura) ru&&er )ate6, 

/6 CLINICAL PHARMACOLOG$

/6'/ Mechanis# of Action

T1e nuc)eoside$modified mRNA in COMIRNATY is formu)ated in )ipid partic)es4 21ic1 ena&)e de)iver' of t1e 
mRNA into 1ost ce))s to a))o2 e6pression of t1e (AR($CoV$2 ( anti+en, T1e vaccine e)icits an immune 
response to t1e ( anti+en4 21ic1 protects a+ainst COVI#$19,

/< NONCLINICAL TOBICOLOG$

/<'/ Carcinogenesis1 Mutagenesis1 I#(air#ent of Fertilit%

COMIRNATY 1as not &een eva)uated for t1e potentia) to cause carcino+enicit'4 +enoto6icit'4 or impairment of 
ma)e ferti)it', In a deve)opmenta) to6icit' stud' in rats 2it1 COMIRNATY t1ere 2ere no vaccine$re)ated 
effects on fema)e ferti)it' [see %se i� Spe�i&i� 'opul�tio�s �($���,

/; CLINICAL ST4-IES

>fficac' in 8articipants 1* Years of A+e and O)der

(tud' 2 is an on+oin+4 mu)ticenter4 mu)tinationa)4 randomized4 p)ace&o$contro))ed4 o&server$&)ind4 dose$findin+4 
vaccine candidateSse)ection4 and efficac' stud' in participants 12 'ears of a+e and o)der, Randomization 2as 
stratified &' a+eF 12 t1rou+1 1: 'ears of a+e4 1* t1rou+1 :: 'ears of a+e4 or :* 'ears of a+e and o)der4 2it1 a 
minimum of 70< of participants in t1e ;:*$'ear stratum, T1e stud' e6c)uded participants 21o 2ere 
immunocompromised and t1ose 21o 1ad previous c)inica) or micro&io)o+ica) dia+nosis of COVI#$19, 
8articipants 2it1 pree6istin+ sta&)e disease4 defined as disease not reHuirin+ si+nificant c1an+e in t1erap' or 
1ospita)ization for 2orsenin+ disease durin+ t1e * 2ee3s &efore enro))ment4 2ere inc)uded as 2ere participants 
2it1 3no2n sta&)e infection 2it1 LIV4 1epatitis C virus (LCV%4 or 1epatitis G virus (LGV%, 

In (tud' 24 &ased on data accrued t1rou+1 Marc1 1/4 20214 appro6imate)' 774000 participants 1* 'ears of a+e 
and o)der 2ere randomized eHua))' and received 2 doses of COMIRNATY or p)ace&o, 8articipants are p)anned 
to &e fo))o2ed for up to 27 mont1s4 for assessments of safet' and efficac' a+ainst COVI#$19, 

Overa))4 amon+ t1e tota) participants 21o received COMIRNATY or p)ace&o4 :1,7< or :0,/< 2ere ma)e and 
7=,*< or 79,9< 2ere fema)e4 99,1< or 99,2< 2ere 1* t1rou+1 *7 'ears of a+e4 20,9< or 20,=< 2ere *: 'ears 
of a+e and o)der4 =1,9< or =2,1< 2ere I1ite4 9,:< or 9,*< 2ere G)ac3 or African American4 1,0< or 0,9< 
2ere American Indian or A)as3a Native4 7,7< or 7,/< 2ere Asian4 0,/< or 0,2< Native La2aiian or ot1er 
8acific Is)ander4 2:,*< or 2:,7< 2ere LispanicK0atino4 9/,9< or 97,1< 2ere non$LispanicK0atino4 0,:< or 
0,:< did not report et1nicit'4 7*,0< or 7:,9< 1ad comor&idities Bparticipants 21o 1ave 1 or more 
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comor&idities t1at increase t1e ris3 of severe COVI#$19 diseaseF defined as su&.ects 21o 1ad at )east one of t1e 
C1ar)son comor&idit' inde6 cate+or' or &od' mass inde6 (GMI% ;/0 3+Km2D4 respective)', T1e mean a+e at 
vaccination 2as 79,= or 79,9 'ears and median a+e 2as :1,0 or :1,0 in participants 21o received 
COMIRNATY or p)ace&o4 respective)', 

