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Reactions and health impact events reported at least once in days 0-7 after Pfizer-
BioNTech vaccination for children and adolescents ages 5-11 and 12-15 years,* by dose

88 1 2022.1.5 ACIP Meeting
Safety monitoring of COVID-19 vaccine
among children and young adults in v-safe
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* The dosage for children ages 5-11 years (10 ug) is smaller than that recommended for persons ages 212 years (30 pg).
Includes 77,747 participants who completed at least one survey in the first week after dose 2, data as of December 19, 2021 18
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88 : 2022.1.5 ACIP Meeting
COVID-19 vaccine safety updates:

. spe J1F Pl Primary series in children and
Reporting rates of myocarditis (per 1 million doses administered) after adolestents agess. 11 and 12.15

Pfizer-BioNTech COVID-19 vaccination, 7-day risk interval*® years, andbooster dosesin
adolescents ages 16.24 years

Males Females
Age group Dose 1 Dose 2 Dose 1 Dose 2
5-11years 0.0 4.3 Not calculated” 2.0
12-15 years 4.8 45.7 1.0 3.8
e o erencey | OL | 702 0.0 -

= 37,810,998 total doses 1 and 2 of vaccine administered*

= Reporting rates exceed background incidence (peach shaded cells) 8

* Males: after dose 1 (ages 12—15 and 16—17 years) and after dose 2 (ages 5—11, 12—-15, and 16—17 years)
* Females: after dose 2 (ages 12—15 and 16-17 years)
* Reporting rates among males substantially lower among ages 5—11 vs. 12—-15 and 16-17 years

* Reports of myocarditis after doses 1 and 2 of Pfizer-BioNTech COVID-19 vaccine during a 7-day risk interval after vaccination (as of Dec 19, 2021); reports verified to meet case
definition by healthcare provider interview and/or medical record review.

T Too faw reports of females ages 5-11 years to calculate a stable rate.

* Children ages 5-11 years vaccinated Nov 3-Dec 19, 2021, children and adolescents ages 12-15 years vaccinated May 12-Dec 19, 2021,

% An estimated 1-10 cases of myocarditis per 100,000 parson years occurs among people in the United States, regardless of vaccination status; adjusted for the 7-day risk period, this
estimated background is 0.2 to 1.9 per 1 million person 7-day risk period.
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2020518 - 2021548 (CHLT. COVID-19
Registry Japan (COVIREGI-IP)*(TE&#FE NIz 15m I L45mFK
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N=187 A N=935 A

1A (0.1%) 4\ (0.4%)
EP%E - £n3 18 A (9.6%) 46\ (4.9%) 0. 0155

2 1HIE1% (0.1%) . FFEIR4% (0.4%) ;p=1.0

3 §FIF : 184 (9.6%) . FEiFi® : 46%
(4.9%) ;p=0.0155
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B3 HUTF2DDEETT MO ; OIHEENLDESRME (BBH-1—5. JTARAIYRY. U)X, )\«4 TO—B5HER. BiPAR CPAP EFIQARKDERRINIAUTDED ;
1R £824E) 53, BEZREEAIE94%UT (BEAR) . MBNREERREE

1. Shoji K, Tsuzuki S, Akiyama T, et al. Clinical characteristics and outcomes of COVII® in pregnant women: a propensity score matched analysis of the data from the COVID-19 Registry Japan.
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Table 1| Vaccine effectiveness measures

}g—%ﬁg¥ 1 0 ’ 8 6 1 % \ S(EI- ,E‘EE¥ 1 O ’ 86 1 % b“ﬁg$ﬁ' én?:: (ﬁg¥;‘j\: (: Period Documented infection Symptomatic infection Hospitalization Severe disease

