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6) The National and International Ethical Guidelines for Biomedical Research Involving
Human Subjects (CIOMS) 2002 wagaduuSuusmnadu adudga U 2016

7) The Belmont Report, 1979

8) European Convention on Human Rights and Biomedicine, 1997

9) Standards and Operational Guidance for Ethics Review of Health-Related Research with
Human Participants, WHO, 2011

10) WHO guidance for RECs for rapid review of research during public health emergencies
2020

11) WHO tool for benchmarking ethics oversight of health-related research with human

participants 2023
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Guideline for Good Clinical Practice ICH E6 (R2) 2016. E6 (R3) 2025

8.3 vannsueAUsENALEaTan (Declaration of Helsinki) 1964 wazatuuiulseanan 2024
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8.11 The Belmont Report, 1979

8.12  European Convention on Human Rights and Biomedicine, 1997

8.13  WHO guidance for RECs for rapid review of research during public health emergencies
2020

8.14  WHO tool for benchmarking ethics oversight of health-related research with human
participants 2023

8.15  WMA Declaration of Taipei (Health databases and biobanks) 2016

8.16  CIOMS (good governance practice for research institutions 2023
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International Conference for Harmonization of Technical Requirements for Pharmaceuticals
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Standards and Operational Guidance for Ethics Review of Health-Related Research with

Human Participants, WHO, 2011
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6) The National and International Ethical Guidelines for Biomedical Research Involving
Human Subjects (CIOMS) 2002 uagaduuSulsmnadu aduaian U 2016

7) The Belmont Report, 1979

8) European Convention on Human Rights and Biomedicine, 1997

9) Standards and Operational Guidance for Ethics Review of Health-Related Research with
Human Participants, WHO, 2011

10) WHO guidance for RECs for rapid review of research during public health emergencies
2020

11) WHO tool for benchmarking ethics oversight of health-related research with human
participants 2023

12) WMA Declaration of Taipei (Health databases and biobanks) 2016

13) CIOMS (good governance practice for research institutions 2023

14) International Conference for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH), ICH Harmonization Guidance, Integrated Addendum
to ICH E6 (R1): Guideline for Good Clinical Practice ICH E6 (R2): Guideline for Good Clinical
Practice ICH E6 (R3), 2025
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8.5 The National and International Ethical Guidelines for Biomedical Research Involving Human
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of Medical Sciences (CIOMS): International Ethical Guidelines for Health-related Research
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8.10  International Conference for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH), ICH Harmonization Guidance, Integrated Addendum to
ICH E6 (R1): Guideline for Good Clinical Practice ICH E6 (R2): Guideline for Good Clinical
Practice ICH E6 (R3), 2025
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1. InqUszea
wWatduwuamidlunisnunmulasssensiseRdaduieaiansan
2. YBUWA
TBANTIUNTUINTFIUATOUAGHULININNIINUNIULATIT NN T naTudud o9 TIATIUSN
3. AUSURAYBU
ARIENTIUNITT NRMNANUMULATISINITINE TEUININITNUNILLIATITNTIILN AU
4. unudiidunay NN uwasduliavau
Junau n1sAiiunis Hiuinvau
1 NUMIUERRY ARENTIUNIT
2 PUNIULATITNTIVY AMLATIUNIT
3 NMUNIUM TIN5 ARENTTUNNT
a ASYAVIUNITVBANEULBUNBUNTINLATINTIEIUNE AMLNTITUNNT
ANLAY
5 VNUMIUUNUINVDIYUTY ARENTTUNNT
6 numuenasmMstinuguseulasldsutoya AMTNIITUNNT
7 GEVGRRERAAY ARZNTTUNISY
5. wanMsU{UR

YA v

5.1 NUMIUKINY

1) Aaal iuguednviseusvaunisainsvieuves3ide (ICH GCP 2.8)

2) madawmensiladladnude (Conflict of interest) Y033y

3) Ademnassen (Clinical Trials) fidevdnuaziisosimazseaduumméiiuniseusy GCp
(Good Clinical Practice) 1 SCT (Standard Course in Clinical Trial) @ Human Subject

Protection U8IARERNNEFNERNT IAINTAINMNINIRE, ausuaeulatkiiu CITI program 7

Ya v [
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Organization Affiliation 1u Chulalongkorn University 38 nseusufiiieuiin lnegidedosds
wanguUszneulinuznIILNIT

Va1

4) nsAnwmMepaiin (Clinical Study) vesi3denlldunnd deadiunmduieriunuwnmd dufidesu

(ICH GCP 2.7, WHO, Handbook for good clinical research practice (GCP) Guidance for

implementation 2002, Principle 9)

NUNIULATITNTITY
1) Felasanside (mwilneuaznwdangu)
2) wvedasnidy (Background) (ICH GCP 6.2)
3) yannsiagmeia (Rationale) (ICH GCP 6.2)
4) msnumIsSANIsuAeIdes (ICH GCP 6.2.7)
InUsasA (ICH GCP 6.3)
6) §ULUUN§ITY (Study design) (ICH GCP 6.4)
TAsan137idu Adaptive design clinical trial HIdparAesNulunsleulasins dmsunis

USUagulAsaInNstUa U AR IARSUOIUAILANITAILASINISUDSUNITAINTANATINSA

7)  wuaeeg1e (ICH GCP 6.9.2)

[V
v a v

8) sruznaarIIUIUATINGR (ICH GCP 6.4.5)

9) mafindensidnsndeniirsululasensids (ICH GCpP 6.5) msdhidnsnide
10) 3Alun19338 (Study procedure) (ICH GCP 6.4)
11) ngumuRuvidenguillde1vasn (Placebo) @) (ICH GCP 6.4.2)
12) M5IANAN1538 (Outcome measurement) (ICH GCP 6.4.1)
13) adinildlunsinsigyt (ICH GCP 6.9)
14) NIPUIUNITVOAHEUL Y
(1) MIveANNBUEBNIINGNIITY waz/v3e Hunudunulagyeu/funasegua
2 Tunsaiilidoyannnesyifou wardsdsmnaidonnmsnsaidads liveoygelideya
vi3edsdensInveslsmeuIanngeuIenis
(3) msveldtena Metnamsrinmilivlivedasen1sidedu Iesugnnanvesimii
1A59n13

@

(@) volddaya fogrm@inmniiuliluada (bio bank) liveeygyinandiisnna

& a a £ 2

(5) MsliiaTesiloNiiavans wu wuvgeuay wuudun el Wiveeuymldainidnvesdvans

15) maguagiinTddendedugnlasaniiiiy
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16) T9NANTUNN1UIILTTTY

5.3 NMUMUNSNI VRN IdY

Tunsdhsalaseinside fidedewennuBueen Wuaednualdnys uderalinnsvenudugey
Tneisnsduununisasnaluenans fsaunsansgyinldlunsdifinitedudumsdunival dism
Twhdegeulm Hesonsidededsmidelsulnumangmineg uaz/vie Wunnudessves
FihsniAdaesilifeinsasmeiietelidundngiu uasamznssumse Wuididhsniadees iy
msUndesdvduasiirnuaendomnnimnnlifinisasanesiedeluenansuanimuBugendis
Tr39n939s wigidhiuidedinsiodldtunmseiuisuasienastuasdoyaneandenifeni
lAsasITy
1) mmumulasmAdeigidsnadeliinguuneuns fihsniduasdesdquadimnzaunia

A LAz AneaNYedlATINITIAY Lay

(1) linsdeiulidnialulasan1side (Non-coercive recruitment) (ICH GCP 2.9)

) wsnluanududiuiiuarnissnwinuau (Privacy and confidentiality) (ICH GCP 2.11)

(3) emides Lo Sumsionsnmenienisuinidu nansenunisdala uazHanIENUNIGY

NIy dIRY UavlATEgNa

@) Usslowiimaingidsnidouazdsnuaglasy

(5) naumuAuvdenguitlitmasn (Placebo) (i) winmalunisAnuiddusseznauasunsie

1NNsidevaen
(6) MANNIINITADUEI13ARONAINNTIAY (ICH GCP 6.5.3)
(1) msFdsdmsguadidriuideimeeniouasdsla
(8) AMIUMNIZANVDIAIYALE (Compensation) (ICH GCP 3.1.8)
(9) msnwmeaviensiieavare Wellnndemeviedusssanmsiiigaly
1A59n15338 (ICH GCP 4.3.2)

(10) nmsld dafiunardnnissenmnsdanin (Biological materials) wu Liede Hon wavdsdn
WER

(11) mslduagyihanedoyauszinn amene Jale inuduninides

17

NseNiuN1svemuBusaNnauinTINN1TITY (waiver of informed consent) @1wnsavinlel
lunmidenianvaugasuynnsaldsialuil
" 9denianudesiedidnsiddelinnnifiundianudeaslasuluniseiiy

FInUs2a1TU (no more than minimal risk)
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" aslivemnudugaunaundlasinsiveazlinsenusedansuazalanninves

W15LI9Y

ey

" msdeeldanunsansevile wnlieygaliendunsveniugusenangdisnnide

¥ a v

i firsuiduarlasundaiudnieiulasimsidenuanumaneanlunend

See

2) msvernudusandmsulasnFITeniussinuamne (specific issue) audutnsanidadungy

yARATIgaumaLaziUTIzUN (Vulnerable participants) agiveieseislun1siiansanlasans

Widy esndianudesnediun1sgningaliidniulasaniside (compromised autonomy)

meanunitinaglasulseleriannmadisiulasinsive viie INseNaIIEgINaULNARINGE

grunAmtanIInU s

(1

2

v v & [

e dulidn/uaains fidedesseyisaniiunisanleniAnisiia undue

[

159N EL

Ya o 1

. . A o v A . Y A va P VL
influence / coercion {33emaniiuy instructor Agsowlfidesiuilyly instructor / faculty

staff 1WufveANUBuBONLAIAUTIVT IOy N TN

[ Y 1

Tasamsidefgdrsuitodundgediagss

(2.1) awnsavenuBusanwdslinsfiissaudionld unsalmsiteduflenaiia
Ustlonflasnssiefiininnide viie meiteduilenafnusslonilnenseoridnsnifouns
yanluasss side maddeiumnliflonafiausslsnilaonswioddninifounsmnly

AssAuAdAdssianIsnluassdldiy minimal risk Wnefinsideduduludelildnnug

'
(Y] =

= sl o I 1% aa «
NWEINTILWNYNEIAEY Gﬁﬂimaqﬂqiﬂlﬂﬂqiﬂﬂﬁﬁﬂqiau

[
U at

(2.2)  weANUBULBNIINNINGHATIARazimvawsntuassd Tunsdinisidetudlonia

I3

WWauszlemilaenssdomsntuassdmintu (egliilonafnusslosddondsiassn) tiuwsi

[ [
a (Y o

Tavessnluassduufanuiililld WWuyeealdmnuaunsamunguune wion1saaassiuu
ANRINNSVLYUNTEYINT ST EN5TINUTEINTENIANURS
mnndadassiduiiorivazausaudatiodnussaifine wmnldldausaliveauBusensn

UA1M39U1IANVOIMYIIATIAME

o ¥

159NN ”mﬁmﬁmmzélmi A5U8ANEULBY (Consent) UAILNSAN %58

[

AUNATes MIeyunulngveusssy iesauAdlalunsalaell

¥
LR

(3.1) madetudanudesiodnvsedioriliiundt minimal risk

3

o =

(3.2) maFeiudanudesednsedieniituniianudsadnies uallenaiauselevl

Inenssnainnviofien’
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s a N =

(3.3) wnusedwifidnmsennsaiissaulaauniavintuiilianudueeuls wu dan/

=~ 1% a ) ida a
U193 ﬂulﬂﬂuMUGLUHQﬂﬂaVL’ﬁmmmmmmmﬂamﬂﬂ UN/U5AN ﬂuslﬂﬂuwuﬂ‘luu’ﬁvm@’]ﬂ

L3 &3 ¥

nguanglunsguatdinuiserienitu Jusu

[
o

M8 mMnlasINITeianudswiuni1 minimal risk wazlufiusylevilnenssaifnuaiilonia
a ' Y a va & 61 & Ao o o v & a o Ya o Y
MzneliiinANuilussloviiownifidnwaeuieiudntunsideluewen §idudese
ANuBuEeNINTNINTA1 vise HUnATBWERRULNUlAYeUsIIU NIdOIAL

dnsunisveaubuyauny (Assent) mmﬁﬂm‘%a@m’iﬁu WNTvBlaTLaARIANNEUL BN

v
[ [

uivongueafierikazsyiuanudlshuieomnineadeiulasinsidetu nsdinlunsidenia
maunmdhuanengsindy 7 3 dsldaunsadladeyafieniunsideld aaznssunisionsan
P3es3IUMPTBasafinsaiieniunisvenuBugeusmuaindnls nedlewniionafunad

nnsIIMIIMUAitfeweaudugaunulusenilas i Idedidunsdellieset

N

@

39892A99ANUTUL UMD NLALLAUAIY

e3>

5.4 MI3eniuNsveRNNduLauneuinTInlasinITelunizgniau

@ (9

TASINISIVYADIANYEUL AL

1)