>fficac' A+ainst COVI#$19

T1e popu)ation for t1e ana)'sis of t1e protoco) pre$specified primar' efficac' endpoint inc)uded 
/*4*21 participants 12 'ears of a+e and o)der (1=4272 in t1e COMIRNATY +roup and 1=4/99 in t1e p)ace&o 
+roup% 21o did not 1ave evidence of prior infection 2it1 (AR($CoV$2 t1rou+1 9 da's after t1e second dose, 
T1e popu)ation in t1e protoco) pre$specified primar' efficac' ana)'sis inc)uded a)) participants 12 'ears of a+e 
and o)der 21o 1ad &een enro))ed from Tu)' 294 20204 and fo))o2ed for t1e deve)opment of COVI#$19 t1rou+1 
Novem&er 174 2020, 8articipants 1= t1rou+1 :: 'ears of a+e and :* 'ears of a+e and o)der &e+an enro))ment 
from Tu)' 294 20204 1* t1rou+1 19 'ears of a+e &e+an enro))ment from (eptem&er 1*4 20204 and 12 t1rou+1
1: 'ears of a+e &e+an enro))ment from Octo&er 1:4 2020, 

-or participants 2it1out evidence of (AR($CoV$2 infection prior to 9 da's after #ose 24 vaccine efficac'
a+ainst confirmed COVI#$19 occurrin+ at )east 9 da's after #ose 2 2as 9:,0< (9:< credi&)e interva)F 90,/4 
99,*%4 21ic1 met t1e pre$specified success criterion, T1e case sp)it 2as = COVI#$19 cases in t1e 
COMIRNATY +roup compared to 1*2 COVI#$19 cases in t1e p)ace&o +roup, 

T1e popu)ation for t1e updated vaccine efficac' ana)'sis inc)uded participants 1* 'ears of a+e and o)der 21o 
1ad &een enro))ed from Tu)' 294 20204 and fo))o2ed for t1e deve)opment of COVI#$19 durin+ &)inded 
p)ace&o$contro))ed fo))o2$up t1rou+1 Marc1 1/4 20214 representin+ up to * mont1s of fo))o2$up after #ose 2, 
T1ere 2ere 12499* (*0,=<% participants in t1e COMIRNATY +roup and 124779 (:=,9<% in t1e p)ace&o +roup 
fo))o2ed for ;7 mont1s after #ose 2 in t1e &)inded p)ace&o$contro))ed fo))o2$up period,

(AR($CoV$2 variants of concern identified from COVI#$19 cases in t1is stud' inc)ude G,1,1,9 (A)p1a% and 
G,1,/:1 (Geta%, Representation of identified variants amon+ cases in vaccine versus p)ace&o recipients did not 
su++est decreased vaccine effectiveness a+ainst t1ese variants,

T1e updated vaccine efficac' information is presented in Ta&)e :,

Ta)le =5 ,accine Efficac% D First CO,I-./0 Occurrence Fro# > -a%s After -ose 61 )% Age 
Su)grou( D Partici(ants /? $ears of Age and Older 8ithout E&idence of Infection and 
Partici(ants 8ith or 8ithout E&idence of Infection Prior to > -a%s After -ose 6 D E&alua)le 
Efficac% +> -a%s2 Po(ulation -uring the Place)o.Controlled FolloF.u( Period

First CO,I-./0 occurrence fro# > da%s after -ose 6 in (artici(ants Fithout e&idence of (rior 
SARS.Co,.6 infectionA

Su)grou(

COMIRNAT$
NaG/0100<

Cases
n/)

Sur&eillance Ti#ec +n6d2

Place)o
NaG671//:

Cases
n/)

Sur&eillance Ti#ec +n6d2
,accine Efficac% H

+0=H CIe2

A)) participantsf
99

*,092 (194911%
=//

:,=:9 (194971%
91,1

(==,=4 9/,1%

1* t1rou+1 *7 'ears
90

7,=:9 (1:4:19%
909

7,*:7 (1:4:1:%
90,:

(=9,94 92,9%

*: 'ears and o)der
9

1,2// (7192%
127

1,202 (722*%
97,:

(==,/4 99,=%
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First CO,I-./0 occurrence fro# > da%s after -ose 6 in (artici(ants Fith or FithoutA e&idence of (rior 
SARS.Co,.6 infection

Su)grou(

COMIRNAT$
NaG6/17;>

Cases
n/)

Sur&eillance Ti#ec +n6d2

Place)o
NaG6/16/7

Cases
n/)