A=A = b 1-RR RD 1-—RR RD 1—RR RD 1—RR RD
EWFEPEQﬂE?’O#TEO DIDE%)J/H‘E26O/O\ EF',HH48°/0\ 4§'H‘H260/°) o (95%Cl)  (95%CD) (95% Cly (95% CI) (95%C  (95%Cl) (95% Cly (95% CIy
EfERED., WRBEFE LR UIEBRIMEX I TOmED Tho I, Days14-20 after 67% 309.22 66% 22359 3versus 02 2 versus 0

first dose (40-84%) (145.43-485.69) (32-86%) (82.44-361.63)
@%% BB&)J% Days 21-27 after  71% 157.30 76% 16.52 5 versus 02 0 versus 0?
first dose (33-94%) (41.42-285.23) (30-100%) (26.92-217.92)
67% [95%CI: 40-84] (#EHEENS514—-20818) Days7-S6after  96% 933.40 o7% 62170 89% 13228 1versus 0
second dose (89-100%) (685.60-1192.33) (91-100%) (433.68-847.26) (43-100%) (31.67-241.03)
% [33-94] (HIEHEEN'521- 278 s e — |
71% [33-94] (#EHEAEN 521 -27H%E) o e D D L L Dot e L S S s e B

96% [89-100] (2EIE#EN 57 -560%)
FIET IR

66% [32-86] (¥)EHEIENS14-208%)

76% [30-100] (#IOiEENS521-27H7%)

97% [91-100] (CEEEEHNS57-560%)
ATz

89% [43-100] (EEEENS7-56H%)

B 1 ARXSTIUIHITFTBADDNLRAT ZHDO ED, RIREHAEE S ERRIMEEEZRRTED . BROFHELH#I470HA) SIIALTWS,
B 2 FHEENS14—-208%. 21-27THEDARFHNRE LUEECFHIRICDONTIE. BB (IHBEF OV TN (S Z/h o felebER SN TLVRL,

1. Dagan N, BardaN, Biron-Shental T, et al. Effectiveness of the BNT162b2 mRNA COVH29 vaccine in pregnancy. Nat Med. 2021 47
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Shimabukuro et al 1 NEJM, 2021 v-safe
] MmRNA
KEDFHIBEET —RAS A XFT /A (v-safe*l)
NS, 2020F12H14H —2021FE2H28HOMAZTHEABI ICMRNAD 2 = Pregnant 7 Norpregnent

F> (D7A—1D0F>, EFILFHDUOFY) =iEELIZ16 A PR BTk Vasein, Do B Plae-BolTechVacine, Dose
— SARRODOIENR & FETIRT M Z RIS, DUOF AREEZOBIRICHEE 0 ]
(CDUTLEE U I ERZRA TR 70 70

o o
5 60 5 60
§ 50 § 507
s 407 S 401
35,691 2MDIHFNNKR LD Iz, HEBADRIRGFIUTD | © "
BDTHDOIT, 18: 18:
Pain Fatigue Headache Myalgia  Chills Fever Pain  Fatigue Headache Myalgia  Chills Fever
_ o C Moderna Vaccine, Dose 1 D Moderna Vaccine, Dose 2
EARNRBIRICDFEE/ Y —2(F. R EIFHIRZETEERT 1001 1001
E D 7_— 804 30
o 704 o 704
» —3 o - on -
BRI, BRR. IR, AIRENEEHEEDSZVEIRIE § o 5o
THoT £ 5] £ 5]
20 204
FICHEE S LEART, 2EIEEECKDZ < DEIRIEMNIRESN 10{ 1o]
7:_ o 0 Pain Fatigue Headache Myalgia  Chills Fever 0 Pain Fatigue Headache Myalgia  Chills Fever
Td:'d'_o\\ Dfﬂ% (3: Dfﬂ}ﬁ L/ t {/ \Td:{/ \g'l‘ﬂz étt/‘\‘t}%%ﬁgl}%‘ﬁﬁ(g% Figure 1. Most Frequent Local and Systemic Reactions Reported in the V-safe Surveillance System on the Day after mRNA Covid-19 Vaccination.
= fore — = Shown are solicited reactions in pregnant persons and nonpregnant women 16 to 54 years of age who received a messenger RNA (mRNA)
< A EE\% RAR mr %_\'\ %““ (3:/}\78:{’ \ t {’ \ 2 /J \érd:%‘:;b\ﬁij‘ coronavirus disease 2019 (Covid-19) vaccine — BNT162b2 (Pfizer-BioNTech) or mRNA-1273 (Moderna) — from December 14, 2020, to
@ 15“7‘: o February 28, 2021. The percentage of respondents was calculated among those who completed a day 1 survey, with the top events shown