Hulassmsidefifeadestunisinunlunnzanidu fitrsuidonneglunngingauaznisinui
fleglulagdudslilasunmsigaiveldiiussd@ninamiiivme uazn1smusiudeyasgegniomiy
sdningrmansveslasimaidelazannsaneumauluuivssdvsnmuageuaendoreanms
Shwla
msvemnuBugenngiinsAdelimmsansevinldidosngidnsnAdeeglunnzings waznns
TReldaunsasenisvennuiugennyiivseunulagveunung uievewriinside uarlid
Brslafiannsafndeqdviedunilasveusssumungmnevessitrsuideiievemubuson
Ioviulugasiandsnan
msthgdhsuAdefinneglunningainglassmsiseduluifioysslovilnensieddrsuide
meildannsansevldmaliougelieniiumsveniubuse
AosllunuNIsveANBUaNAINYIAvTOR N UlAsYoUIUNYIne gl urToNEaRNHI U

JrEEIaINTINYT (Therapeutic window) WagdasUanNBUEaNIINFIUNIATL U IUYI

STYBIANTINYT LATIIEIUAIUAINTNRDANENTINAS

5.5 NUMIUUNUINYBDIYUTY

1)
2)

v o

nsUsganunuiuiigusuvsean tunisululasinisidy

naUsglerisayuruiii1sulasinside vaanlunsuasiliedugnlansiniside
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5.6 numuenasn1slianudusenlaglasudeya (informed consent)

1) enasnshinudugsuwiieandu 2 dauldun
(1) onanstuastioya (information Sheet)
(2) wnansuansnuBugen (Consent Form)

2) Laﬂmiﬁ??mm’fmga (Information Sheet)
(1) AnuAsUNIUaLoya
(2) munildidlase
(3) dwusznauvetenans nslianuduseulaslasudeyalsenaume

(3.1) WhieFesiaryiinside

(3.2) wienangsAdelasudgylndnsinlulasinisivy

9 Y

@ [

(3.3) daguszasAuaznszuumMAengidouasfitrsuiteesfeal JUR

(3.4) sveznaveMTITeifdsuadoudasausziesdidiuiedos

(3.5) Swufdrsadendnlulasemniside

(3.6) wavsslovidiamaianiniunnmside fenadussloniaonsungidismide
Usglenlrayuyuvsediny vivouselovunisiuniiug

(3.7) arundes mnldauns viernaliazan fenaifeduuigdninidelunadisalu
1A5M539

(3.8) Mmaudenvidenszurumsinudu 9 forevsfuuselowinngidrsnidelunsdi

v [ B 7]

WAl snlulasensive

ey

(3.9) veuwAMITWAmNNEUTesToyaRITULdnI AT

(3.10) MIvaEANAUNIE e analliazan anuldauiswaseldidely annis
fifdssAdedhsnside

(3.11) m3linmsinuneruiavdevare Welimudemevdesunmediinanmide

(3.12) unaadunuideg

(3.13) aodufisalunsyiide

(3.19) fiiruAdeidaszfiazfias vidonouianlassmsideideladls Inglifinaln 9 de
nslesumsinumenunaiimsasliiumumnnsgiu viegapdenausslomila

(3.15) meATemeiugemaniazdesdinsvonnubusey waymslismUinwiAeafudes

v

UINIIY 30 genetic counseling
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(3.16) NsHUFBg1IAWERINNITITEiaN1IaTIaURNTusuIARvS aLilan AN Trad Ty
UNAH HBINNSVRAINUTULBUNDLAURIDE1ITIWED kin1SIFIBE1Rian15 T8 TATINTS I
A DITUSDIIANLNTIUNITISUTITUNIITUN

(3.17) yaraflazinde fieguaziueilnsdwi Neanunsodnseldnasn 24 $2lus lunsdliioraiin

a

o

FuUATIBUARITIITY Fulunaannnside

LY

(3.18) LUBSINSANTAIUNIUAMLZNTIUAITY T @L%ﬂs'm‘iwammmamaiﬁ

wanewg n3dlIdedubddaimmiinudeyaiidisinideuenyssimalne {idusosdaenanstuas

Y

[

Joyauazianansuaninudugandmiugiins e lnganunsoduenansatuniudeng wuiiie

U58naUnsnaTalasenig

5.7 agumnuiu

ada v

1) NI ITITgUITILONADINIUAANINYIANERNS (validity)

Y

(% |

2) Aengdandussrinaudsasualsslen (Risk / benefit ratio)
3)  dngud13andenguiusizun (Vulnerable participants) Whsaslulasenisidevselyl
4) mmqumwaammﬁw (Risk categories) utadu 4 ngu il
(1) Research involving not greater than minimal risk. (mm@imﬁma%Lﬁ@ﬁumwwia
fidrrumafinyidelussdush Gsenaifieuldtueudesdosiindunseftoraiatuld
Tnevhluluiinusedriusogifiguamaluanmnedesundmlunselunisnsiavionis
nagoUguAMMIIMEn1ensdnlalaevily)

(%

(2) Research involving minor increase over minimal risk. (M533e7iAeatostuanudssd

gufisndntos Lidduiidusunmeeusmioliansadounduls)

(3) Research involving greater than minimal risk but presenting the prospect of direct
benefit to the individual participants (NM333eReadasiuanudsannniunfusls
wansfeuseleniregiinTinidelaensdueuan)

(4) Research involving greater than minimal risk and no prospect of direct benefit to
individual participants, but likely to yield generalizable knowledge about the
participant’s disorder or condition. (M¥3sefifietestuarudsunnniunfvasldle
wamsdsUselomisiofidnsiidelaense ustlenuidululsfioshmnuiferivesa
'ﬁmJﬂavf%amaz‘uaﬂsﬂﬁuaaQ’L%’]s'm%fl’l’aiﬂisi’fﬁuQﬂaaﬂu?ﬂu 9 161)

5 dnsvennuBugeunsewla (Assent) vosgiinsuidendetydud 7 - 17 U viselyl

6) yananeudeulild anansasululasinsidelaviely
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7) aguanudiu laun
(1) 5uses
(2) vuvsaudluiiosuses
(3) YFuugauiluuagindnfiansaniv
@) lisuses
8) UOLAUDLUTVDIAULNTIUNIT
9) fvuANIsAITIENUALAITYeINTITY (Continuing report) MuszduAMAE

ANENTIUNITAAITN (NN 1 U/ 6 1hou / 3 hiew)

6. Aley
6.1 {liT1dunauUs1#u1e (Vulnerable participants)
ynRaFIe19gnTnge wiagniutasulsishsaunisisememainlalneiie senamineslasy
Uselewilainmsitnsaun)s39e liiresaumgaunaniolu
6.2 mmgumwaamﬂmﬁm (Risk categories)
A FULsIvIAMIEEse I TY 4 sua lakn
1) Research involving not greater than minimal risk. “ﬁ??lltﬁ%]d?)gum% ? eI AINUEET
9199u1AnsunTIesRgiT1am AN IS TSR (minimal risk) Fseraueulanundrundesi
suiindunseiionainduldlaeraluludinyss $15usdogilgunimdluanmuandeuniialuse
lumsnsaevsonIsmeaevgunImymenmiieniedntalagialy (routine physical or
psychological examinations or tests)
2) Research involving minor increase over minimal risk. mfzmﬁmﬁéfﬁwﬁmﬁﬁﬁaa Z;L/ﬁw]guﬁ
Wudunsiesieusansalsannsodounauls
3) Research involving greater than minimal risk but presenting the prospect of direct benefit
to the individual participants. ALEEINNTIAIIUEFIDE usnInIedUselendnogiinsiy
Seitnsaululnginisive
4) Research involving greater than minimal risk and no prospect of direct benefit to
individual participants, but likely to yield generalizable knowledge about the participant’

s disorder or condition. AMFENINNIIMIUFEBY AN 1S lovinogirTaaven

1Whialulasenisive ugarmestiulselovinaainunsodiusiu
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7. AAHWIN
AF 07-01 Reviewer Assessment Form (Full Board Review Report)
8. 1ANE1T91984
8.1 ICH Good Clinical Practice Guideline 1996 atdun1wilng (Usuugslua w.e. 2552) ulalnenes

8.2

8.3

8.4

8.5

8.6

8.7

8.8

8.9

AIUANEYT ETTNNUAMENTIUNITOIMNTUALEN NTENTIEATITUEY
WUNNNR3ETTUNIINITTuAULAIYNR TusuRsysTTuNTIdeluauluUssnelne w.e. 2550
International Conference for Harmonization of Technical Requirements for Pharmaceuticals
for Human Use (ICH), ICH Harmonized Guideline, Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice ICH E6 (R2) 2016. E6 (R3) 2025
filosnmsgunsUfiRnmsitensedindia RE) nesmuaue dwinnuraznsIINToISILAYYN
NILENTIETITUAY W.A. 2548

ICF GCP E6 (R3) 2025

Common Rule - U.S. Federal Regulation, 45 CFR 46.102
FovsRuunmean1indiensinuwasessauuwisindnnenssy Weafumsfnuiowarmsvaaedly
LYW WA, 2565

W.5.U.Aunsesdoyadiuyana wa. 2562 uas UssnAnmznssumsfuasesdeyadiLynna o9
wmsmsiunzaudmiumaiiununateyadiuyanaiiioliussainguszasdiieaiunsfinuide
3080R AIUNIRTT 24 (1) Warn13AnBITENAINermans Useifeans wiads v Uszlovunis
A5ITAULUAMINAT 26 (5) (4) WiAd W.5.U.AUATRITRYAAIUYAAD .A. 2562 W.A. 2566

naNNSUUIANYUENAEaTaN (Declaration of Helsinki) 1964 uaratuuiuuseangn 2024

8.10  WHO standards and operational guidance ethics review of health-related research with

8.11

human participants (2011)
The Belmont Report, 1979

8.12  WHO guidance for RECs for rapid review of research during public health emergencies

2020

8.13  45CFR46.102(j) and21CFR56.102(i)
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Expedited Review
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Review of Resubmission
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8.2

8.3
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8.5
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8.7

8.8
8.9

ICH Good Clinical Practice Guideline 1996 atunwilne (Usuusdlnd w.a. 2552) ulalpanas
AIUANY FITINNUAMEATTUNTONIMNTHAYET NTENTIETITUEY

International Conference for Harmonization of Technical Requirements for Pharmaceuticals
for Human Use (ICH), ICH Harmonized Guideline, Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice ICH E6 (R2) 2016. E6 (R3) 2025
WUINN9ATE5IIUNII IS TUALWIATYR BusHaTesIsUNTIdEluAuluUssnalne w.e. 2550

ICH Harmonization Guideline Addendum to ICH E11: Clinical Investigation of Medicinal
Products in the Pediatric Population E11 (R1) section 2.6.1, Dated 18 August 2017
Fovsfuunmeaniinvhe msgnaewadsuidadienissnum e, bede Uszmalusiaian
YUNW Lal elon ABUTLAY o 9 M1 & Tufl oo UNTIAL b&Em
Wlgungurfkaz kI uRn1sIdelunyed we. 2558 dtinauanenITuNITIELaYIR
International Council for Harmonization of Technical Requirement, for Pharmaceuticals for
Human Use. ICH Harmonised Guideline: Guideline for Good Clinical Practice E6(R3). Final
version. Adopted on 06 January 2025
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Bureudmsunisidensadtnlulsewelne (Guidance and template of informed consent form
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for clinical trials in Thailand.) ngawmmn: driinuiIanIalNMIINeay, 2563.
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8.11

WHO guidance for RECs for rapid review of research during public health emergencies
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Class 2 AIMIELIEYARAYIUNGIN UAE AIMIEEIRIUGISISAGYH) 19U TANAAOUNIT
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sygzai (Short term) iTun1IelgautnfnaLioerudiug 60 w13i 69 30 Ty

282877 (Long term) iflunmeilsanindnetiosuiu 30 Ju

AARNUIN

Laidi

LONA1981984

8.1 Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and Drug
Administration, U.S. Government Printing Office via GPO Access

8.2 anufilesiundnfuiiangunsaimenisunmg
https://www.thaiplastics.org/download/med network howto3.pdf

8.3 dnnuAsygiagnamngsy W nsgundaiue Tangunsalniansunng
http://medicaldevices.oie.go.th/standardsEN.aspx

8.4 U3N1ANIZNTEITITUEY Bes msdapdesdiounndauseiunuides w.e. 2562

8.5 wizswdairsesdounmd (alud 2) w.a. 2562

8.6 ASEAN Medical Device Directive 2015
https://asean.org/wp-content/uploads/2016/06/22.-September-2015-ASEAN-Medical-Device-
Directive.pdf

8.7 YangunsainamILnmefiFesnuANLmTEIL (e, 2558)

8.8 UTN1ANIZNTIEITITUEY 5ed @mmwmaqmsmamﬂ%adﬁaLLW‘V]ET N.A.2566

8.9 I1SO 14155 (2020): Clinical Investigation of Medical Device for human subjects Good Clinical
practice

8.10  1SO 20916 (2019): Clinical Performance Studies using specimens from human subjects
good stugy

8.11 ﬂmmUQmﬂ%aﬂﬁameé DIANITOMITUAZEN NIENTWANTITUEY

https://medical.fda.moph.go.th/
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Institutional Review Board Med Chula IRB member’s CV AF 02-01/8.0

Faculty of Medicine, Chulalongkorn University Template Page 1

CURRICULUM VITAE

PERSONAL INFORMATION

O Prof. [ Assoc. Prof. [ Asst. Prof. [ Dr. (Ph.D.)

Title O mr. O Mrs. O ms.

