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AMSANINAMSAUNSITIA 8naINSEAAM ANl [UTUszaeA
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ACCORD SAR/SUSAR REPORT

SUSPECT ADVERSE REACTION REPORT

|. REACTION INFORMATION

1. PATIENT INITIALS 1a. COUNTRY 2. DATE OF BIRTH |2a. AGE | 3. SEX | 4-6 REACTION ONSET |8-12

(first, last) Years

Day | Month | Year Day | Month Year

7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data)

Il. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (include generic name)

15. DAILY DOSE(S) 16. ROUTE(S) OF ADMINISTRATION

17. INDICATION(S) FOR USE

18. THERAPY DATES (from/to) 19. THERAPY DURATION

IIl. CONCOMITANT DRUG(S) AND HISTORY
22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY (e.g. diagnostics, allergies, pregnancy with last month of period, etc.)

IV. MANUFACTURER INFORMATION
24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24c. DATE RECEIVED
BY MANUFACTURER 24d. REPORT SOURCE

07 sTuDY 7 LITERATURE
07 HEALTH PROFESSIONAL

DATE OF THIS REPORT 95a. REPORT TYPE

O7INITIAL -~ 07 FOLLOWUP
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CIOMS FORM

CHECK ALL
APPROPRIATE TO
ADVERSE
REACTION

PATIENT DIED

INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

LIFE THREATENING

20. DID REACTION

ABATE AFTER
STOPPING DRUG?

Oves [ONO ONA

21.

DID REACTION
REAPPEAR AFTER
REINTRO-
DUCTION?

Oves ONO [ONA
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S1YAITANTLATYUIVAITATINEDY

FIUINYINY s .
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[CRA-IRB 29]
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(English)
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Declaration of Helsinki, The Belmont Report, CIOMS Guidelines
and the International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for
Human Use - Good Clinical Practice (ICH - GCP)
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CHULABHORN
ROYAL ACADEMY

LYY Laﬂmsﬁ IRB-041
[CRA-IRB 29]

Certificate of Exemption

Title of Project
Project Code
Principal Investigator
Affiliation

Date of Approval

Form version 1.1 June 20,2025

Chulabhorn Royal Academy Institutional Review Board
has exempted the above research protocol which has
been reviewed and approved based on International
guidelines for human research protection including the
Declaration of Helsinki, The Belmont Report, CIOMS
Guidelines and the International Conference on
Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human Use - Good Clinical
Practice (ICH - GCP)

SIBNATUIE e ssssssones

(Professor Emeritus Chaivej Nuchprayoon, M.D.)
Chairperson
Chulabhorn Royal Academy Institutional Review Board

_61_



meaﬂmsﬁ IRB-042
[CRA-IRB 29]

. LUVTRANAMULANTIRANTRNTUILATIAITIFYLUDYALIY

e ) 4
L (Exemption Review)
"a"'lﬁ'.lﬂf;l"l'i'\l:lrll
NSl ABIZATINATITHSTIUASITYIUAY 518 INFY T8l

R IR (4 17) N,
TOTATINNTIFY (FIMEH) oo

N Lt i oS
FARTNLATIANTIVY  eoeeeeeeesesesmssessemsessss st ses s s et sre s es st ses s st ee s tre st es e ses e ses e

7% 1 1A59519A15398

9
p=1

1A59A1539Y F101508ALIUAISATU LA LTl ALTtgauLA Gedl

1. EAFYATLANTEA N

- nslifayaueessUUASAA®T (educational setting) AflogLArmuNIATTIULUAR
11 1Asen1sAN®ET 350150 NYDITEUUAITAABINAR NiaAISAABIN LAY
AMsiUsyugydseinbaiwsaunaia %é’ﬂgmmaﬁé’yﬁﬁmﬁm AsUsZIaY
UsgdnEnwimailansaaw/msuimssnnsiuisey Lﬁamsa%ww%aﬂ%’wqwé’ﬂgm
i sziua A WANSFAE

- ANsHINANISISYURTEANSERU (cognitive, diagnostic, attitude, achievement)
anlFiesesing maAuioyalifdaudsfaunsaszysayanald

- Hundngasrienisdanstulfouidnanniniuynfiog udImuLRLA1ITED
ypeiaiutl T lufinsifinifnunsnisinale 4 saudelanasi ¥ iAnnsgaidy

19ANFNAAIFL5UU

2. Tasensiigatioefunisnse wazasiidans suldud mMsiTufuifuranaaay
MeASANE (sUszifinanug msiessvidam Lanaf waﬁmawéwmmsﬁﬂm)
msFunawgfnssulufiasisauefinisyazhiluunsnuywmisfiujduiusfuyana
WEPARUAN N15A1599 W3RTAITUNTAULINANTTNAI8ASAlida T (F5zyz
naau Biduasy Bidvie Gignasene BivhlfiAamssadumsasdnduniy)