of injection-site pain (pain), fatigue or tiredness (fatigue), headache, muscle or body aches (myalgia), chills, and fever or felt feverish (fever).

B 1 COCOMELIOOFDUF>TOTSLADEHICHRE L. AY— I A >Z2RAVWCERERHOBBINY — 1S XS XF A,
1. Shimabukuro TT, Kim SY, Myers TR, et al. Preliminary Findings of mMRNA Covi® Vaccine Safety in Pregnant Persons. NEngl J Med. 2021
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IFIRPODE (ST DIHEIOFTDIOFEEE. DIFORIEBEBEOIFRELENT, BEFXZ(ESCGALEDY XD DIE
MERHEZRDIEMNDEEDIREN DD,

Lipkind et al! MMWR, 2022

KEDVaccine Safety Datalink (VSD) (CHIE29 D
EEEHLRE 8 HERA(CHUVT. 20208E5H17H — 108248 (IR
M EHEESN. 202142821H-7A318(ICHENFE=N
TV 16-4985 DL 46,079 AN %k, FFRIO0FDoF> SGA
( J7 /l’*j—?:l:\ :Eg'} l/j_*j:\ _\7 otz \/*j:'j 09:\/) %?&*E ] TABLE 3. Preterm births, small-for-gestational-age births, and adjusted hazard ratios* among women receiving COVID-19 vaccine during
1= ﬂfﬂ'ﬁa':‘ EOIFS *}ﬁii @ﬂfﬂ% (CONT. EE %2 SG A 3 D& pregnancy compared with unvaccinated pregnant women — eight U.S. health care organizations,t December 15, 2020-July 22, 2021

Prevalence aHRS

QEEEIJI/EI\%J:ISEKZ bj::?é% I'E_Ig:lﬂ—\_ I\ﬁﬂ:%o Event No. of subjects (events per 100 live births) (95% CI)

Preterm birth"

. Full population 46,079 6.6 NA
. = —¥ Y ~ (* g ) \ No COVID-19 vaccines during pregnancy 36,015 7.0 Ref
DEDE{EP (L— ﬁ- :tj Dj_ljoa:/ i "% Fl:ﬁbg; % 1 IE“/X ﬁyCOVID 19 vaccine during pregnancy 10,064 4.9 0.91 {082—1,0m
mRNA vaccine, 1 dose 1,759 7.7 0.78 (0.66-0.93)
J:}§$§ L/ 7_ tfyﬁi@% ¥(gu—F0) D t 5 j 7— mRNA vaccine, 2 doses 7,881 43 0.97 (0.86-1.10)
Second trimester™* 3,668 6.4 1.05 (0.90-1.23)
Third trimester** 6,224 4.0 0.82 (0.72-0.94)
/100 Small-for-gestational-age at birthtt
( ) Full population 40,627 8.2 NA
No COVID-19 vaccines during pregnancy 31,699 8.2 Ref
g& . 4 . 9 [ Any COVID-19 vaccine during pregnancy 8,928 8.2 0.95 (0.87-1.03) ]
mRNA vaccine, 1 dose 1,576 8.2 0.92 (0.80-1.07)
SGA g . 8 2 mRNA vaccine, 2 doses 6,982 83 0.98 (0.89-1.08)
JUL . Second trimester** 3,226 8.6 1.00 (0.86-1.17)
Third trimester** 5,561 8.0 0.93 (0.85-1.02)