First Name
(lna)

(English)
Photo

Last Name
(lna)

(English)

Nationality

Residential Address

(including city, country, and zip code)

E-mail Address

Phone Number

EDUCATIONAL BACKGROUND

Bachelor’s Degree
(BA/BS/Maijor Fields/Name of
University/Country)

Graduate/Post-

Graduate Degrees
(Diploma, MA/MS, MD, Ph.D./Major
Fields/Name of University/Country)

CURRENT EMPLOYMENT AND ETHICS COMMITTEE (EC) AFFILIATION

Institution Name

Job Title

EC Name

EC Position

TRAINING EXPERIENCE

Basic Research Ethics
(Role, Venue, Date)

Good Clinical Practice
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Faculty of Medicine, Chulalongkorn University

Med Chula IRB member’s CV
Template

AF 02-01/8.0

Page 2

(Role, Venue, Date)

Standard Operating
Procedures (SOP)

(Role, Venue, Date)

Su rveyor (Role, Venue, Date)

LANGUAGE PROFICIENCY

English (Basic, Fair or Fluent)

Local (Basic, Fair or Fluent)

Submitted by:

Signature

) Print Name-Surname

Date:
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Institutional Review Board AF 03-02/8.0
Confidentiality Agreement
Faculty of Medicine, Chulalongkorn University Page 1/2

This document of affirmation is written on the date of ..o at the Office of the
Institutional Review Board (IRB), Faculty of Medicine, Chulalongkorn University Bangkok
DY (NAME & FAMILY NBMIE) oot st
henceforth, is known as “the Affirmer” has submitted to the Office of the IRB of Faculty of Medicine,

Chulalongkorn University as a document that

the Affirmer is I:' a member of the IRB / independent advisor member
I:' a staff / personnel in an IRB office
|:| an observer to the meeting / an office visitor / an auditor

I:' Other (please SPECIfY) ; ...

The Affirmer has agreed on the following issues:

No. 1. No to reveal any confidential information (confidential and proprietary information) for
personal interest or to release any information to outsiders, copy or remake the information.

As for the “confidential information,” it is the information or object that the Affirmer has
received related to the ethical review, whether or not it is in letters or words of mouth , but not only
specific to technical information, scientific financial marketing or production, including the information
concerning financial policy of any IRB member, wage, payment and salary, computer processes, program
and code, name list of the researchers, financial information, information related to the research project,
standard operating procedure, regulation, production process which include all unmentioned information

but related to the above information.

No. 2. After the conclusion of each meeting / visit / access to the information research project
and other related document; the Affirmer agrees to return after completing the review and/ or the
Affirmer has received or has gained access to the information related to the activities of the IRB members

including the documents related to any identifiable health information.

No. 3. In case that the disclosure of the information is mandated by law or court injunction to
disclose the confidential information, the Affirmer is obligated to submit the request in official document

to notify the IRB for information disclosure without delay.



Institutional Review Board AF 03-02/8.0

Confidentiality Agreement
Faculty of Medicine, Chulalongkorn University Page 2/2

No. 4. The Affirmer acknowledges the legal obligation and ethics for the protection of
information identifiable health information from utility and disclosure without authorization. Hence,
upon receiving any health information the Affirmer agrees not to disclose or consult with other person
and not to speak about it at any place audible by others such as in the walkways, elevators, logistic
stations, restaurants, or parties, etc. Besides, the Affirmer is obligated to keep the document in a safe

place and not to be moved to any unsafe locations such as a copy machine or other meeting rooms.

No. 5. In case that the Affirmer cannot follow the mandate of this document, in total or partial,
and no matter on what ground of reason, the Affirmer, hereby, agrees to follow the agreements that
come out of the meeting of the IRB and agrees to pay for all compensation for any damage that may

happens to the IRB in all aspects.

No. 6. The Affirmer is committed to be bounded by the above testimony which results in

unalienable fiduciary to the Affirmer without any limit of time.

The Affirmer having read and well understood the content of the document, hereby agrees that

it is rishteously written according to the objectives and gives the signature before a witness upon the

date, month and year as stated above.

SIGNATUE e Affirmer
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Faculty of Medicine, Chulalongkorn University Page 1/1

Institutional Review Board AF 03-04/8.0
Declaration of Conflict of interest

Since conflict of interest is not an uncommon phenomenon. [t needs to be revealed and the Chair of the IRB is

obligated to manage it so that the outcome of the meeting can protect the subjects. The following conditions mandate

the members of IRB who have any conflict of interest in the review of a research project, namely:

1.
2.

Serving as the advisor or researcher in the research team;

Receiving or benefiting from certain enterprise (that can be valued) as payback related to the outcome of
the review;

Receiving direct payment related to the research project more than 3,000 baht;

Benefiting anything from the outcome of research project such as copyright, patent, logo, or benefit from
permission to use the right;

Serving as advisor, employee, or employer of the sponsor of the research project (from for profit private
company) during the review of the research project;

Receiving payment or benefit that valued more than 3,000 baht within 1 year prior to the date of the
review of the project from the sponsor that is a for-profit enterprise;

Receiving any special assignment or benefit that is deemed from personal judgment leading to bias in the
review of the research project by injustice, benefit given to parents, spouse, or siblings of the IRB member
as mandated in No 1. In whatever research project that involves the IRB member, he/she is deemed as
having conflict of interest in the research project. The IRB member who has the conflict of interest in the
research project is obligated to declare to the meeting the nature of the conflict of interest and, hence, has

no right in the review process or decision making /voting for the project.

The Institutional Review Board (IRB) Faculty of Medicine Chulalongkorn University upholds the policy that no IRB

member who has conflict of interest in any reviewed research project to participate in the review process, supervising, or

voting, except in giving information under the request of the IRB.

l, hereby, immediately inform the Chairperson of the IRB. In case that | have or remain in doubt of the conflict

of interest in any project assigned to me for review with certain date of meeting. | understand that any violation of the

agreement will damage the Institutional Review Board (IRB) Faculty of Medicine of Chulalongkorn University. | accept the

duty entrusted upon me by this agreement even though my service as a member of the IRB has already been concluded.

SIGNATUTE e Affirmer
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Institutional Review Board Submission Form

Faculty of Medicine, Chulalongkorn University for Ethical Review

AF 06-01/8.1

Page 1

Please fill in all the items this form and provide necessary documents that apply. This form will help quickening the review process.

Section 1 : Protocol identification

Request for [1 Exempt Review [] Expedited Review
Please specify the criteria number (s) that related to the requested category .............

(see the criteria for exempt review or expedited review in SOP/website)

IRB No.

Remarks

1.1 | Protocol title (lne)
1.2 | Protocol title (English)
1.3 | Sponsor/Source of funding U Self-funded/None
[J Government, Please SPeCify......courrrneneunncs [J NGO, Please SPeCify ......ccovreeneererenerreerneieeenens
U Private sector, Please Specify......ccumenererneuenes U Others, Please SPecify .......orereneceenenees
] Funded internally by Faculty of Medicine, Chulalongkorn University, Please Specify..........ccoov.wcoverrvnrrvennnn.
1.4 | Sponsor Protocol code, Please specify.........cvveuverneunnce
UJ None
1.5 | Sponsor contact phone/fax (Thailand)/e-mail, Please specify.......ccoovrirrrnreen.
UJ None
1.6 | Protocol as part of - Thesis / Dissertation U No U Yes
- Postgraduate training (Board/Subboard) U No U Yes
1.7 | Protocol Registry

U Yes, please indicate
[J Clinicaltrials.gov, Number................. [J Thai Clinical Trials Registry, Number.................
[ No

Section 2: Investigators

Name Degree/Specialty GCP training Institutional email
certificate affiliation

Expired date

Contact phone

PI

Co-l

Co-l

Co-l

2.1

How many other research projects are still active under Pl responsibility?

22

How many active human participants are under Pl responsibility?

23

How many research staff (Principal Investigator and Co-Investigators included) do you have for

this project?
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Institutional Review Board Submission Form

Faculty of Medicine, Chulalongkorn University for Ethical Review

AF 06-01/8.1

Page 2

Section 3: Research protocol

3.1 Research Design (Check all that apply) 0 Descriptive study ** For investigator-initiated
[] Basic science research [] Case-control study study, note "AF 06-18
[ Survey [J Diagnostic study plostatistics Consulting
Form” from Biostatistics
[J Laboratory experiment [J Prospective Cohort study* Consulting is required for
[J Applied research [] Cross-sectional study* Prospective Cohort study
[J Pharmacokinetic study [J Interventional/Clinical trials** (direct interaction to
[J Systematic review [] Retrospective Study participants), Cross-sectional
[ Other (SPECIfY).. e * study (drect interaction to
participants) and
If selected *, please specify. Interventional / Clinical Trials
UJ Non-direct interaction to participants U Direct interaction to participants**
3.2 Methods involved the followings (Check all that apply)
Drugs [
Medical devices UJ
Radiation/isotope [J
Procedures/operation [J
Pathogen or animal toxin [J
Tissue/organ transplant [J
In vivo diagnostic devices [J
In vitro diagnostic devices [J
Specimen/sample collection U
Questionnaire/interview/diary [
Records/document extraction [
Embryonic stem cell/genetic material [J
Behavioral/psychological intervention [
Other (SPECIFY)....uiuiereeeiereieeeieeeeee e O
33 Expected duration of the project......... years......... months
3.4 Investigation site
Single [J
National multi-site/multi-center [
International multi-site/multi-center [
35 Has this protocol been reviewed by another ethics committee prior to this submission?

No [
Yes [

Attach doc 7.20

Section 4: Participants and recruitment

4.1

Does this protocol include the following participants? (check all that apply)
No data obtained directly from human [
Prisoners U
Pregnant women [

Mentally ill participants [J

Go to 4.2




Institutional Review Board Submission Form AF 06-01/8.1

Faculty of Medicine, Chulalongkorn University for Ethical Review Page 3

Cancer or terminally ill participants [
Neonates/infants/children (aged <18) [

HIV/AIDS [

Institutionalized e.g. orphanage, Leprosarium [J
IUliterate participants or Foreigners e.g. hilltribes [

Subordinates e.g. students, employees, soldiers [

Other (specify)......... O

4.2 Methods used to recruit participants
No data obtained directly from human [ | e

Personal contact at outpatient clinic /inpatient [

Personal contact at ER or ICU [J

Personal contact in community [J

Contact via telephone (cold calling is not allowed) [J

Advertising Materials e.g. poster, flyers, social media (website included) U
Recruitment via online platform (SPecify)........coomrnnrncrncineeneennne U

Other (specify)......... O

4.3 Person obtaining informed consent
No informed consent applied [ | ¢waa
Principal/Co-Investigators [J

Research staff [

Other (SPECIfY) c.uuvvureerireeieererireeeeeise e U
4.4 Expected number of partiCipants ..o eeees
4.5 Participant payment/incentives
No [
Yes [J

if yes, please give detailS......vrrerese e

4.6 Compensation for injury / loss, Insurance
No [J
Yes [J
if yes, please give detailS. ..o
Section 5 : Study monitoring or DSMB (Data Safety Monitoring Board)
No [
Yes [

if yes, please specify the details of the DSMB COMPOSITION.......cuiieeriiriieieriniinireie et ressesiscseeeseseseeens

Section 6: Biosafety Checklist

Please check the appropriate box(es) relating to the project.

[J The project involves at least one of the following, In this case, please submit the documents to the institutional biosafety
committee (IBC) for consideration.
0 The project involves infectious or potentially infectious pathogens (biosafety level 2 or above) to participants or animals, animal

toxins (level 2) (please refer to the levels of risk in pathogens and animal toxins list in UsgN1ANTENTIETITUEY 1509 Twmagelsaf




=
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USEaNAnIUAN MIUNATT 18 W.A. 2560 Lars18n15iuNdninyszasinIuny Auams) 19 w.A. 2560) (www.ibc.research.chula.ac.th

Wdenguinewayeile)

[ The project involves genetically modified (recombinant) DNA or RNA.

[ The project involves genetically modified organism(s), animal(s), insect(s), plant(s), cell line(s) or cell(s) using exchange of genetic

materials (recombinant DNA or RNA) from different species which pose potential biological risk or hazard.

[] The project does not involve any of the above.