3. Msiavlaglfiayanfivgd
- Systematic review #38 meta-analysis (3tAs1z¥idaya study article (dfifaya
FEAVUAAR)

2

- Mstdyatoya wazliayadingreBininiansisasniidelduazlsaminsaseydiny

v
o o a

- s Al Augaldanniensie waziwnzidssiiludoeiransiduaiusis
uwazlaiffoyadoalaeduiiae

o

- 11979 EJ‘V]Z‘D’L?J’SHLWW LSBQQWﬂLHBLBBNquﬁZﬁ unsUsuan wldlduigas

agWug (cell line)

Form version 1.1 June 20,2025 -62-



daufi 1 Tas9519A15398 (in)

1A9A15ITY F1U1TAYALIUAITAINTU (A LA TNINLAULANT Sl

- msidululasenszan Aufiganauudd wavawoasdinajdaeldsunsoyannain
MM

- ansAsuasUuieon a15wedl 1ialsa waziaing Alldnszvinlaymseduusyws
WU Mangaavisznaanstudaulufu B msasabalsalueims iudu

4. 15971581599 1ASIASE156 %3 1ATINSUTLAUTTUUNIN ASITYUTRITIANIT AL
Asiduaa1Ty FudulasemsildsunyannaniminfSuRnsauniInny Lay
DIANS LLazﬁQ@ﬂszaﬂéLﬁaﬁwmswuw%auigmg TRYAISANE NAFDU H5D
Useliuseuunsidusnig Uselopisnansisasy 35n15sunatselysinsausnig
sauvienandululd wiovnadanuaelasens TaglasennsasdoluvniiRnainy
Fespsyanaliunssulng niaiAnanuifmerisdiuiaidue feay Fale niid
AU FRIRAIWNNNINAISEN FVSUselep Lasrapululag ﬁﬁqfﬁ@iaymaﬁ
LHutanyeeiaya

5. Tasen1sftAgafaefunisyssfinanufiswelauazszfuaaninlayfuiine
fesamALATARNINDIMST ABAWELA LazUSNST e AR INFADgUATW Las
UUTENBY AMUNFNDINITHANUYARANAINUTEAALDIA1UAANZATINANS
pMsuAzErE My ufilAna e edezdeslaiiAsiosfuasaniia Usaan
MAANTR LT UNDIMNT nEpmsHalnuenfusinALarAIIAdDY TINFIRMAH
wazU3uneiypedInUsenauYnen1Ins deelddaldiAanalfudafuilnanss
Faundan

6. Imﬁmi’ia‘)’sﬁLﬂué’ﬂwmzswmm@’ﬂw (case report) ((1.A% 3 579158 3 ASAUASY
AnJus1gnusEAuATaUas) Tana15kansaudus sy wazdaeluliun1sneaans
snuuuuinadlaeiinsundlasanusureediigagranunzay LLazﬁanﬂﬁﬁaaﬁaﬁﬁ@ﬁ
53yﬁaymaiuswmmﬁﬁnaua

7. 1591539 TALTAUAISTNRUA ALY U109 N3D52UUIAD (simulation) las (3 (d
Arueaudndeduaiuguinsunsisy

8. AW mobile application %58 software Aildandnduiaspeiinunng eiily
ANSWAINT mobile application Tupgdudayafitivwmaznsiifiainisatingignis
WATNNUNINULDEALTY

Form version 1.1 June 20,2025 -63-



1
=

1A59A155 [ aU150198ALIUAAITRANTAUNATURSYS5ITU LD LTUASINY

L asidufvindunguidsizune/nguddaslania U gdaede idnluasss
Megalingss AN ngusaudasfinsdadulaunnsas yunguiins

2. A5IvuAIAISLINTALLEY (Intervention)

3. A5LAUAIBY198IAIN (Biospecimens)

4. LﬁamimfﬂﬁqﬁagamﬁﬁmmmaLﬁmﬁm (additional personally-identifiable
data) %%amu%é‘)’y‘ﬁL?‘imﬁmﬁ’uwaﬁﬂism VAUAR §10150A1ALANTINJNAN HED
HUBY LAZD19EINALTYADI 19Ny Fale BolFueunenguau/yNEL nEpNN (U]
ANTALHUAITNNNG RUNY

|
P="

5. Msiduiliuvuapuarufddaiusoulny wuvdselnguaiwda wuvudsuliy
NIWUFATTY

UITYFIUTLLAUAMULFYILAIN AN UYL ARANULEYY DY (Mminimal risk)

DI LU TATEL s

a2uf 2 ASIAAMULAY

agUanuLiu
() wunauldunrin (Exempt)
() Bidigniseaiuaiuinsdnisiaisan (Not meet criteria of exemption for ethical review)

L199an ettt e

v
Qs

Y93 LEUDLNDANNUATIDNTE () LuULseadu (Expedited Review)

() wouLfuye (Full Board Review)

UDLAUDLLUY

Form version 1.1 June 20,2025 -64-