( )
B2 : 0.91 [95% CI: 0.82-1.01; p=0.06]

SGA!E : 0.95 [0.87-1.03; p=0.24]

PEUREARETS (FRHA. 1R2HA) . EAEEIERTERNE UITR#A(CEH
WCHE. BE. SGAR 'JXOiEEDI]tBEJ EZ DN DI,

B 1 small-for-gestational-age ; A% T (FHERMAENKEDOSEBANOCH T DTERAHARIBI A RFRE (L U110/ -t I ILKm ETE

B2 WHRITERMGCOHE B3 HIRFHITHREHNDRVZOETESNIAN DT

1. Lipkind HS, VazquezBenitez G, DeSilva M, et al. Receipt of COVH19 Vaccine During Pregnancy and Preterm or Smalfor-Gestational Age at Birth fi Eight Integrated Health Care Organizations,
United States, December 15, 202@July 22, 2021. MMWRMorb Mortal Wkly Rep. 2022 49
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AZOOKRIERT DI 7A T —HDIOF 2 ZRNWCEINEBEORIE TR EH65%. ETILFHDIDTIF>ZAN
J2IENER DRI TR (EHI69% TH O T LIBESNTULD,

Accorsietal 1 JAMA, 2022

202112H10H - 2022F 1A 1BHOHARIH. KE49M
4,666[iiz% (CHUV T, MEIRDH D 18 L (S U THTONARE N
R, REGIEOIZES. REEMEHZTB(CEREL. FIECHIT D
MRNAD O F VEIHEROBNMZ DT UIET A MRAT 4 TTH A
> DREHIXTEREAFT

REBI23,39141 (A= 0O>4k13,09861. 5-)LF4K10,29361).
XPER 46,7640 BT =Nz, 2EBEER 8 NBDELLEN, B
IEEE CSORIECH T DAY XL EBNE AT OBED TH D
7_:0

3 MRNA 4

)R : 0.16 [95% CI: 0.14-0.17]
(RAEFBHZIR : 84.5% [83.1-85.7])

$tA =200 : 0.34 [0.32-0.36]
(RFEFIHHR : 66.3% [64.3-68.1])

RBH. eEBR—DJIUF U EIEELULES
WDTHoz.
3

SREEA Y XLE(FATFD

X5)LFHK 1 0.17 [0.16-0.19] (FEAEFFNR : $983%)
MAZ=OO kK : 0.35[0.32-0.37]  (FEAEFEHERIR : $965%)

XF57)LFFK 1 0.13 [0.11-0.15] (RIAETFFHIRE : #I87%)
MA=OO> %k : 0.31 [0.28-0.34] (RAETBHIRE : $169%)

MRNA

Table 2. Association Between Omicron or Delta Symptomatic SARS-CoV-2 Infection and Prior mRNA COVID-19 Vaccination Among
Adults 18 Years or Older Tested in the Increasing Community Access to Testing Platform, December 10, 2021, to January 1, 2022

Total Total

SARS-CoV-2 test-positive test-negative OR(35%0)
Vaccine type evaluated variant cases controls Crude Adjusted” Qvalue®
3 Doses vs unvaccinated®
Any 3 doses of mRMA vaccine® Delta 5723 27308 0.063 (0.058-0.069) 0.065 (0.059-0.071)

Omicron 5853 27308 0.34(0.32-0.36) 0.33(0.31-0.35) =0
3 Doses of BNT-162b2° Delta 5508 10230 0.076 (0.069-0.084) 0.077 (0.070-0.086)

Omicron 4906 19239 0.36(0.34-0.39) 0.35(0.32-0.38) <001
3 Doses of MRNA-1273f Delta 5216 15395 0.045 (0.038-0.052) 0.045 (0.038-0.053)