Section 7: Summary of attached documents required for the review (please check all that apply)

7.1 Cover letter for ethical review with signature of Chairperson/Department head of PI [ | Signed by Head/Chairperson
7.2 Application letter from outsiders to contact research in the faculty/hospital [J | i&ned by Head/Chairperson
73 Approval document from thesis committee/advisor [] | Signed by Program director
74 Submission form [J | Signed by Principal Investigator
7.5 Self-Assessment form [J | Signed by Principal Investigator
76 Funding form [ | Sined by Principal Investigator
77 Conflict of interest for Investigator [J | Sisned by Principal Investigator
and each co-investigator(s)
7.8 Protocol synopsis [J
7.9 Full protocol [
7.10 Information sheet [J
Consent form [J
Or Letter asking for retrospective medical record review [J
Or Letter on permission granted for EMR or data/specimen usage from hospital director/owner [J
7.11 Questionnaire/scale/interview form/CRF/Diary cards and other [
7.12 Materials to be used for the recruitment of potential research participants (Poster) [J
7.13 Budget [J
7.14 Investigator brochure (Clinical trials) / Product Information (Medical device) [
7.15 Recruitment materials e.g. written information and script [J
7.16 Medical devices approval from Thai FDA [J
7.17 Certificate of Free Sale [J
7.18 Approval for investigational drug used in research [J
7.19 Drug approval from Thai FDA [J
7.20 Approval result report from other IRB [J
7.21 Document of registration [J
7.22 Note from MDCU Biostatistics Consulting [
INVESEIGATOr’S SIGNALUIE oottt sttt Date....cccooveuenee Y Y
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Investigator’s
Name
Items for review
A= Appropriate, B= Inappropriate, NA=Not applicable/iu'Lﬁ&n%’@m%ahiéfmﬁ A | B | NA Note

wnUszdiudu B veliszysuazideafiaiy

Investigators

Qualification / Competency (Updated CV)

Updated GCP / Human Subject Protection Training Certificate(s)

(Pl & Co-Investigators)

Investigators and Co-Investigators declare on COI (AF 06-04)

Protocol

1. Research value / merit

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Justification of control / placebo

2.4 Sample size consideration

2.5 Statistical analysis

3. Inclusion/ Exclusion criteria

3.1 Assurance of fair selection

3.2 Answering research question

3.3 Concern about the vulnerable groups

4. Risk:
4.1 Nature and likelihood of anticipated discomfort or adverse effects
D Physical
|:| Psychological
D Social
D Legal
I:‘ Economic

4.2 Minimizing the identified risk(s) in 4.1

5. Benefit:

_
=
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winUsediulu B veliszyseaviBeafiuiy

|:| to the research participants
|:| to the community or to society

|:| to others, please SPeCify......irrineneeneinirerreerees

6. Vulnerability
6.1 Is a vulnerable population being studied? |:| Yes |:| No
If yes, check in the box below the vulnerable population
D Prisoners
I:' Pregnant women
D Mentally ill participants
|:| Cancer or terminally ill participants
[ ] Neonates/infants/children (aged <18)
[_JHiv/AIDS
D Others (please SPeCify)......coiineineeee s

6.2 Is the justification for studying this vulnerable population adequate?
|:| Research cannot be carried out in a non-vulnerable group
|:| Research is responsive to the health needs or priorities of this group
|:| This group should stand to benefit from the knowledge, practices or

interventions that result from the research

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process (njaunliTazBenliuNLieIwe?
ﬂiiﬂﬂqﬁﬂgﬁﬂqiﬂﬂf’nqﬂL‘VTN’W%?{QJGUBQﬂﬁguquﬂqimaﬂqqﬂguﬂaﬂiﬁ)

Who will ask for the consent? ...,

Where will the consent process take place to ensure participant’s privacy? ............

When will the consent process take place? (19 SEWINTRTONULNNIMUTAANY

ANTAT ISR THUNR e e e e e ee e s s seee s eseeeene

7.3 Acceptable treatment available

8. Ethical consideration (3 principles of Belmont Report)

9. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

10. Insurance coverage

I:l Yes Expired date. ... |:| No

11. Others
I:l Advertising




Institutional Review Board

Self-Assessment Form For Pl

AF 06-02/8.0

Faculty of Medicine, Chulalongkorn University Page 3
Items for review
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winUsediulu B veliszyseaviBeafiuiy

[ Jcrr

D Questionnaire
|:| Data Sharing Agreement
|:| Etc., Please SPeCify.....ccciiririrrrereececceseeees

& av o o R ¢ o av o Y R ¢
|:| Lﬂuﬂ"li?ﬁ]ElLﬂﬂ'JﬂULﬂiﬂ\iilaLLWVIEl, |:| 1111‘Uﬂ'15'3'ﬂJEJLﬂE|'JﬂULﬂiaﬁilE]LLW‘VIEJ

nsalnkildn1sidenenuinsasiiawnng lidasinde 12-22

12. For Imported medical device

12.1 Import License from Thai FDA

12.2 Notification of the device to Thai FDA

12.3 Certificate of Free Sale

13. For medical device made in Thailand

13.1 Specification of Medical Device

13.2 Marketing authorization

14. Overview characteristics of the device

D custom-made or in-house, not for distribution or marketing
|:| marketed device, with new purpose

D marketed device, modified for better performance

|:| investigational medical device submitted to FDA

15.. Invasiveness of the Device (For non-in vitro diagnostic medical device only)
|:| Non-invasive

|:| Invasive

D Other (please SPECifY) .....c.cuvwwrrerreneeeirneeireeevieseseenns

16. Type of Medical Device and Risk Classification (MuLUUTNEUIZNA &5, 1399017
INLATDIIDUNNINUTEAUAIUELD N.A. 2562)

D In vitro diagnostic medical device

[ ] class 1 low individual risk and low public health risk (1 anwuzLfvdsds
7579, fwm)

|:| Class 2 moderate individual risk and low public health risk (\Uu YANAERY
nsReAss)

|:| Class 3 high individual risk and moderate public health risk (%1 Y9N3

o v

Anmnusyiunglag, YanTIavsdaniizlsaindevoseaugiauiu CMV, HSV)
|:| Class 4 high individual risk and high public health risk (1 ¥AR5IAN1TFHATD

HIV, Blood grouping (ABO/Rh))
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winUsediulu B veliszyseaviBeafiuiy

D Non-in vitro diagnostic medical device

[ class 1 low risk (1u inFesilounmetlailsgnddnlulusaneddlilunsdnu

a

vIALHakuuUgunL)

Y

v
o w

[ ] class 2 low-moderate risk (1t in3esiiounmeitlailéignandnlulusanedajs
Yo A = = & o W = A A eal 1 o w 9
nneldivuinuwnaiiinisinvinfstunianisinisnsadlownndNymanedmiunisin
. . A a o ¢ al Y | Y aa
microenvironment YaIUAUKNa 38 LesestlounmangnandnlulusieniefieIsmig
fagnssuiigamnedmiuldnusserdu (Aneildanuunfdeiliesiunud 60 wiv fia 30
)
[ ] Class 3 moderate -high risk (1t LeFesilounmélidniunisauriiavie
Yostumsbaiioarnnisiimeduiug)
[ ] class 4 high risk (i in3esilounmeifiondudiuusznousiudluidudiunis

Y9LATEIBLNNE LBTBLETUNTTNUTRIATRIl BN NgRaI19NY)

17. Operation manual (lwnansuansisnslainIasilownmed)

18. Previous experimental scientific data of the device (check all that apply)

|:| in vitro study
|:| in animal model

D in human

19. @111 1SO 13485/GMP Certificate of Physical Manufacturer/Product Owner

20. LE]ﬂﬁ'ﬁLLﬁﬂQﬂ’NlI‘Ua’e]ﬂﬁ&JLLﬁ%ﬁNiﬁﬂu%ﬂ?iﬁ’N’]u%aﬂLﬂ%‘laﬂﬁ@
|:| Biocompatibility test

|:| Performance and safety study

|:| Software Verification and Validation study

[ ] usability

|:| Device Containing Biological Materials

|:| Stability Study

|:| Packing Validation

|:| Sterilization Validation

|:| Transportation Test

21. Pl qualification and experience of the device usage

[ ]is0 14155

[ ]1s0 20916
|:| CITI Program s GCP Clinical Trials Involving Investigational Devices for IRB

members, Researchers, Faculty members

22. The intended use of the device for this study is clearly described
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A= Appropriate, B= Inappropriate, NA=Not applicable/liiigndosvielidosd A| B | NA Note

winUsediulu B veliszyseaviBeafiuiy

Informed Consent Form

a Y Y a o M v a Y v a v
|:| ’lJE)ﬂ"ﬂN‘c’J‘MEJE)SJ’\ﬂﬂlﬂL’lﬂi"JSJ'JQEJIﬂEJﬂi\i, |:| ‘lﬁJ‘lﬂ‘Uaﬂ'ﬂﬁJﬂu&]au%ﬂﬂﬁdﬂﬂi'}ﬂﬂ’\lﬂiﬂﬂﬂiﬁ

(nsainlaildvennudusanaingidisauivelaense Lisewinde 1-4)

1. tanasuastaya (Information sheet)

1.1 W Upt509MaEyinn1sIvy

1.2 awdildidnladne Tdldnwmannis wanmesingudunmwilve wiesduie

&, v ] 4 A <, o o« o | I
LUuﬂWUr]VLVIEW]LSU{LF\]Q']EJ VTS@LGUEJULUuﬂ'THWVLVlEWlUﬂWV] LLasm‘H’]a&ﬂqﬂﬂuNLaU

1.3 e dunvesnuddy (Rationale/Justification)

1.4 wnafionanadiaslasudgbidislulasiniside u Wudianadifgunimd

viedugthelsnezls)

1.5 dngUszasdvadlasanisive

1.6 uueEadinsNsllulasensIve (@ruauvieiun, InuuluUsemned, S1uun

site 1)

ad o a al' a wa v oy aw = o H <
1.7 ’JﬁmLuumiVl%UgUﬁlmaQL‘U’]Smmm% (MnUANTURNINEaN8ATY ASHERLTU

ANS9NTUAVING LagnTALEUNNTlULsazURrLNY)

1.8 szgznafionaalinsudazauazieeglulasinisivy

1.9 waUsylesufin1ninaginTuainnsiseseeaalinsinensiwaz/MaUselevine

/A ifinau 3

1.10 anudes anyliauny viseanuldagen fAenainduwnenanadias Tunisdn

slulAsansidy

1.11 madenuiensyuiunssnwau o lunstiienanadasliitnsanlulasinisive

1.12 msiduraeafiunig nsdenal mnuliazain ldauiswasseleideld

1NNN5N1EENASINTINNNTING IDN1TIARAZLIANT LA

1.13 nsn1sSnyne uaviservawe Wadanudemersedunsieinainnis

@ o

Wy wazhsuingauAldIne

1.14 unasdiundde wagandunsilunisinidy

1.15 mMyReniugeansasssaiinisvenuugeunariinshiAnw (genetic

counseling)

& o T = awv
1.16 N1FUDLAUNIDYNVILNEBINNNITINY

1.17 yprawagvinealnsdwd nanunsedeselanaen 24 Falue lunsdifienanading

AnmsnisasulamisUseasd

1.18 yapauarivinnu fNenanadinsasdesduiinnisvesnidnnisiianuguenlulv
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winUsediulu B veliszyseaviBeafiuiy
1.19 waneavlnsfwidinanuanugnssunsiansanasesssunisive fenaadns (donom
Nay v template)

aNTaRnfonIliiveIRIS LU

1.20 fienansfeya atuiivnzdmiuineny 7-12 Y

(Agnwdneg dmsu

winiazidnlald)

2. vwilsdenansaudugan (Consent form)

a

2.1 fifemu “oanainsiidassNiszufiaovisensuiainiasinsidudielanld Tngl

fnale o denissSnvmenuiaficsaglisumunnnsgiu viseaydenadsslenila 7

2.2 YU sinwANNTUTestoyaineItueaalns

2.3 AnuvIneaNreInIaaualaglinTIunTIdY Lay/vie Junulagvaume

nOVNNY

2.4 A374 mm3amaﬂmiLLammm@uaawuaqr;jtfﬁwi"mmﬁﬁaﬁhimmmdmuasL%u

e

2.5 AR ITANTDINITUD assent UazNTaIL (Hinery 7-17 U)

[ verfuinundena/segndanmlidmiumsidoluswan, [ ldldveifuinundens/fegnadanmlidmiumsideluouan

(nseinbildvaiiuinwideya/fegrstnmlidmsumsideluewan Lisossedude 3-4)

3. wnasduasdayanuuilanirananuinndeyauasilngnsdanmulidmiunsidelusunan

3.1 ¥alasanns

3.2 syyunaaIde/gaduayunisive

3.4 ¥UUTEANURIaLaNSaINAVDIFIBE19TINTN LATYDUANITIVE IBUIAR WU 98NS

il U

w1 o = " , v a4y
Wietaiinmlufnymaiugnssu (genetic research) Tueunandievselsl

3.5 YaAunstLastanuldasylunisindula

3.6 szyanuivesndtinseanuiiiusnvideya

3.7 szyszeznansivinundeyaviesmetiadinm

3.8 szylsuinnyana/andu NavSdATeyaviseitildiiet1aginn

U

3.9 anudseansivinudeyariedmedsiinmlidmiumsidelueuan

3.10 Usglenlreamsnusnundeyaniediegnstnmlidmsunsidelueuan

3.11 szywumanisudstunaussleviidandydieraiaduanmslideyaviediedng

Funnlitugidrsinnside

3.12 msinwanudukazdedninlunisinwianuduvestoya

3.13 SEULUImMNITUIIHan1TIdelusunan

3.14 szyyarafianunsadnselimnideasdedoinsaeuniueaziduniiuiiiy vievenau

ANEUYD
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Items for review
A= Appropriate, B= Inappropriate, NA=Not applicable/liiigndosvielidosd A| B | NA Note

winUsediulu B veliszyseaviBeafiuiy

4. wnasuansnBuganwuudandaiaiushundeyauazitegnelianmlidmsunisideluauian

4.1 ANURUITAUYDINITAIUIU

NNUIYVIIUIA

°

1. misdevesyynEsuiensisimeuiagmansaiiioliteyaniivssilo

Lt

a

(Retrospective Study ﬁﬁﬁ’ﬁ"mmﬁﬁ'ﬂlﬂu Follow Up ua2)

2. véngunslasueygalilideyaainiidendnvedasainsiveiudeyalidmiuniside

U

TupuiAn wag @uenasuanIduepuaUUNNns1UsEIUSUTRIVRIlATINITAINETD

3. wdngrun1slasueugalildfedsnmandidendnvedlassnsiiveriudiegndanm
Wéwsunsiduluauan was duenansuansdugeuatuiiinsusesiususeswadlasenis

f9nan

a

4 viangrumslasuengnild wuuasunw/uwuuyssdiv/uuudunival 9ind1vesdvans

(sl lAWRIULUUED UL/ wUU UL/ AU VAU wlTuINLe )

5. vidngiumsvesygnlderansdlug / tenatsuaniannudusennshildaniionsidenns

msunng (nsdinlallgeansdlva)

6. vilsdeveaugIngonenslsneIuIaIIansaliveverduiidelulsmeuia

L

Ya v v o

ynansal (nsalngITedeinneuenauzunvemans Pansalivinetde/lsmeua

PaInTal)

Adva v o o

7. vilsdeveaugnidinideneantu (nsdifidedinnnzunnemans guainsel

wmingrdeAsmenuagmainsalluinideuenanid)

Decision: Risk/Benefit Category

|:| Research involving not greater than minimal risk.

o v o & =

[] Research involving minor increase over minimal risk. (duiulassnms3deiidfiinsnidoin Sslildsuusslonilaons)

|:| Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual

participants.

|:| Research involving greater than minimal risk and no prospect of direct benefit to individual participants, but

likely to yield generalizable knowledge about the participant’s disorder or condition.

| agree to comply with Ethical Principles.




