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BBV152 Bharat Aluminium EUL =212M| 2 doses 3-4F Annexes to the
COVAXIN Biotech hydroxide interim
Toll-like ;ecommindations
t or use of the
E?’ieR? 7o/r8 Bharat Biotech
B BBV152 COVAXIN®
In%idazo (COVI'D-19) vaccine
quinelin (who.int)
gallamide Background
(IMDG) document on the
Bharat Biotech
BBV152 COVAXIN®
(COVID-19) vaccine
(who.int)
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Valneva Valneva Aluminium SRA 18-50A| 2 doses 4 Annexes to the

VLA2001 Austria hydroxide interim

GmbH TLR9 agonist ;ecomminﬂations
i or use of the

23ig\;?nn;phos Valneva VLA2001

phoguanin vaccine against

Background
document on the
Valneva VLA2001
vaccine against
COVID-19 (who.int)

EUL: WHO Emergency Use Listing; SRA: stringent regulatory authority
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1. World Health Organization. WHO SAGE roadmap for prioritizing uses of COVID-19
vaccines. 20 March 202 3. World Health Organization; 2023. Available
from: https://www.who.int/publications/i/item/WHO-2019-nCoV-Vaccines-SAGE-
Roadmap

2. World Health Organization. WHO SAGE values framework for the allocation
and prioritization of COVID-19 vaccination, 14 September 2020. World Health
Organization; 2020. Available
from: https://www.who.int/publications/i/item/who-sage-values-framework-for-
the-allocation-and-prioritization-of-covid-19-vaccination
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MOl HEX}L SO|A A2ALEe ME = 7L 7|&2 2 Reporting rate ratio(RR)O|
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Vaccine Adverse Event Reporting System (VAERS): Observed/Expected (O/E) analysis of verified cases of myopericarditis following Ad.26.COV2.S vaccination,

Age (years) Background Rate per 100,000 OfE ratio (95 % CI)
7 days 21 days 42 days
Age > 18 2.16° 3.19 (2.00, 4.83) 1.79(1.26, 2.46) 0.99 (0.71, 1.34)
6.10° 113 (0.71, 1.71) 0.63 (0.45, 0.87) 0.35 (0.25, 0.48)
Age 18-64 2.16° 3.37 (2.06, 5.20) 1.85 (1.27, 2.60) 1.01 {0.71, 1.40)
6.10° 1.19(0.73, 1.84) 0.66 (0.45, 0.92) 0.36 (0.25, 0.50)
Age 18-29 2.16° 10.24 (5.60, 17.18) 3.90(2.23, 6.33) 195 (1.11,3.17)
6.10° 3.63 (1.98, 6.08) 1.38 (0.79, 2.24) 0,69 (0.39, 1.12)
Age 30-39 216" 2.35 (0.48, 6.86) 2.35(1.07, 4.46) 1.44 (0.72, 2.57)
6.10° 0.83 (0.17, 2.43) 0.83 (0.38, 1.58) 0.51(0.25, 0.91)
Age 40-49 2.16" 0.81(0.02, 4.49) 1.08 (0.29, 2.75) 0.67 (0.22, 1.57)
6.10° 0.29 (0.01, 1.59) 0.38(0.10, 0.98) 0.24 (0.08, 0.56)
Age 50-64 2.18° 097 (0.12, 3.51) 0.65(0.18, 1.66) 0.32 (0.09, 0.83)
6.10" 0.34 (0.04, 1.24) 0.23 (0.06, 0.59) 0.11 (0.03, 0.29)
Age > 65 2.16° 2.07 (0.25, 7.48) 1.38 (0.38, 3.54) 0.86 (0.28, 2.01)
6.10° 0.73 (0.09, 2.65) 0.49 (0.13, 1.25) 0.31(0.10, 0.71)

a: Gubernot et al.1
b: Roth et al.2

T2, QHIAL ZZLMOMA T 'S VAERS E1A| O/E 2421t

V-safe: Reported local and systemic reactions®., and
reported health impact® following Ad26.COV2.S reported

days 0-7 after vaccination.

N = 416,384
n (%)

Any injection site reaction’ 253,665 (60.9)
Injection site pain 241,804 (58.1)
Swelling 40,164 (9.6)
Redness 31,587 (7.6)
Itching 30,624 (7.4)

Any systemic reaction” 315998 (75.9)
Fatigue 243,965 (58.6)
Headache 215,558 (51.8)
Myalgia 198,853 (47.8)
Fever 144,169 (34.6)
Chills 138,924 (33.4)
Joint pain 110,314 (26.5)
Nausea 78,769 (18.9)
Diarrhea 40,448 (9.7)
Abdominal pain 32,206 (7.7)
Vomiting 9,100 (2.2)
Rash 8103 (1.9)

With reported health impact”
Unable to do normal activity

Unable to work

141,334 (33.9)
117,334 (28.2)
71,651 (17.2)

Reported seeking medical care 6021 (1.4)

Telehealth 2183 (0.5)
Clinic 1832 (0.4)
Emergency visit 1441 (0.3)
Hospitalization 196 (0.05)

" Local and systemic reactions, and reported health

impacts are not mutually exclusive.