Omicron 4143 15395 0.28(0.26-0.31) 0.28 (0.26-0.31) =001
3 vs 2 Doses™d
Any 3 doses of mRNA vaccine? Delta 5249 38043 0.16(0.14-0.17) 0.16(0.14-0.17)

Omicran 9686 38043 0.35(0.34-0.37) 0.34(0.32-0.36) S
3 Doses of BNT-162b2° Delta 3526 22581 0.17 (0.16-0.19) 0.17 (0.16-0.19)

Omicron 6208 22581 0.36(0.34-0.39) 0.35(0.32-0.37) oot
3 Doses of MRNA-1273f Delta 1670 14039 0.13(0.11-0.15) 0.13(0.11-0.15)

Omicran 3251 14039 0.32(0.29-0.35) 0.31(0.28-0.34) 001

B 1 XEREEUE (HHY) CREUTVIEBOER RSAIXL—RE

B2 DUTOMHAFENE3L27HIZED. (BNT162b2: J7AH—11DT0F >, mRNA-
1273 EFILFHTOF> . XXIXX: 1BBREIBICEBELEDIFY)
BNT162b2/BNT162b2, mRNA1273/mRNA-1273,

MRNA-1273/BNT162b2, BNT162b2/mRNA1273

B 3 BINEERINARROKRE

B 4 DUTOMHA»ENE21,70MZED. (BNT162b2: J7AH—11D0F >, mRNA-
1273 EFILFHDOF >, XXIXXIXX: 1EE2EE/-EIE(CEELEDOFY)
BNT162b2/BNT162b2/BNT162b2, mMRNAL1273/mRNA-1273/mRNA-1273,
BNT162b2/BNT162b2/mRNA 1273, mRNA1273/mRNA-1273/BNT162b2,
MRNA-1273/BNT162b2/BNT162b2, BNT162b2/mRNA1273/BNT162b2,
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TABLE 2. mRNA COVID-19 vaccine effectiveness* against laboratory-confirmed COVID-19-associated’ emergency department and urgent care
encounters and hospitalizations among adults aged >18 years, by number and timing of vaccine dosesS and vaccine product received —
VISION Network, 10 states, August 2021-January 20229

SARS-CoV-2 positive test result, VE,
Encounter/Predominant variant period/Vaccination status Total no. (%) %™ (95% CI)
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Delta predominant
Unvaccinated (Ref) 98,087 36,542 (37.2) —
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Omicron predominant
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Delta predominant
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Omicron predominant
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Any mRNA vaccine
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2T (Urgent Care; UQ ESD