Institutional Review Board AF 06-03/8.0

Funding Form
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Conflict of interest is not in itself a reason for protocol or investigator disapproval. The board will consider its existence and
magnitude and whether or not these may affect the scope of protection the right and welfare of human participants. One copy of

this form will be keep with the protocol folder.

Protocol title:
IRB No. Remark
1 | Source of funding (check all that apply) amount
Self-funded/None [
Ratchasapisek Sompoch grant [
Department/ iNSTTUL . .., O
ONEr @ENCY: ittt l
Grand total
2 | Investigators fee received (check all that apply)
None [
Monthly throughout the project |
Lump sum for the whole project [l
Per participant recruited [
Others (SPECIY)....uuiurieriieieeieiee s O
INVESTIGATON’S SIGNATUIE ...t Date ............. Y Y
................................................................................................................................ (Print Name-Surname)
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Protocol title:

IRB No.
Yes | No | Remark
Do you, members of your family, or associated entity have or receive a
financial interest in or from the sponsoring company?
Do you hold any executive or scientific position in the sponsoring
company?
Do you serve as a consultant in scientific, financial, legal issues or a
member of a “speaker’s bureau” concerning the products of the
sponsoring company?
Have you participated in or otherwise influenced any institute transaction
with the sponsoring company in any of followings: buying, selling, leasing,
licensing, supplying, or making contract?
Have you assigned any student, postdoctoral fellow or other trainee,
officer, support staff to a project sponsored by the sponsoring company?
In the last year, how many times have you been supported by the sponsoring company
to:
-Attend conferences/meetings abroad; 0 1 2 >2
-Attend conferences/meetings in the country; 01 2 >2
-Lecture for the staff of the sponsoring company; 0 1 2 >2
INVESTIGATON'S SIGNATUIE w.veieeieieiei ettt ettt bbbt es s Date ... y— Y
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1.

volidensyviinindunadeu enanstoya WeliitrsuAdeilildduyanansmanisunmds i
anudilalang InguSuuisuuuy (template) tenansteyaresungdmiuginTuidouazionansiand
aruBugeminilulasmsidelidnsuuiunamiidevesines wdeilifutestulasemsided vels
szymelévhide 1 il violiiRetos uidsamndel lviasuiw drudenimilsiiferdes Tdnoon

wiu nlufinislden anusadnaninen, WalasansiieaTuden ausafnnIsRIATsASENINAN I

1% v
= VY

159197338 Wudu sanssnnduasidenideandie

a v P )

nansteyadesuigdmiudidisuideuazionasuaniaudugeuidisinlulasinsidengdidedam

v o o w Y 1

Wuesawsn Waldu Version 1.0 wiouasiui wau Indavindidu ardiniswituesan 1 Tldidu Version
2.0 W5ouasTuN Weau UNImvinanu wazadnisunbudnlmudsu Version tusnsauasiud weu Umnu
NNATINTNITUALY

Tiaanslddniunme dwimedalivdotssnian lunsadnduludmdninwlve Iideuiudnisei

LAz AU BIDINGUHBTINY

' v
o v a [ [

TunsdlniSaniunsidefiasietuiuddnsuidedvanetuneusasdudounisasuidunsaSeununin
(Diagram) Tvitnladne
Tunsdiifesnsiiuiegiamedinmlildlueman salidavienanstoyauazveninudusouuuuilde

nhadleiiuinudeyauaziegisdinmlidmniunisideluewian (Broad informed consent)

Version...... Date....ccovveevee



AMZNIIUNTITNIITUIATLSITUNNTIAY enasPuaItaya d1msu AF 06-05/8.0

AMSLANEAENT JUIAINTAIUNI NG Fid19733dy 21y 7-12 uih 2/3

¥
1Y

lassnsideveliudnsalunisifeiilesnuuduinifguanudeuss selinyldiaisuwasysnuiunn

Ve Neu1a Woud JUnATes visen1d visevyaunsanuimtinlulasinistudiuivylidnle vise donsi

LB

2. mludunan1sanenddelulasanig

AOUVLDUBIATINTIABINTTI I Vereerrserrserrmee s s

3. ydawineglstnedidnsiunside
A IAUNNUANVLDNIVYA ... ASY FiB

4. AnuLEgaazUselevivaaniIsinsaulasanis

LD TTE N e e e e e e e e e e e e e e e e et s e e
Y YU

5. NNSSNWIAUAU

foyavnegnmwemyinidasinsiusivsnezgninuidunnudu nalasinsaldiiismueavstauy

(%

= = v o a0 &
Yooy xliiinsldveatdunsidell

6. N15:97197UASINTSIRY

X%
19 aNa v a

v a ¥ ! = 1 LY U Q‘ [ ! X 4
nsdnauladnsulassnstituegiuimysarasounss nyliansanaula ldrsaululasensills wagwn

wdnsaulasiniswdn nyhfidvsfiazasududiolails nelddnludedivenala 4 anvuedauanyazdndlinis

Auanymuung

'
a

vouRIdsaaviaiehauilaiulasin el velimyaeunuwazudslimelasenisnsudd

galsiidnla viedesnisaounudeyaiiaiy
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Institutional Review Board AF 06-08/8.0

Participant Information Sheet
Faculty of Medicine,

for Case Report Page 1/3

Chulalongkorn University

The Case Report/Case Series entitled

Contact telephone number (WOrking NOUTS): ......vuuiverirriiririeeeiseiseieieeeeriesiesieseessesiens

You/the patient under your guardian is included in the Case Report/Case Series due to

Overall, there is/are ....... patient(s) included in this Case Report/Case Series.

The Case Report/ Case Series will describe only essential personal data for the purpose of
Case Report/Case Series per necessity will be published. Therefore, the publication or presentation
of the Case Report/Case Series may contain the patient’s demographics and health information data
and other health-related personal data €.g......ccceveireiiiniiicre, , which are mainly derived from
the medical records. Nonetheless, other non-health-related identifiers, for example, name and
surname, address, telephone number, email, identification number, hospital number, and social
security number will not be exposed. However, complete anonymity cannot be guaranteed, and it

is possible that somebody somewhere may recognize the patient.

The patient’ s personal data provided in this form will be obtained, used, and stored in

accordance with Thailand's Personal Data Protection Act 2019.

Version...... Date..oeveeee.



Institutional Review Board AF 06-08/8.0

Participant Information Sheet
Faculty of Medicine,

for Case Report Page 2/3

Chulalongkorn University

The storage system for the copy of the patient’s data has a mechanism and technics
............................ that is appropriate as well as limitation of accessing in order to protect the data

from being accessed, amended or being unable to be used in an unlawful manner.

The Case Report/Case Series may be published for an academic purpose via multiple
channels, including academic reports, the medical journal, academic conferences, websites, and

other media. The Case Report/Case Series may also be published in Thai, English, or other languages.

Therefore, the purpose of this information sheet is to request your/ the patient’ s
authorization to access and consent to publish the patient’ s data as the Case Report/ Case Series.
Your decision is completely voluntary. If you wish, you may take the time to decide whether to give
your authorization or not. Notably, there are no financial benefits upon your decision to give
authorization. On the contrary, you can be assured that your decision not to authorize the use of
the patient’ s data will not affect your/the patient’ s relationship with the healthcare professionals
who requested it or the treatment you have/had/will have the right to receive at King Chulalongkorn

Memorial Hospital.

Consent withdrawal
The patient always has the right to withdraw consent by submitting the verbal or written
NOTIFICAION TO ceeeertereeererireeesenesestseee e sseseetesesessasesesastseseae e sssssseseatasasnsasasesesessaen (contact person and

details)

However, in the case where you had given consent to the processing of the patient’s data,
you may withdraw such consent at any time. We will then immediately cease processing the
patient’s data at the earliest possible opportunity. Nevertheless, the withdrawal of consent does
not withdraw the processing of the patient’s data which has already been conducted. Moreover,
once the Case Report/Case Series is in any publication process, the withdrawal of the consent is

not possible per se.

In the case where you intend to exercise your personal data protection rights or any

complaints regarding the processing of the patient’s data, please contact The Institutional Review

Version...... Date..oeveeee.



Institutional Review Board

Faculty of Medicine,

Chulalongkorn University

Participant Information Sheet

for Case Report

AF 06-08/8.0

Page 3/3

Board, Faculty of Medicine, Chulalongkorn University, Rama IV road, Pathumwan, Bangkok 10330 or

the telephone number: 0-2256-4493 (official hours) or email address: medchulairb@chula.ac.th.

By signing the consent to publish, the patient’s legal right under the law shall not prevail.

We do appreciate your consideration of participating in the publication of this Case

Report/Case Series.

Version
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Institutional Review Board AF 06-13/8.0

Consent to Publish Form
Faculty of Medicine,
(For Case Report) Page 1/3

Chulalongkorn University

P aTIENT S NMAIMIE ettt ettt ettt e et et eaeaes

| have been informed and understand the following:

® The Case Report/Case Series will be published without my/the patient’s name or identification
directly attached; however, | understand that complete anonymity cannot be guaranteed. It is

possible that somebody somewhere may recognize the patient.

® The Case Report/Case Series may contain my/the patient’s medical condition, injury, disease
prognosis, and treatments that | have/the patient has, had, or may have in the future.
However, only essential data for the purpose of Case Report/Case Series per necessity will be

published.

® The Case Report/Case Series may be published for an academic purpose in print, in digital
formats, or in any other formats via multiple channels and may be linked to the public press

or other social media/ channels, including marketing channels.

® |/the patient will not receive any financial benefits from publishing the Case Report/ Case

Series.

® |/the patient can withdraw my consent without affecting the standard treatments the patient
should receive for the patient’s medical conditions. However, I/the patient can withdraw the
consent at any time but before publication. Once the Case Report/Case Series is in any

publication process, the withdrawal of the consent is not possible per se.

®  This consent form will be securely and confidentially stored by The Institutional Review Board,

Faculty of Medicine, Chulalongkorn University, in accordance with the law, for no longer than

Version...... Date...cooveeeee.



Institutional Review Board AF 06-13/8.0
Consent to Publish Form

Faculty of Medicine,
(For Case Report) Page 2/3

Chulalongkorn University

the necessary period. Personal data provided in this form will be used and stored in

accordance with Thailand's Personal Data Protection Act 2019.

® \We may be required to pass on your consent form and the patient’s personal data to the
third party, including the publisher that is unrelated to the activities involving you without your
explicit consent. In doing so, we will work to ensure that receiving organization is in a country
that has substantial personal data regulations and privacy policy in place and is certified by

the Personal Data Protection Committee.

Where this consent relates to the Case Report/Case Series, | have/the patient has had the
opportunity to comment or question on the Case Report/Case Series, and | am satisfied that the

comments or questions, if any, have been addressed properly and mannerly by the researcher.

Please tick boxes to confirm the following:
1. The accessibility of medical records

[ 11, the undersigned, give my consent for the accessibility of my/the patient’s medical records in the

process of the Case Report/Case Series preparation and publication.
2. The use of the patient’s images/photographs.

[ 11, the undersigned, give my consent for taking and publishing the patient’s images/photographs in the

Case Report/Case Series.

3. The Case Report/Case Series in the Thai version

l, the undersigned, would [ ] like to [ ] like not to read the Case Report/Case Series before the

publication submission.

4. Consent to contact

, the undersigned, [ ] allow [ ] not allow the accessibility and use of my contact details, including

address, phone number, or other channels, to reach me/the patient.

Version...... Date...cooveeeee.
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Consent to Publish Form
Faculty of Medicine,

(For Case Report) Page 3/3

Chulalongkorn University

| confirm that | have carefully read and understood all the aforementioned information.
Moreover, | am legally entitled to sive the consent, and | have signed the document to give my consent

to publish the Case Report/Case Series.

This AOCUMENT IS SIGNEA DY ouvieeeiecieiee ettt bbbttt bt s s s ses bbb enssnss
PIINT NMAIMET ettt bbbttt b ettt eienes

Relationship to the patient (if the patient not signing this fOrM): ..o
NOTE: If the patient/study participant is a minor (i.e., less than 18 years of age) or cannot provide informed consent for
publication, this must be signed by their parent or legal guardian.

NOTE: If the patient/study participant is deceased, this must be signed by their next of kin.

In case of the fingerprint signatures of the patient/their representative
WWIENESS Lo ettt
(PYINE NAMIE: oo )
WWITNESS 2 ettt sttt
(PYINE NAMIE: oo )
Date ............ Month .. Year ...