Sur&eillance Ti#ec +n6d2
,accine Efficac% H

+0=H CIe2

A)) participants
=1

*,/70 (204://%
=:7

*,110 (204:9:%
90,9

(==,:4 92,=%

1* t1rou+1 *7 'ears
97

:,09/ (1*421=%
92*

7,=99 (1*42*9%
90,2

(=9,:4 92,7%

*: 'ears and o)der
9

1,2*9 (7/1:%
12=

1,2/2 (7/2*%
97,9

(==,94 99,9%
NoteF Confirmed cases 2ere determined &' Reverse Transcription$8o)'merase C1ain Reaction (RT$8CR% and at )east 1 s'mptom 
consistent 2it1 COVI#$19 (s'mptoms inc)udedF feverE ne2 or increased cou+1E ne2 or increased s1ortness of &reat1E c1i))sE ne2 or 
increased musc)e painE ne2 )oss of taste or sme))E sore t1roatE diarr1eaE vomitin+%,
A 8articipants 21o 1ad no evidence of past (AR($CoV$2 infection (i,e,4 N$&indin+ anti&od' BserumD ne+ative at Visit 1 and 

(AR($CoV$2 not detected &' NAAT Bnasa) s2a&D at Visits 1 and 2%4 and 1ad ne+ative NAAT (nasa) s2a&% at an' unsc1edu)ed visit 
prior to 9 da's after #ose 2 2ere inc)uded in t1e ana)'sis,

a, N O Num&er of participants in t1e specified +roup, 
&, n1 O Num&er of participants meetin+ t1e endpoint definition,
c, Tota) survei))ance time in 1000 person$'ears for t1e +iven endpoint across a)) participants 2it1in eac1 +roup at ris3 for t1e endpoint, 

Time period for COVI#$19 case accrua) is from 9 da's after #ose 2 to t1e end of t1e survei))ance period,
d, n2 O Num&er of participants at ris3 for t1e endpoint,
e, T2o$sided confidence interva) (CI% for vaccine efficac' is derived &ased on t1e C)opper and 8earson met1od ad.usted to t1e 

survei))ance time,

(u&+roup ana)'ses of vaccine efficac' (a)t1ou+1 )imited &' sma)) num&ers of cases in some su&+roups% did not 
su++est meanin+fu) differences in efficac' across +enders4 et1nic +roups4 +eo+rap1ies4 or for participants 2it1 
o&esit' or medica) comor&idities associated 2it1 1i+1 ris3 of severe COVI#$19,

>fficac' A+ainst (evere COVI#$19

>fficac' ana)'ses of secondar' efficac' endpoints supported &enefit of COMIRNATY in preventin+ severe 
COVI#$19, Vaccine efficac' a+ainst severe COVI#$19 is presented on)' for participants 2it1 or 2it1out prior 
(AR($CoV$2 infection (Ta&)e *% as t1e COVI#$19 case counts in participants 2it1out prior (AR($CoV$2 
infection 2ere t1e same as t1ose in participants 2it1 or 2it1out prior (AR($CoV$2 infection in &ot1 t1e 
COMIRNATY and p)ace&o +roups, 
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Ta)le ?5 ,accine Efficac% D First Se&ere CO,I-./0 Occurrence in Partici(ants /? $ears of Age and 
Older 8ith or 8ithoutA Prior SARS.Co,.6 Infection Based on ProtocolJ or Centers for 
-isease Control and Pre&ention +C-C2K -efinition Fro# > -a%s After -ose 6 D E&alua)le 
Efficac% +> -a%s2 Po(ulation -uring the Place)o.Controlled FolloF.u(

,accine Efficac% D First Se&ere CO,I-./0 Occurrence
COMIRNAT$

Cases
n/a

Sur&eillance Ti#e) +n6c2

Place)o
Cases
n/a

Sur&eillance Ti#e) +n6c2
,accine Efficac% H

+0=H CId2

9 da's after #ose 2d
1

*,/:/ (204:70%
21

*,2/9 (204*29%
9:,/

(90,94 99,9%
,accine Efficac% D First Se&ere CO,I-./0 Occurrence Based on C-C -efinition

COMIRNAT$
Cases

n/a

Sur&eillance Ti#e) +n6c2

Place)o
Cases

n/a

Sur&eillance Ti#e) +n6c2
,accine Efficac% H

+0=H CId2

9 da's after #ose 2d
�

*,/7: (204:1/%
/1

*,22: (204:9/%
100

(=9,*4 100,0%
NoteF Confirmed cases 2ere determined &' Reverse Transcription$8o)'merase C1ain Reaction (RT$8CR% and at )east 1 s'mptom 
consistent 2it1 COVI#$19 (s'mptoms inc)udedF feverE ne2 or increased cou+1E ne2 or increased s1ortness of &reat1E c1i))sE ne2 or 
increased musc)e painE ne2 )oss of taste or sme))E sore t1roatE diarr1eaE vomitin+%,
A 8articipants 21o 1ad no evidence of past (AR($CoV$2 infection (i,e,4 N$&indin+ anti&od' BserumD ne+ative at Visit 1 and 