1. Thompson MG, Natarajan K, Irving SA, et al. Effectiveness of a Third Dose of mMRNA Vaccines Against COVIDdAssociated EmergencyDepartment and Urgent Care Encounters and Hospitalizations60
Among Adults During Periods of Delta and Omicron Variant Predominance fi VISION Network, 10 States, August 2028January 2022. MMWR Morb Mortal Wkly Rep. 2022;71(4).
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2. COVID-19 vaccine surveillance report Week 5 UK Health Security Agency 2022/2/3
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https://www.cdc.gov/vaccines/covid-19/clinical-considerations/immunocompromised.html
https://www.hhs.gov/about/news/2021/09/24/statement-by-hhs-secretary-xavier-becerra-covid-19-vaccine-booster-doses.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html
https://www.fda.gov/media/152161/download
https://www.cdc.gov/media/releases/2021/p1021-covid-booster.html
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-takes-additional-actions-use-booster-dose-covid-19-vaccines
https://www.cdc.gov/media/releases/2022/s0104-Pfizer-Booster.html#:~:text=CDC%20Newsroom%20Releases-,CDC%20Recommends%20Pfizer%20Booster%20at%205%20Months%2C%20Additional,Dose%20for%20Certain%20Immunocompromised%20Children&text=Today%2C%20CDC%20is%20updating%20our,%2DBioNTech%20COVID%2D19%20Vaccine.
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https://www.gov.uk/government/publications/covid-19-response-autumn-and-winter-plan-2021/covid-19-response-autumn-and-winter-plan-2021
https://www.gov.uk/government/news/jcvi-issues-updated-advice-on-covid-19-booster-vaccination
https://www.nhs.uk/conditions/coronavirus-covid-19/coronavirus-vaccination/coronavirus-booster-vaccine/
https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-booster-vaccine-programme-for-winter-2021-to-2022/jcvi-statement-regarding-a-covid-19-booster-vaccine-programme-for-winter-2021-to-2022
https://www.gov.uk/government/news/jcvi-advice-on-covid-19-booster-vaccines-for-those-aged-18-to-39-and-a-second-dose-for-ages-12-to-15
https://www.gov.uk/government/news/all-adults-to-be-offered-covid-19-boosters-by-end-of-january
https://www.gov.uk/government/speeches/prime-ministers-address-to-the-nation-on-booster-jabs-12-december-2021
https://www.england.nhs.uk/2022/01/hundreds-of-thousands-of-teens-to-get-boosted-on-nhs-2/
https://www.gov.uk/government/publications/jcvi-statement-on-the-adult-covid-19-booster-vaccination-programme-and-the-omicron-variant/jcvi-statement-on-the-adult-covid-19-booster-vaccination-programme-and-the-omicron-variant-7-january-2022
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https://solidarites-sante.gouv.fr/IMG/pdf/dgs_urgent_90_rappel_vaccinal.pdf
https://www.has-sante.fr/jcms/p_3290614/fr/strategie-de-vaccination-contre-la-covid-19-place-d-un-rappel-par-le-vaccin-a-arnm-comirnaty
https://www.has-sante.fr/jcms/p_3283153/fr/covid-19-la-has-precise-les-populations-eligibles-a-une-dose-de-rappel-de-vaccin
https://solidarites-sante.gouv.fr/grands-dossiers/vaccin-covid-19/je-suis-un-particulier/dose-de-rappel-covid19
https://www.has-sante.fr/jcms/p_3306955/fr/covid-19-deux-recommandations-pour-contrer-omicron-et-ses-consequences
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https://www.zusammengegencorona.de/impfen/aufklaerung-zum-impftermin/auffrischungsimpfung/
https://www.reuters.com/world/europe/germany-still-working-recommendation-covid-19-booster-shot-2021-10-06/
https://www.rki.de/DE/Content/Kommissionen/STIKO/Empfehlungen/PM_2022-01-13.html
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https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/summary-september-10-2021-additional-dose-covid-19-vaccine-immunocompromised-following-1-2-dose-series.html
https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/statement-september-28-2021-booster-dose-long-term-care-residents-seniors-living-other-congregate-settings.html
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-covid-19-vaccines/recommendations-use-covid-19-vaccines-en.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-covid-19-vaccines/statement-guidance-booster-doses/summary/summary.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/guidance-booster-covid-19-vaccine-doses/guidance-booster-covid-19-vaccine-doses.pdf
https://www.ctvnews.ca/health/coronavirus/how-long-should-you-wait-for-your-third-covid-19-vaccine-dose-1.5722476
https://www.canada.ca/en/public-health/services/diseases/coronavirus-disease-covid-19/vaccines/how-vaccinated.html#a9
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https://extranet.who.int/pqweb/vaccines/covid-19-vaccines
https://cdn.who.int/media/docs/default-source/immunization/sage/2021/october/sage_oct2021_meetinghighlights.pdf?sfvrsn=3dcae610_11
https://news.un.org/en/story/2021/10/1102732
https://www.who.int/news/item/04-10-2021-interim-statement-on-booster-doses-for-covid-19-vaccination
https://www.who.int/publications/i/item/WHO-2019-nCoV-vaccines-SAGE_recommendation-BNT162b2-2021.1
https://www.who.int/publications/i/item/interim-recommendations-for-use-of-the-moderna-mrna-1273-vaccine-against-covid-19
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https://vaccination-info.eu/en/covid-19/covid-19-vaccines
https://www.ema.europa.eu/en/news/comirnaty-spikevax-ema-recommendations-extra-doses-boosters
https://www.ema.europa.eu/en/news/spikevax-ema-recommendation-booster
https://www.ema.europa.eu/en/news/ema-ecdc-recommendations-heterologous-vaccination-courses-against-covid-19