The researcher confirms that all necessary information of the Case Report/Case Series, including
research objectives, possible risks, and benefits of involving in the publications, have been fully explained
to the patient or their representative,

Details of the person who has explained and administered the form to the patient or their

representative.

THE 1ESEAICNEI'S SIGNATUIE: ..eeieiieieiie ettt ettt a bbb s bt es bbb es sttt s s s b

P T AN e ettt ettt et et ettt et eas s
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[Recipient Organisation’s Name and AdAress] ... , and
[Scientist’s Name and AQAIESS] ...ttt bbb
(hereinafter collectively referred to as “RECIPIENT”) desires to obtain for academic research-only
purposes (stated in the Implementing Letter) certain Biological Materials from [Provider Organisation’s
NAME AN AAIESS] .uvieiiieiire et (hereinafter referred to as

“PROVIDER”).

Pursuant to the PROVIDER’S AND RECIPIENT’S mutual consent to transfer BIOLOGICAL MATERIAL identified
in the Implementing Letter, the PROVIDER and the RECIPIENT agrees to the terms and conditions as

follows:

PART I. DEFINITIONS

1. PROVIDER: Party providing the ORIGINAL MATERIAL, represented by the PROVIDER ORGANISATION
and PROVIDER SCIENTIST.

PROVIDER ORGANISATION: Organization providing the ORIGINAL MATERIAL; the name and address
of this party stated herein and will also be specified in the Implementing Letter.

PROVIDER SCIENTIST: Individual representing the PROVIDER ORGANISATION, responsible for
transferring the ORIGINAL MATERIAL; the name and address of this person will also be specified in the

Implementing Letter.

2. RECIPIENT: Party receiving the ORIGINAL MATERIAL, represented by the RECIPIENT
ORGANISATION AND RECIPIENT SCIENTIST.

RECIPIENT ORGANISATION: Organisation receiving the ORIGINAL MATERIAL; the name and address
of the organization stated herein and will also be s specified in the Implementing Letter.

RECIPIENT SCIENTIST: Individual representing the RECIPIENT ORGANISATION, responsible for
receiving and processing the ORIGINAL MATERIAL; the name and address of this person stated herein and

will also be specified in the Implementing Letter.
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3.

MATERIAL: ORIGINAL MATERIAL and its UNMODIFIED DERIVATIVES. The MATERIAL shall not include:
(a) MODIFICATIONS, or (b) other substances created by the RECIPIENT through the use of the
MATERIAL which are not MODIFICATIONS or UNMODIFIED DERIVATIVES.

ORIGINAL MATERIAL: The biological specimen(s) or samples(s) being transferred; the description

will be specified in the Implementing Letter.

UNMODIFIED DERIVATIVES: Substances created by the RECIPIENT which constitute an unmodified

functional subunit or product expressed by the ORIGINAL MATERIAL. Example: purified or fractionated

subsets

of the ORIGINAL MATERIAL (DNA extracts derived from tissue samples).

MODIFICATIONS: Substances created by the RECIPIENT which contain/incorporate the
MATERIAL.

COMMERCIAL PURPOSES: The sale, lease, license, or other transfer of the MATERIAL or
MODIFICATIONS to a for-profit organization. COMMERCIAL PURPOSES shall also include uses of the
MATERIAL or MODIFICATIONS by any organization, including RECIPIENT, to perform contract
research, to screen compound libraries, to produce or manufacture products for general sale, or
to conduct research activities that result in any sale, lease, license, or transfer of the MATERIAL or
MODIFICATIONS to a for-profit organization. However, industrially sponsored academic research
shall not be considered a use of the MATERIAL or MODIFICATIONS for COMMERCIAL PURPOSES

per se, unless any of the above conditions of this definition are met.

NONPROFIT ORGANIZATION(S): A university or other institution of higher education, a scientific

research organization, or government agency.

PART Il. TERMS AND CONDITIONS OF THIS AGREEMENT

The ORIGINAL MATERIAL specified in the attached Implementing Letter is the property of the

PROVIDER, and is, from time to time, made available as a service to the research community.

The MATERIAL is provided by the PROVIDER and will be used by the RECIPIENT for teaching and

academic research purposes and for the project specified in the Implement Letter only.
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3. The MATERIAL is provided at no cost, or with an optional transmittal fee solely to reimburse the
PROVIDER for its preparation and distribution costs. If a fee is requested by the PROVIDER, the

amount will be indicated in an implementing letter.

4. The PROVIDER retains ownership of the MATERIAL, including any MATERIAL contained or
incorporated in MODIFICATIONS.

5. The RECIPIENT retains ownership of:
(a) MODIFICATIONS (except that, the PROVIDER retains ownership rights to the MATERIAL included
therein), and
(b) those substances created through the use of the MATERIAL or MODIFICATIONS, but which are not
UNMODIFIED DERIVATIVES or MODIFICATIONS (i.e., do not contain the ORIGINAL MATERIAL or UNMODIFIED
DERIVATIVES).
[If either 5 (a) or 5 (b) results from the collaborative efforts of the PROVIDER and the RECIPIENT, joint
ownership, income and/or terms of a commercial license will be negotiated under a separate agreement

and signed by the PROVIDER and the RECIPIENT.]

6. The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that the MATERIAL:
(a) is to be used solely for teaching and academic, non-commercial, non-military scientific research
purposes and for the project specified in the Implement Letter;
(b) will not be used in human subjects, in clinical trials, or for diagnostic purposes involving human
subjects without the written consent of the PROVIDER;
(0) is to be used only at the RECIPIENT ORGANIZATION and only in the RECIPIENT SCIENTIST's laboratory
under the direction of the RECIPIENT SCIENTIST or others working under his/her direct supervision; and
(d) will not be transferred to anyone else within the RECIPIENT ORGANIZATION or to a third party without

the prior written consent of the PROVIDER.

7. The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that:
(a) The RECIPIENT and/or the RECIPIENT SCIENTIST shall have the right, without restriction, to distribute
substances created by the RECIPIENT through the use of the ORIGINAL MATERIAL only if those substances
are not, UNMODIFIED DERIVATIVES, or MODIFICATIONS.
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(b) Without written consent from the PROVIDER, the RECIPIENT and/or the RECIPIENT SCIENTIST may NOT

provide

COMME

MODIFICATIONS for COMMERCIAL PURPOSES. It is recognized by the RECIPIENT that such
RCIAL PURPOSES may require a commercial license from the PROVIDER and the PROVIDER has no

obligation to grant a commercial license to its ownership interest in the MATERIAL incorporated in the

MODIFICATIONS.

8.

10.

11.

The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent application.
Except as provided in this Agreement, no express or implied licenses or other rights are provided
to the RECIPIENT under any patents, patent applications, trade secrets or other proprietary rights
of the PROVIDER, including any altered forms of the MATERIAL made by the PROVIDER. In
particular, no express or implied licenses or other rights are provided to use the MATERIAL,

MODIFICATIONS, or any related patents of the PROVIDER for COMMERCIAL PURPOSES.

If the RECIPIENT desires to use or license the MATERIAL or MODIFICATIONS for COMMERCIAL
PURPOSES, the RECIPIENT agrees to negotiate in good faith with the PROVIDER to establish the
terms of a commercial license. It is understood by the RECIPIENT that the PROVIDER shall have
no obligation to grant such a license to the RECIPIENT, and may grant exclusive or non-exclusive
commercial licenses to others, or sell or assign all or part of the rights in the MATERIAL to any

third party(ies).

Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in nature
and may have hazardous properties. The PROVIDER MAKES NO REPRESENTATIONS AND EXTENDS
NO WARRANTIES OF ANY KIND, EITHER EXPRESSED OR IMPLIED. THERE ARE NO EXPRESS OR
IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT
THE USE OF THE MATERIAL WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK, OR OTHER
PROPRIETARY RIGHTS.

Except to the extent prohibited by law, the RECIPIENT assumes all liability for damages which
may arise from its use, storage or disposal of the MATERIAL. The PROVIDER will not be liable to
the RECIPIENT for any loss, claim or demand made by the RECIPIENT, or made against the

RECIPIENT by any other party, due to or arising from the use of the MATERIAL by the RECIPIENT,
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except to the extent permitted by law when caused by the gross negligence or willful

misconduct of the PROVIDER.

12. The RECIPIENT agrees to use the MATERIAL in compliance with all applicable laws, statutes and
regulations, including Public Health Service and National Institutes of Health regulations and
guidelines such as, for example, those relating to research involving the use of human and animal

subjects or recombinant DNA.

13. The RECIPIENT agrees (a) to publicise the results of the research with the MATERIAL as soon as
reasonably possible, (b) to provide the PROVIDER with a copy of any publication, which contains
experimental results obtained from the use of the MATERIAL, MODIFICATIONS and direct/indirect
derivatives of materials, and (c) to acknowledge...(Provider)..., Department..., Faculty of Medicine,
Chulalongkorn University as the source of the MATERIAL in all publications, presentations and
disclosures containing any data or information about the MATERIAL, MODIFICATIONS and
direct/indirect derivatives of materials unless ...(Provider)..., Department..., Faculty of Medicine,

Chulalongkorn University indicated otherwise.

14. This Agreement will terminate on the earliest of the following dates:
(a) when the MATERIAL becomes generally available from third parties, for example, through reagent
catalogs or public depositories, or
(b) on completion of the RECIPIENT's current research with the MATERIAL, or
(c) on thirty (30) days written notice by either party to the other, or

(d) on the date specified in the Implementing Letter,

provided that: (i) if termination should occur under 14(a), the RECIPIENT shall be bound to the PROVIDER
by the least restrictive terms applicable to the MATERIAL obtained from the then-available sources; and
(i) if termination should occur under 14(b) or (d) above, the RECIPIENT will discontinue its use of the
MATERIAL and will, upon direction of the PROVIDER, return or destroy any remaining MATERIAL. The
RECIPIENT, at its discretion, will also either destroy the MODIFICATIONS or remain bound by the terms of
this Agreement as they apply to MODIFICATIONS; and

(iii) in the event the PROVIDER terminates this Agreement under 14(c) other than for breach of this

Agreement or for cause such as an imminent health risk or patent infringement, the PROVIDER will defer
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the effective date of termination for a period of up to one year, upon request from the RECIPIENT, to

permit completion of research in progress.

Upon completion of use of the MATERIAL or upon the effective date of termination, or if requested, the
deferred effective date of termination, the RECIPIENT will discontinue its use of the MATERIAL and will,
upon direction of the PROVIDER, return or destroy any remaining MATERIAL. The RECIPIENT, at its
discretion, will also either destroy the MODIFICATIONS or remain bound by the terms of this Agreement
as they apply to MODIFICATIONS. The date, quantity, and method of destruction will be recorded and

witnessed, and a copy of such record furnished to the PROVIDER.

15. This Agreement will be effective for a period of ...... (..) year(s) from the effective date of this
Agreement. Either the RECIPIENT or the PROVIDER may terminate this Agreement upon thirty (30)
days written notice; provided that termination will not relieve the RECIPIENT or the PROVIDER of

any obligation or liability accrued hereunder prior to the effective date of such termination.

16. Paragraphs 8, 10, and 11 of PART Il shall survive termination.

The parties executing this Agreement agree to be bound by the terms and conditions herein. And this

Agreement shall be effective when signed by all parties.

For and on behalf of For and on behalf of
RECIPIENT ORGANIZATION PROVIDER ORGANIZATION
Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST PROVIDER SCIENTIST
Signature: Signature:

Name: Name:

Title: Title:

Date: Date:
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Witness Witness
Signature: Signature:
Name: Name:
Title:

Title:
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IMPLEMENTING LETTER

The purpose of this Implementing Letter is to provide the specific details of the biological material
transfer between the PROVIDER (identified below) and the RECIPIENT (identified below) where the
PROVIDER and the RECIPIENT agree to abide by all terms and conditions of the Biological Material
Transfer Agreement ("BMTA") (dated .......c.ccoovvnrirrrirnrnnnne. ).

1. PROVIDER: Organization providing the ORIGINAL MATERIAL:

Organization:

Address:

2. RECIPIENT: Organization receiving the ORIGINAL MATERIAL:

Organization:

Address:

Recipient Scientist:

Title

Address:

3. ORIGINAL MATERIAL (Enter description in details: type and amount or volume per subject and

total amount or volume to be transferred):

4. Use of ORIGINAL MATERIAL

Project Name:

Project Objective(s)
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Purpose for use of ORIGINAL MATERIAL

5. Termination date for this letter (optional):

6. Transmittal Fee to reimburse the PROVIDER for preparation and distribution costs (optional).

Amount:

This Implementing Letter is effective when signed by all parties. The parties executing this Implementing

Letter agree to be bound by all terms and conditions of BMTA, for the transfer specified above.