1212, V-safe St O|MAL 204

SIF23: https://pubmed.nchi.nim.nih.qov/37321898/
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1. Gubernot D, Jazwa A, Niu M, Baumblatt J, Gee J, Moro P, et al. Population-based
background incidence rates of medical conditions for use in safety assessment
of COVID-19 vaccines. Vaccine 2021 Jun 23:39(28):3666-77.

2. Roth GA, Mensah GA, Johnson CO, Addolorato G, Ammirati E, Baddour LM, et al.
Global burden of cardiovascular diseases and risk factors, 1990-2019: update
from the GBD 2019 study. J Am Coll Cardiol 2020:76(25):2982-3021.

VACA4EU

Vaccine Monitoring Collaboration for Europe network(VAC4EU)MIAM= EMAS| X|2lS &t
Of & d=dst 3! AZHA| A7 HERX I HH5tH FE2| 9712] A =H[0|HE &&
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MEYILE MM O 2 R O|o[E= O|0| DELNOU At EHRMO|AA |t A
s Yot 4|7t E[OUAKX|TE, FEHMO == EHEL0|MAIR|C] E2F0| @77 HAZ(U
C. O] 272 @F= 210 IA e & &= 7| W20, & HF Tl O|0[E{2F AFZBHOF STt
SHXF KA T EIH (SCRI) 2 ARSI ZZ2LNOU M D AHH| A S HIHEQICE O &
1t mRNABHAMO| &= I dose@t Al e At o] YAR[UCE D=L TIEH 2 XHE |
95t SO, RRS Z713H 11, OFAEEIA|U|F| e AT HEHA S HSALCE

IE23: https://zenodo.org/record/8280175

ECDC
ECDC-EMA7} 20234 620f A|22 ZZLHMOHI0[2{A XBBRZZE (0|32 319 120 i

So17| ?let s5dEs HEJCE. 24 78 W My HOiAS 7R =|AL]| #id 2 S (0]

=581
= et = ot 8l MRS Al2le s HRCH 5] AS0| 221119 S oot A
Q19| A|7|XHEeh Z=H|2f A|MO| ERIITI ZZEULY.

IE223: https://www.ecdc.europa.eu/en/news-events/ecdc-ema-statement-
updating-covid-19-vaccines-composition-new-sars-cov-2-virus-variants

Brightone Collaboration
Brightone Collaboration2 Benefit-Risk Assessment of Vaccines by Technology(BRAVATO)
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=0l 420 th2h A TIS0| HCF Z2LH9HAl MVC-COV19010] Cier BRAVATOEIZE!
= 2405t VaccineX|0f| SLISHACEH MAIFE, BRI HA|, Hanol 2H=AS o 7R
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2IF23: https://www.sciencedirect.com/science/article/pii/S0264410X23002451?via%3Dihub

1

MZ2 FZ2L9BA0] ZHEE| 1 = 7+, Brighton Collaboration2 Al&sHA Z2LHM9
B AT 2 7S 40| e EEEA0|MHS E|[AES HH|0|E S5t QI FZLHOEHA O
At Mot =7 8l Case definitions= XMl&str QICt

3 EEHPAOMHS B[AE

ZLPO9A QIS Bt =+ B Case definitions

{0

kUl

Brighton Collaboration2 At &Q|Qt ZHEl XIZ2E S0, AHQI0], TZHAN, XE2EZ0]

2 HHSIH Y25t U= 7h2], MEA =0 Y TR JSS 37| w22EHE
Sofl LR} 2 HIA2 2N G HIE 1SS Soll TilE ZA0|Ct.

— 1= L

2| 223 https://brightoncollaboration.us/category/pubs-tools/translations/

FZ0f| A= M=t HAe 2ot 5 P M E =S| @|eF BEST InitiativeE
SXs AAAHZ| 22 MER 7|&2 &ESHY real-world dataE 2442t
=S MM oM S ZEAIBICE 0|0] O|= LH 12-64AM| ZZLH oA HEXIE MO =
M ZANX=27 DHEE|UCE

212213 hitps://www.sciencedirect.com/science/article/pii/S0264410X22011677via%3Dihub

BEST InitiativeO| A F2t5t= O|HIE = https://bestinitiative.org/best/communications-
and-outreach/events Of| A 2tQIst &~ QIC}
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@ Anaphylaxis V2 Case Definition
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Case Definition & - Guidelines for Data Collection, Analysis, and Presentation of
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@ Vaccine-associated Enhanced Disease: Case Definition and Guidelines for Data

Collection, Analysis, and Presentation of Immunization Safety Data
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[E53 A= UA2HAIE XX
Evidence convincingly supports a causal relationship

This applies to relationships in which the causal link is convincing, as with the oral polio
vaccine and vaccine-associated paralytic polio.