(AR($CoV$2 not detected &' NAAT Bnasa) s2a&D at Visits 1 and 2%4 and 1ad ne+ative NAAT (nasa) s2a&% at an' unsc1edu)ed visit 
prior to 9 da's after #ose 2 2ere inc)uded in t1e ana)'sis,

U (evere i))ness from COVI#$19 is defined in t1e protoco) as confirmed COVI#$19 and presence of at )east 1 of t1e fo))o2in+F 
� C)inica) si+ns at rest indicative of severe s'stemic i))ness (respirator' rate ;/0 &reat1s per minute4 1eart rate ;12: &eats per 

minute4 saturation of o6'+en P9/< on room air at sea )eve)4 or ratio of arteria) o6'+en partia) pressure to fractiona) inspired 
o6'+en M/00 mm L+%E 

� Respirator' fai)ure Bdefined as needin+ 1i+1$f)o2 o6'+en4 noninvasive venti)ation4 mec1anica) venti)ation or e6tracorporea) 
mem&rane o6'+enation (>CMO%DE

� >vidence of s1oc3 (s'sto)ic &)ood pressure M90 mm L+4 diasto)ic &)ood pressure M*0 mm L+4 or reHuirin+ vasopressors%E 
� (i+nificant acute rena)4 1epatic4 or neuro)o+ic d'sfunctionE
� Admission to an Intensive Care ?nitE
� #eat1,

V (evere i))ness from COVI#$19 as defined &' C#C is confirmed COVI#$19 and presence of at )east 1 of t1e fo))o2in+F 
� Lospita)izationE 
� Admission to t1e Intensive Care ?nitE
� Intu&ation or mec1anica) venti)ationE
� #eat1,

a, n1 O Num&er of participants meetin+ t1e endpoint definition, 
&, Tota) survei))ance time in 1000 person$'ears for t1e +iven endpoint across a)) participants 2it1in eac1 +roup at ris3 for t1e endpoint, 

Time period for COVI#$19 case accrua) is from 9 da's after #ose 2 to t1e end of t1e survei))ance period,
c, n2 O Num&er of participants at ris3 for t1e endpoint,
d, T2o$side confidence interva) (CI% for vaccine efficac' is derived &ased on t1e C)opper and 8earson met1od ad.usted to t1e 

survei))ance time,

/? HO8 S4PPLIE-@STORAGE AN- HAN-LING 

COMIRNATY (uspension for Intramuscu)ar In.ection4 Mu)tip)e #ose Via)s are supp)ied in a carton containin+ 
2: mu)tip)e dose via)s (N#C 00*9$1000$0/% or 19: mu)tip)e dose via)s (N#C 00*9$1000$02%, A 0,9< (odium 
C1)oride In.ection4 ?(8 di)uent is provided &ut s1ipped separate)'4 and s1ou)d &e stored at contro))ed room 
temperature 20JC to 2:JC (*=J- to 99J-% Bsee ?(8 Contro))ed Room TemperatureD, T1e provided 0,9< (odium 
C1)oride In.ection4 ?(8 di)uent 2i)) &e supp)ied eit1er as cartons of 10 m0 sin+)e$use via)s manufactured &' 
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Lospira4 Inc (N#C 0709$7===$10%4 or 2 m0 sin+)e$use via)s manufactured &' -resenius 5a&i ?(A4 00C 
(N#C *//2/$1=*$02%,

After di)ution4 1 via) contains * doses of 0,/ m0, 

#urin+ stora+e4 minimize e6posure to room )i+1t4 and avoid e6posure to direct sun)i+1t and u)travio)et )i+1t,

#o not refreeze t1a2ed via)s,

-rozen Via)s 8rior to ?se

Cartons of COMIRNATY Mu)tip)e #ose Via)s arrive in t1erma) containers 2it1 dr' ice, Once received4 remove 
t1e via) cartons immediate)' from t1e t1erma) container and prefera&)' store in an u)tra$)o2 temperature freezer 
&et2een $90CC to $*0CC ($1/0C- to $9*C-% unti) t1e e6pir' date printed on t1e )a&e), A)ternative)'4 via)s ma' &e 
stored at $2:JC to $1:JC ($1/J- to :J-% for up to 2 2ee3s, Via)s must &e 3ept frozen and protected from )i+1t4 in 
t1e ori+ina) cartons4 unti) read' to use, Via)s stored at $2:JC to $1:JC ($1/J- to :J-% for up to 2 2ee3s ma' &e 
returned 1 time to t1e recommended stora+e condition of $90CC to $*0CC ($1/0C- to $9*C-%, Tota) cumu)ative 
time t1e via)s are stored at $2:JC to $1:JC ($1/J- to :J-% s1ou)d &e trac3ed and s1ou)d not e6ceed 2 2ee3s,