For and on behalf of For and on behalf of
RECIPIENT ORGANIZATION PROVIDER ORGANIZATION
Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST PROVIDER SCIENTIST
Signature: Signature:

Name: Name:

Title: Title:

Date: Date:
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Institutional Review Board )
Investigator’s CV Template
Faculty of Medicine, Chulalongkorn University

AF 06-16/8.0

Page 1

First Name:
Surname:
Gender:
Nationality:
Address (including city and country, zip code):
Contact e-mail:
Mobile:
EDUCATION
CURRENT EMPLOYMENT
- Institution Name:
- Job Title:
- Office Address:
RESEARCH ETHICS, GCP and OTHER RELEVANT TRAINING (Specify)
PREVIOUS PROFESSIONAL EXPERIENCE
- Academic Achievement:
- Administrative Experience
- Professional Membership

- Publication (last 3 year)

Signature: Date: ..............
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This Data Sharing Agreement (“Agreement”) is effective as of ......cccccoceverieinnen (“Effective date”) by
and between:
(1) Chulalongkorn University by ......... (Faculty)......... , with offices located at ......c..ccooeiieeninnn,

Thailand (hereinafter referred to as “PROVIDER”)
and
(2) e e e e e, WD Offices located at o
(hereinafter referred to as “RECIPIENT”)
(PROVIDER and RECIPIENT shall be herein referred to collectively as “ Parties” and individually as
“Party”)
WHEREAS
PROVIDER and RECIPIENTE have agreed to enter into this Agreement for the purpose of the project

titled oo (hereinafter referred to as “Project”) as followings;

PROVIDER designate its officer, ...... (Pl Name)......., as a Principal Investigator of PROVIDER, and
RECIPIENT designate its officer, .....(PI Name)......., as a Principal Investigator of RECIPIENT.
IT IS NOW AGREED BY THE PARTIES AS FOLLOWS:

1. Definitions

In this Agreement, the following words shall have the following meanings:

Data Data Collected by PROVIDER, to be used and such study to
be carried out by RECIPIENT. All data, including without
limitation research data, subject testing data. Clinical data,
all other data resulting from research activities in the
industrial or scientific and fields

Results Any and all intellectual property (including but not limited
to modifications, improvements, derivatives or summaries)
generated by RECIPIENT in the course of the use or any
analysis of the Data under this Agreement

Confidential Information Confidential Information shall include information provided
in documentary form or by way of a model or in other
tangible form, which at the time of provision is marked or

otherwise designated to show expressly or by necessary
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implication that it is imparted in confidence.
Notwithstanding, all Data shall be the Confidential
Information of PROVIDER.

Intellectual Property All intellectual property rights, including without limitation:
Rights or Intellectual i. patents, copyright, registered designs, trade marks
Property (including service marks), all other rights resulting from

intellectual activity in the industrial or scientific, fields, and
the right of have confidential information kept confidential,
and

ii. any application or right to apply for registration of any of
those rights.

Terms s year(s) after the Effective date.

2. RECIPIENT agrees to be bound by this Agreement in consideration of PROVIDER making
the Data available to RECIPIENT. The Agreement shall commence on the Effective date and will
continue for the Term. Upon the termination or expiration of this Agreement, the terms of 3, 4, 5,
6, 7,10, 11, 12, 13 and 14 shall survive.

3.The Data remains the property of PROVIDER. There is no transfer of license or implied
transfer of license rights in the Data from PROVIDER to RECIPIENT including any Intellectual
Property Rights. This Agreement does not restrict the rights of PROVIDER to distribute the Data to
other institutions or to publish any document relating to Data.

4. RECIPIENT shall retain the Data in a secure location on its premises and shall not permit
the Data or any part of it to come into possession or control of any other organization or any
individual other than those involved in the Project.

5. RECIPIENT shall not share or transfer the Data in whole or in part to any third parties
without the relevant third party entering into a separate Data Sharing Agreement with PROVIDER.

6. RECIPIENT shall use the Data only to carry out research in relation to the Project and
only for research that has appropriate ethical approval. RECIPIENT shall not use the Data or any
parts thereof for any commercial purpose or any purpose that is subject to consulting or licensing
obligations to third parties.

7. PROVIDER makes no representations and gives no warranties either express or implied in
relation to the Data: for example (without limitation) that the Data is of satisfactory quality or fit for
any particular purpose, or that use od Data is free from infringement of third party rights, including

Intellectual Property Rights. The PROVIDER shall not be liable for any use made of the Data by the
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RECIPIENT, and to the extent permissible by law RECIPIENT shall indemnify and hold PROVIDER
harmless for any damages howsoever arising from RECIPIENT’s use, storage, or disposal of the Data.

8. RECIPIENT shall use the Data in accordance with good research practice, all due skill and
care and with dignity, sensitively and respect. RECIPIENT shall comply with any relevant privacy law
and in compliance with all other applicable laws, regulations, suidelines and approvals, including
without limitation the ICH-GCP.

9. RECIPIENT agrees to obtain the written consent of PROVIDER if there is any material change
to the purposed use of the Data in the Project.

10. The Parties agree that all rights, title and interest in the Intellectual Property discovered
or developed as a result of RECIPIENT’ s use of the Data for the Project (hereinafter referred to as
“the Project IP”) will be owned jointly by the Parties as tenants in common in shares proportionate
to their respective intellectual property, each Party grants to the other Party a non-exclusive, non-
transferable, perpetual, royalty free, worldwide license to use the Project IP they own for non-
commercial research, education and training purposes.

11. PROVIDER and RECIPIENT intend that their respective researches shall as co-authors
publish the Results of the Project deriving from use of the Data. Such publications shall be in
accordance with the respective policies of the Parties regarding authorship.

12. RECIPIENT shall acknowledge PROVIDER as the source of the Data in any publication
reporting on its use, unless requested otherwise by PROVIDER.

13. RECIPIENT undertakes to store the Data in accordance with all applicable laws and not
to attempt to identify or contact the Study Participants or to compromise or otherwise infringe the
confidentiality of information on the Study Participants and their right to privacy. In the event that
RECIPIENT inadvertently identifies any donor then it shall notify PROVIDER immediately setting out
reasonable detail the circumstances by which it happened.

14. RECIPIENT shall maintain the Confidential Information in confidence and shall not disclose
to any third party or use the Confidential Information for any purpose other than the implementation
of this Agreement. RECIPIENT shall immediately notify PROVIDER if RECIPIENT becomes aware of any
suspected or actual unauthorized use, copying or disclosure of Confidential Information.

15. PROVIDER has the right to terminate this Agreement forthwith at any time and for any
cause by means of written notice to RECIPIENT. In the case of any termination or expiration of this
Agreement, RECIPIENT shall immediately discontinue all use of the Data and all Confidential
Information, and, at PROVIDER discretion, promptly return or destroy (at RECIPIENT” s own cost) all

Data and all Confidential Information, and provide written confirmation that this has been
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completed. Should an individual Study Participant or their next of kin rescind their consent,
PROVIDER will require and RECIPIENT agrees to discontinue using the appropriately identified
information and return or destroy it in accordance with PROVIDER’s instructions.

16. RECIPIENT shall not assign any of its right or delegate of its duties under this Agreement
without the prior written consent of PROVIDER.

17. The validity and interpretation of this Agreement shall be governed by laws of Thailand,
and any dispute arising out of or in connection with this Agreement shall be submitted to the
exclusive jurisdiction of the courts of Thailand.

18. No amendments, changes or modifications to this Agreement shall be valid except if the
same are in writing and signed by a duly authorized representative of each of the Parties. This
Agreement shall bind and inure to the benefit of the Parties and their respective successors and
assigns.

The Parties hereto have executed this Data Sharing Agreement by their duly authorized
representatives as of the day and year first set forth above.
For and on behalf of Chulalongkorn For and on behalf of......cccoceverien

UNIVEISITY DY o e

SINALUTIE! o SINATUIE! e
NAME: o NAME: o
POSITION: ettt POSITION: ettt
Date: oo Date: o
Acknowledged and Understood by Acknowledged and Understood by

Principal Investigator of PROVIDER: Principal Investigator of RECIPIENT:

SIGNALUIE: o SINATUIE! e
NAME: o NAME! o,
POSITION: ettt POSITION: et

DAt e DAt e
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S va su v v

dmsulasansifidedoutues uwazilu Prospective Cohort study (MiUfduusiudidnsnidelaenss), Cross-sectional study (7l
Ufduiusiugidn3u3delaense), Interventional / Clinical Trials o9y AF 06-18 Biostatistics Consulting Form (dwisutinadifinlv
Uiy mnldlddainanunmemans puiasnsalinerds veliuuuwisainadfnimihnelvviesudaia wioundngiunans

Al UsENEUNTAANTAL)

For Investigator-Initiated study, this signed form is required for initial submission of Prospective Cohort (direct interaction to
participants), Cross-sectional (direct interaction to participants), Interventional / Clinical Trials study design. (For non-MDCU

Biostatistician, please provide written authorization from Head of Department together with statistical training certificate)

For Principal Investigator to Fill in

INVESTIGATOr NAMIE: .ttt ees
THLE OF STUAY  (EN@). etttk
(3 T
IRB No. (If available): .....ccccoovvrinririris
Funding SOUrCe: .....cccoieveinieieieceee,
Type of IRB Submission: [] Just submitted, Not yet reviewed by the reviewer
D Under review, Initial submission, IRB No. ........
[ post approval Amendment, COA No. ........
[] Other, Please SPECIY ...ttt
INVestigator’s SIGNATUIe ... Date...oceveeenenes V2SO Y S
................................................................................................................................ (Print Name-Surname)
For Biostatistician Only
[] Approved
[] Revision Requested
[ ] Comment for consideration
[ other
Biostatistician’s sigNature ..., Date....ccccveveuvenes /et VSR
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IRB No. | Protocol Title:

Principal investigator:

Department:

Reviewer’s Name:

Layperson 913lUniin 8

Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/Litfgitawmislideodl
winUszfiudu B velviszuseaziBendiiafiu

A B NA Opinions/suggestions

Investigators

Qualification / Competency

Updated GCP / Human Subject Protection Training Certificate (Pl & Co-

Investigators)

Investigators declaration on COI (AF 06-04)

Protocol

1. Research value / merit

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Justification of control / placebo

2.4 Sample size consideration

2.5 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answering research question

3.3 Concern about risk group

4. Risk:

4.1 Nature and likelihood of anticipated discomfort or adverse effects
D Physical
I:‘ Psychological
I:‘ Social
D Legal
D Economic

4.2 Minimizing the identified risks(s) in 4.1

5. Benefit:
I:‘ to the research participants
D to the community or to society

D to others, please SPecify.......ccciicnincncccc,

6. Vulnerability
6.1 Is a vulnerable population being studied?lj Yes |:| No




Institutional Review Board Reviewer Assessment Form AF 07-01/8.1
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Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/Litfeitawmislideod
winUszfiudu B veliszuseaziBendiufiu

NA

Opinions/suggestions

If yes, tick the vulnerable population being studied:

|:| Prisoners

|:| Pregnant women

|:| Mentally ill participants

|:| Cancer or terminally ill participants

|:| Neonates/infants/children (aged <18)

[ ] HivzaiDs

I:' Others (please SPECify)......viiniinieeiereiseieeseeeeieneiees

6.2 Is the justification for studying this vulnerable population
adequate?
D Research cannot be carried out in a non-vulnerable group
I:' Research is responsive to the health needs or priorities of this
group
D This group should stand to benefit from the knowledge, practices

or interventions that result from the research

7. Additional safeguard

7.1 Appropriate recruitment and approach

7.2 Adequate informed consent process (Wa1354INTEUIUNITVOAIY

Bugey N13syLve anuiive uazveillels)

7.3 Acceptable treatment available

8. Ethical consideration (3 principles of Belmont Report)

9. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

10. Insurance coverage

I:‘ Yes Expired date........oiniinciecsceeeeceeseeieeeeeseeeeees I:l No

11. Others
D Advertising

[ ]crr
|:| Questionnaire
|:| Data Sharing Agreement

|:| Etc., Please SPeCify ...

P awv o o I < ) av o o R ¢

[ ] unsiseieatuiedesiiounnd, [ | laildnsiseiienduiniosiiounns
a9 aw o o ] AR a v

ﬂim‘l/ll&lbl?lﬂ'li’ﬁ]ElLﬂEl?ﬂULﬂiE]\?%JE]LL‘WVIEJ 1319]9\1'1.]53!;111‘!?]9

12-22

12. For Imported medical device

12.1 Import License from Thai FDA

12.2 Notification of the device to Thai FDA

12.3 Certificate of Free Sale

13. For medical device made in Thailand

13.1 Specification of Medical Device

13.2 Marketing authorization
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Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/Litfeitawmislideod
winUszfiudu B veliszuseaziBendiufiu

NA

Opinions/suggestions

14. Overview characteristics of the device

|:| custom-made or in-house, not for distribution or marketing
|:| marketed device, with new purpose

|:| marketed device, modified for better performance

|:| investigational medical device submitted to FDA

15. Invasiveness of the Device (For non-in vitro diagnostic medical
device only)
I:‘ Non-invasive

I:' Invasive

I:' Other (please SPeCify)......rermnereeenereeiereceeeannas

16. Type of Medical Device and Risk Classification (auluuineUsznie
5. 1599N159ALASDeElauN IR USEAUAINILERS .M. 2562)

D In vitro diagnostic medical device

I:' Class 1 low individual risk and low public health risk (\u a1y
udsdensa, e

D Class 2 moderate individual risk and low public health risk (s
YANAABUNIRIATIET)

I:‘ Class 3 high individual risk and moderate public health risk (1w
yansaRanusziunglag, ganmattanidlseindoniossiugiduiu
CMV, HSV, HBV)

I:‘ Class 4 high individual risk and high public health risk (11 YA
A579M3AATe HIV, Blood grouping (ABO/Rh)

|:| Non-in vitro diagnostic medical device

[ ] Class 1 low risk (19u wedesitounmdilaildgnandlulusroniedsls
TumssnwuinusauuuUgugl)
[ ] Class 2 low-moderate risk (1t in3esilounmelailsignandiluly