[Q12}2A S 2oLE0|7|E X|X|E]
Evidence favors acceptance of a causal relationship

Evidence is strong and generally suggestive, although not firm enough to be described
as convincing or established.

[212}2HA|S 2OES 0Lt 7{F617 |0l SE1K| 53]

Evidence is inadequate to accept or reject a causal relationship

The evidence is not reasonably convincing either in support of or against causality;evidence
that is sparse, conflicting, of weak quality, or merely suggestive—whether toward or away
from causality—falls into this category. Where there is no evidence meeting the standard
described above, the committee also uses this causal conclusion.

[Q12t2AIE HESII|E KX
Evidence favors rejection of a causal relationship
The evidence is strong and generally convincing, and suggests there is no causal relationship.

H

1. Qlate WIHE (causality assessment framework)dl| 7|2Fst S8 ToL Ak H|A| HZE

SHH O|&H 3XHA LM = D|=HHAMHMIE (National Judicial Center)2t O|==271H 12
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- |IOM, Adverse Effects of Vaccines: Evidence and Causality (2012)

- National Judicial Center and National Research Counsil of the National
Academics. Reference manual on scientific evidence. National Academic Press —
3rd ed.(2011)

6. M2023-1X} 2 Ao}

chetalRolstelzlel BRLMOHAIFH I THES R LNOMN HET LAt AT Wizt
of olntie HIIb10] 1 S hE LESISCE 20231 7REE U7 SAHIT AlRIS 43
571 €101 20231 9 212 BRI A W RIS HHBHH STt H2023- 1% OIS
TERLHOMAIRH NI TMIE] B2 MEfEO| HBIAfet T4 ChBiaIRo|stotaleiztol 2z
AFE AIROZ, SITHIEIS| SHHAT HPARIZIEIS ETE LAl Oj2toIRtC sl &2
T SHEESHHCE B MAOIAS ISt st stslmat SAHS Zot, ofstoiRiysta 26
DA A B 3 OIMRZEES ATE 2SS (HHOE AU HPIAAE YMHE
9101 STN|O|CH MO 1T A

A7HUA HE 3 205
SX|o|tH TSt sh mao}
O YATE XHY BXIIC
TEf0|TH 2RI KR,

= ()
slmaot sl LHESH, 5 #A SA| of2}
St 252 AMOR 2t NEFAIZTIE ¢
TEBIQICE S Wi MM2 XIMERT} Eolg
A7} SES ot mefolch ool stmAl H|&0kmaet
T E0tU s O|FI3t OfSIHET| X7} EOTSHZERICE

oot 1>

Elore
ot [
2 F
P

o
1o
El
|
oF
oX
El

= =
o2t

o

ot HT o%
& ox
0zt g
iy
- [
HU

N g
5
re
rH

oM ox

fujn
I 0> I mjo on mo

0

ATLMEON = MAEZZ|T, D|= FDA 3 R EMAOIA HESHD Ql= 012
AR T2LM9M LS =2t Ol g8 LItz 8l HYEHS O
r=lof| M FOIE Xtz 0| HESHH AR Eof| M| eidl HEnp £ o yH
SAMCE EM5IL, O 22 A2 HotH ZAet 7|E HAS0M HAE T 7|HH
ot QIS SEE7I=EIE=I0AM 2 EHCZ QS I 2Tt il HEat
Zetzt eluopgof| 2ot A FZ22s =i =Tl 8l BEH2H| MS5HRic =4
b

[

iC i
X

A
to

J

WO
ne 1o
_|

|

b

—_

~
[In

—
o

B AZEl SAHALEOf = B

ST 3 2Hst HO 2 of Al of2f TS0l Tt Qlnk B
TE NSHOR 4ol0] MO QIMYS Hro| M, HPAME BOISTH R TIOH CIS
AT BMHOR ZHY 4 U AIAHT MA HEOE 913t 7|0l HEE UM B0

-
2 Tofet 4 s AAHS RHOHE

= =0,
2| AFXS2 2L HE = Lot o7 [X] QIUTE BAECZ 1Skt= 251 AFdSt
A2 tES0 0152 9K @1, HCEE XEHOE 55 B8 # UE= S0t 0A} BILt,

~

0% CHOHSLO[OIOIRIL
Ca% eI
s/ National Academy of Medicine of Korea

f'ﬂ
G

SERIEl National Academy of Medicine of Korea

Korea Disease Control and
Prevention Agency



: : FZLHNOWMAIHH M MIE] S ARIE M8

x| (06654) MSEEA MEF BIZH214Z 54 (MES), MHQIA- AS 2055
54 Banpo-daero 14-gil 205, Seocho-gu, Seoul, Republic of Korea
Tel. 02-598-4030 Fax. 02-598-4033

|ura||

o

s el 78
O[1LO0[5 (o)
(o HERIRosrie)
%/ National Academy of Medicine of Korea

Q Zgary National Academy of Medicine of Korea