If an u)tra$)o2 temperature freezer is not avai)a&)e4 t1e t1erma) container in 21ic1 COMIRNATY arrives ma' 
&e used as temporar' stora+e 21en consistent)' re$fi))ed to t1e top of t1e container 2it1 dr' ice, Refer to t1e 
re$icin+ +uide)ines pac3ed in t1e ori+ina) t1erma) container for instructions re+ardin+ t1e use of t1e t1erma) 
container for temporar' stora+e, T1e t1erma) container maintains a temperature ran+e of $90CC to $*0CC ($1/0C- 
to $9*C-%, (tora+e of t1e via)s &et2een $9*JC to $*0JC ($171J- to $9*J-% is not considered an e6cursion from 
t1e recommended stora+e condition, 

Transportation of -rozen Via)s

If )oca) redistri&ution is needed and fu)) cartons containin+ via)s cannot &e transported at $90JC to $*0JC 
($1/0J- to $9*J-%4 via)s ma' &e transported at $2:JC to $1:JC ($1/J- to :J-%, An' 1ours used for transport 
at $2:JC to $1:JC ($1/J- to :J-% count a+ainst t1e 2$2ee3 )imit for stora+e at $2:JC to $1:JC ($1/J- to :J-%,
-rozen via)s transported at $2:JC to $1:JC ($1/J- to :J-% ma' &e returned 1 time to t1e recommended stora+e 
condition of $90CC to $*0CC ($1/0C- to $9*C-%,

T1a2ed Via)s Gefore #i)ution

)*�wed %�der !e&ri�er�tio�

T1a2 and t1en store undi)uted via)s in t1e refri+erator B2CC to =CC (/:C- to 7*C-%D for up to 1 mont1, A carton of 
2: via)s or 19: via)s ma' ta3e up to 2 or / 1ours4 respective)'4 to t1a2 in t1e refri+erator4 21ereas a fe2er 
num&er of via)s 2i)) t1a2 in )ess time, 

)*�wed �t !oo  )e per�ture

-or immediate use4 t1a2 undi)uted via)s at room temperature Bup to 2:CC (99C-%D for /0 minutes, T1a2ed via)s 
can &e 1and)ed in room )i+1t conditions, 

Via)s must reac1 room temperature &efore di)ution,
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?ndi)uted via)s ma' &e stored at room temperature for no more t1an 2 1ours,

Transportation of T1a2ed Via)s

Avai)a&)e data support transportation of 1 or more t1a2ed via)s at 2JC to =JC (/:J- to 7*J-% for up to 12 1ours, 

Via)s After #i)ution

After di)ution4 store via)s &et2een 2JC to 2:JC (/:J- to 99J-% and use 2it1in * 1ours from t1e time of di)ution, 
#urin+ stora+e4 minimize e6posure to room )i+1t4 and avoid e6posure to direct sun)i+1t and u)travio)et )i+1t, 
An' vaccine remainin+ in via)s must &e discarded after * 1ours, #o not refreeze,

/> PATIENT CO4NSELING INFORMATION

Inform vaccine recipient of t1e potentia) &enefits and ris3s of vaccination 2it1 COMIRNATY,

Inform vaccine recipient of t1e importance of comp)etin+ t1e t2o dose vaccination series,

T1ere is a pre+nanc' e6posure re+istr' for COMIRNATY, >ncoura+e individua)s e6posed to COMIRNATY 
around t1e time of conception or durin+ pre+nanc' to re+ister &' visitin+ 1ttpsFKKmot1erto&a&',or+Kon+oin+$
stud'Kcovid19$vaccinesK,

Advise vaccine recipient to report an' adverse events to t1eir 1ea)t1care provider or to t1e Vaccine Adverse 
>vent Reportin+ ('stem at 1$=00$=22$99*9 and 222,vaers,11s,+ov,

T1is productRs )a&e)in+ ma' 1ave &een updated, -or t1e most recent prescri&in+ information4 p)ease visit
1ttpsFKKdai)'med,n)m,ni1,+ovKdai)'medK,

Manufactured for
GioNTec1 Manufacturin+ @m&L 
An der @o)d+ru&e 12
::1/1 Mainz4 @erman'

Manufactured &'
8fizer Inc,4 Ne2 Yor34 NY 10019 
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https://dailymed.nlm.nih.gov/dailymed/
http://www.vaers.hhs.gov/
https://mothertobaby.org/ongoing-study/covid19-vaccines/
https://mothertobaby.org/ongoing-study/covid19-vaccines/