FE2oEBAERFERSTIEE - DOF2HRlE

(5 4E1826H) BEER

BEDOREFEDRWERY T TIL—F (5-6/%. 7-8%. 9-11r%) (WU TCHEIOQFIUF>OHIEBUEEEDRE
R (RFFuR) (2. FFIL—TTERRESEIE S 2.

|774ﬁ—ﬁﬁﬁ§ﬂ |

All 5-6 Years 7-8 Years O9-11 Years
10,000 A 1 1 I
| | |
. 1197.6 ! 1164.1 ; 1236.1 ! 1191.5
= 1,000 A z : I : : z
O I I I
- | | |
L 100 - : : :
= I I 1
o 10.1 | 10.0 ! | 10.3
S (R — : : J—
Z I I I
| | |
I I I
1 1 1 1 1
Day 1 1M PD2 Day 1 1M PD2 Dayl 1MPD2 Dayl 1MPD2
BNT162b2 10 ug BNT162b2 10 ug BNT162b2 10 ug BNT162b2 10 ug

NT50 = 50% neutralizing titers
1M PD2 =2[0liEHE 1 B

79



E2MEARFEESTHIERE - DUF DR
(5 4E1826H) BEER

FiITJIIL—T (5-6m%. 7-8%. 9-11m%) [CHIIHEIOFDIFUEBRORIGEMSESR (BAKRIE) F. &
JIL—TTHREZEL >z,

100%
80%
60%
40%
20%

0%

100%
80%
60%
40%
20%

0%

Mild

Redness

16.6%
m 4.6%

12.6% 15.0%
P B0% T 51%

B Moderate

Swelling

11.4%
-

10.6%

0,
S 3% T2 2.0%

2.8%

Severe B Grade 4

|774ﬁ—ﬁﬁﬁ§ﬂ |

Pain at Injection Site
76.3% 77.4%

32.3%

64.9%

32.0%

30.3%

10pg Pbo |10ug Pbo |10ug Pbo
5-6 7-8 9-11

20.0% 19.3% 17.3%
B 52% gm 55% B 55%

10pg Pbo |10ug Pbo |10ug Pbo

5-6 7-8 9-11
2.6%
14.1% 14.0% 16.7%
e 31% pggm 25% BN

10pg PbollOug PbollOug Pbo

5-6 7-8 9-11
71.9% 74.5%
63.2%
m B B
0
28.9% 32/0 26.5%
| ] —

10ug PbollOug PbollOpg Pbo
5-6 7-8 9-11

10ug Pbo |10ug Pbo |10ug Pbo
5-6 7-8 9-11

Redness and swelling severity definition: Mi | d =-2c@OModerate= >2-7cm, Severe=>7cm, Grade 4= necrosis
Pain at injection site severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization
Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049
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Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization
Vomiting severity definition: Mild=1-2 time in 24h; Moderate=>2times in 24h; Severe=Requires IV hydration; Grade 4=ER visit or hospitalization

Diarrhea severity definition: Mild=2-3 times in 24h; Moderate=4-5 times in 24h; Severe=6 or more times in 24h; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049 81
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Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization
Vomiting severity definition: Mild=1-2 time in 24h; Moderate=>2times in 24h; Severe=Requires IV hydration; Grade 4=ER visit or hospitalization

Diarrhea severity definition: Mild=2-3 times in 24h; Moderate=4-5 times in 24h; Severe=6 or more times in 24h; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049 82
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