' = v o a = = & o v = oA ¢
ﬁqﬂﬂ']ﬂelix'lﬂzlx‘lﬁll']ﬂs[,‘ljﬂﬂ't]']@LLNa‘VWJﬂ'ﬁQﬂSU']\ﬂﬂﬂ"ﬂu‘muqLLWi?NﬂQLﬂi@Q‘M@LLWWH

o o

Mjsnanedmiunisdn microenvironment YBIVIAUKA 130 LATDILBUNNE
a T v ' Y ad o a o w9y &
ynadlulusieniemeismefasnssuiisnedmiuldnussevau (nne
guunfseiiioiufaus 60 w1l 83 30 Ju))

[ ] Class 3 moderate -high risk (1%u LAdpsiiounmslédmiuns

[J a =) U a dy a U U s
Aumllavisedesiunisiaiioninnislimeduius)

[ ] class 4 high risk (i wdesiiowmefsiondudusenausindily
<, ' = A A ¢ A a ° A A &1
Wudhunllsweaesesdlaunmd ietieasunisinnuvsuniodiounndss

$7908)

17. Operation manual (:9na13kanIsNsIdATOIHoUNNE)

18. Previous experimental scientific data of the device (check all that
apply)
I:‘ in vitro study
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b )

Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/Litfeitawmislideod
winUszfiudu B veliszuseaziBendiufiu

NA

Opinions/suggestions

|:| in animal model

|:| in human

19. @111 1ISO 13485/GMP Certificate of Physical Manufacturer/Product

Owner

20. LE]ﬂﬁWiLLaﬂﬂﬂ’J'mﬂa@ﬂffﬂLLa%aﬂJ'ﬁiﬂu%ﬂ’]iﬁ’N’]u‘U@ﬂL?ﬁl@ﬂfl@
|:| Biocompatibility test

D Performance and safety study

D Software Verification and Validation study

I:' Usability

I:' Device Containing Biological Materials

I:' Stability Study

D Packing Validation

D Sterilization Validation

D Transportation Test

21. PI qualification and experience of the device usage

[ ]iso 14155

[ ]1s0 20916

I:‘ CITI Program ¢ GCP Clinical Trials Involving Investigational

Devices for IRB members, Researchers, Faculty members

22. The intended use of the device for this study is clearly described

Informed Consent Form

a Y ¥ a v M v a Y Y a
I:' “iJ'e)ﬂ’J’lSJEJ‘LlFJE]SJ‘\]']ﬂQL%ﬂi?u?%ﬂiﬂﬂﬂiﬂ, |:| ‘Lﬂ-lllﬂ‘lJE]ﬂ'J'I&IFJ‘L!FJE]SJQ’mQL‘U’ITJ&I’NEJI@EJGIN

(nsainlaildvannuBusasangidisauidelnense lidesusuiliude 1-4)

1. ana1sduasdaya (Information sheet)

1.1 hdai5eaMagyinnsive

1.2 mwildidilade Wildnwmisivinig wanwsdnguduntwilng
wieesursduniwlnedidledne violvwdunwlnesiudwi way

mwdangulaluaau

1.3 m@maﬂmmﬂumwmmu?ﬁa (Rationale/Justification)

1.4 wanafididnddelasudgbidhnlulasinside (gu dudiine
oA

Piavnnd viseludUelsnezls)

1.5 nguszasAvedlasansidy

1.6 Fuudit1saddendniinlulasenside @uuimun, Suuly

Useund, I1UIUN site 1)

a wa

1.7 3Fanfiun1siaeufURsdedidniudde (mniinnsdamnevalenss als

wandumsanIsanung wazn1saiunisiusiaztnuiie)

1.8 srezhamgiinsuidousazauazieseglulasinside

1.9 waUsglevuiimaivziiniuainmsidesedidnuidelnensiway/vie
Usglevidoguvw/dnu/iinanuilvg
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Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/Litfeitawmislideod
winUszfiudu B veliszuseaziBendiufiu

NA

Opinions/suggestions

1.10 anudess anuliauie visernuliazan Nerafatuuigidnguide
Tunsnsululasiniside

1.11 madenvienseuiunisinwdy q lunsdndidnsuidelaidnly
15911533

1.12 mslidugaweaniunis nsdean anuliazadn ldauieuas
elamdslunnnsfiginsuidednsiunside Bnshiuasiaiil

1.13 A1THINISSNINEIUIANIBANIAEY LIadAINMLEMENI o URSI8N
INIINNNTITY wazHSURAYEUAT LYY

U

114 unaeluyuide uazandunsulunsiide

1.15 MmyiRemaiugmanitzdedinvennudugenwasiinisliaing

12U genetic counseling

1.16 N15veLiufag9awaINNITIve

1.17 ymrakagnuneaalnsénw Nanunsadnsislanaen 24 43lue Tunsdin

HiinsuddedinmsnisaisulafisUsyasd

Y

1.18yAAAKAEANY IH 53T azdeufinnsvesnidnnishinig

Sugoululi

1.19 18 elnsANYIaNNIuAMENTINAISNITUIRSUGIIUAITIRY 91

v oy o

AdTInIdraunsafnfensatiiveseaseu

U

(l49pA1m template)

1.20 fenanstoyas aduivanzdmiuineny 7-12 U

(dnwingq dmsuidniiazidlale)

2. vledauanIANBULaY (Consent form)

2.1 fdemnu “davsnazvenidndrslulasinisidedielafls lagld
Fndudoaudamnama uaznmsuvenidnnisdnsunisidell azhifinasenisdne

Tsavednsou 1

2.2 YauAMsinmanuduvestayaifeIfuglinTidy

Y

2.3 anumnganveinsasuulagidnsinide uaz/vie Junulagveu
MENg Y

2.4 ANUMINTANTDINTUANIANBUENYRIIINTRATe N lda s g

o
wazdgula

2.5 AUMINTANYDINITUD assent WAENITAIN (Aneny 7-17 U)

=) v Y 1 a Y o o a v M ¥ =) v o 1 a Y o [ a v
I:' mammﬂmmaga/mamamﬂwwlamwsumm%iuammm, I:l hﬂ,mammnwwa;&a/mamnmm‘wl’;m'visumﬁasﬂ,uamﬂm

(nsainlilldvaiiusnwideyauaziegsdinmlidmiunsidelueunan lisfesusadiude 3-4)

3. nasduastayauvuilaniranaiiuinedayauasiaegnsdinmlidmsunsidelusunan

3.1 ¥lAsanng

3.2 syyunamuIde/datuayuniside

3.3 Foideuazdainveside

3.4 syUssinnvesteyavsevlinueddieg19¥inin uasveulnn1sIdely
auAn LU aeiinaiiiegginmlufnymneiugnssu (genetic research)

Tusuensieunsaly

3.5 YaAnunstkasieanuiidaselunisdndula

3.6 szyanufivesrdTinnSeaauiiusnyideya
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Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/lsiiigndowdolidosd | A B NA Opinions/suggestions
mnUszidiudu B velvissymeaziBonuiuiy

P

=3 A v 1 =
3.7 ITYILYZNI[AINITNUINWIVBUANIDAIBYWYININ

U

PPN >

3.8 syyuszianyana/aontu NavEhTleyavsaidlifmedadinm

4 o '

3.9 Anudssvesnisiiusnedayavsesiagatinmlidmsunisidely

U

UIAR

3.10 Uselemivesnmsifiusnudeyaniediegadnmlidmsunsidelu

UIAR

3.11 szyuwimanswislunadselevdidonidvdnerniaiuainnisly

o o

JoyanseMmeg 19T IR UHd139133

o w

3.12 msshwanudusazdednintunisinyianuduresioya

3.13 sgyuumensuwdwansidelueuan

3.14 szyyarafianunsafadelamniiteasdedainisaeuniusivasiden
WA MievensumLEuLey

4. wnasudnsanuBugauuuulanaieaiuinudeyauazitegneannlidmsunisidelusuian

4.1 ANUMNNZAUYDINTTAIUIU ‘ ‘ ‘ ‘

NNUIYVBDUN

1. wilsdeveougagerulnislsane1uiagniainsaliiialdteyaaniay

szilou (Retrospective Study ﬁ%L%ﬂi?M%ﬁﬂiﬁﬁ Follow Up ua2)

2. wdngrumslasveygalilddeyasinditendnvedasinsiiveiiv
tayalidmiunisidelueuian waz duunenarsuansuseuatuiidng

Useiiususeaadlasanissanan

3. vangrunslasueyywlildiegsdinimangidevdnvedlasinisive
usag1atinnlidmsunisidelusuian wag duenaisuanidussy

atuNInTIUTERUSUTRIVRalATINISAINET?

4. nangrumslasveugywnlild wuvasuaw/wuuUszdiu/uuudunivel
N8R VENS (NS lU e NauIwULaR UL/ BUUU S U/ UUFIAwal
JUUBY)

5. NANFIUNTVeRYYIRLTE19158 Mg / LonansianInIuBugaunTLAlY

P av ¢ a9 '
AnLiioNTITeNNsumg (nsafildldenasdlng)

6. vilsdeveaugIndanuenisismeuagansalievertiuinidely
Isgunagmasnsal (nsafidedinneuenausunmemans unansal

e

Ingnde/lssmenunagunainsal)

7. wilvdeverug a1y Idenaeandu (nsal e ITed iname
wineA1ans Inaansaluming1de/saneuiagmansalluvinideuen

aniu)

Decision: Risk/Benefit Category

[] 1. Research involving not greater than minimal risk.

U ¥ a o I3 =

[ 2. Research involving minor increase over minimal risk. (f13ulassn1539enilEidnsuidenn Felidlasu
Uszlonilaenss)




X,

P

%}’ Institutional Review Board

e
el

—

Faculty of Medicine, Chulalongkorn University

Reviewer Assessment Form

(Full Board Review Report)

AF 07-01/8.1

Page 7

individual participants.

[] 3. Research involving greater than minimal risk but presenting the prospect of direct benefit to the

[] 4. Research involving greater than minimal risk and no prospect of direct benefit to individual

participants, but likely to yield generalizable knowledge about the participant’s disorder or condition.

#5UNan1TNNTUN [ 1. Suses

d951891AUA1MTN

[ 2. Ysudgaudluiesuses

[J 1.90 3 o

[ 3. Ysudgaudlawagdndifiansantnd | [ 2. 90 6 Weu

[] 4. laiSuses

[] 3. @uganis3de vise 1 1

a <
d5UAr1uAALAU

Suggestion/Recommendation:

® Full Proposal

® Protocol Synopsis

® |nformation sheet

® Consent Form

® Other

I:‘ | declare that | do not have any conflict of interest.

I:‘ | certify that | have reviewed all the elements of investigator qualification, protocol and informed

consent documents/process.

Reviewer’s Signature
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= | Faculty of Medicine, Chulalongkorn University (Exempt Review Report) Page 1/2
IRB No. Protocol Title:

Principal investigator:

Department:

Criteria for exemption: (indicate the item of criteria met) .....ccccccceceeuenee

Descriptive summary of the protocol:

Justification for using exemption process: |:| Yes |:| No
Suggestion/Recommendation:

|:| | declare that | have no conflict of interest in this protocol.
Date ........... Y Y

Reviewer’s Signature
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Research proposals which can be exempted from the review of the ethics committee, in full board or expedited, are those

that have the following characteristics:

1.

10.

Educational research which must be research projects conducted in an accredited educational institution that involves
normal teaching and learning processes (It should be ensured that this process does not result in missed learning
opportunities or assessment outcomes as outlined in the curriculum for the learners.) and new educational research
strategies according to institutional policies, such as research on changes of methods to be applied to learners of the
whole class that may be conducted by comparing scores or student efficacy of the whole class of learners in any
participant that may lead to any change in teaching methods, course assessment, educational quality assurance, etc.
Applied research in the assessment of education methods regarding cognitive, diagnostic, aptitude, achievement, polling
in the society at large, interviews or behavior observations. The research will be exempted under the following conditions:

1)  Data collection and data obtained are not relevant to or leading to identifying a person.

2) Research protocols and their outcomes do not cause the research participants or any person to be exposed to
criminal and civil penalties or to be deprived of their career opportunities, jobs, reputations, social credibility, and
benefits and rewards that can be received by the person who owns the information and their affiliated institutes.

However, if the research is conducted only to public figures or groups of people who are about to be selected to enter
positions related to public services. The research cannot be exempted.

Research that bring about published research results or public data for further analysis.

Research on microorganisms using bacteria cultured in the laboratory or research using microbiological samples isolated

from specimens without any link to personal information.

Research conducted on commercially available cell lines in the laboratory without using any of their outcomes in the

human body.

Research on policies, strategies assigned by the institution’s approval to seek new ways that change the organization or to

develop more efficient work system, to raise the standards to the international level without affecting personal
information and not violating the law.

Research on flavors, quality of food and overall consumer satisfaction. Given that the food must be safe for humans, no

chemical components or toxic substances that are harmful to the human, animal, environment and complies to the
requirements of the Food and Drug Administration, and not related to any substance abuse.

Interventional research with no more than minimal risk that are short in duration, safe, non-invasive and painless, unlikely

to cause long-term adverse effects and avoid inducing resistance or embarrassment. For example, online game testing.

Non-human research / Cadaver research:

1)  Research on radiation doses received by models or mannequins.

2)  Research on cadavers that have been donated for education, the research must have approval from authorized
person.

3) Research on cadavers that have not been donated for education, the research must obtain informed consents from
relatives who have the legal authority.

Case reports:

1)  The number of patients is not more than 3. The report is summarized from medical records (retrospective chart
review).

2)  The report must not contain personally identifiable information (de-identified).

3)  If an identifier is necessary, informed consent from the patient or guardian representatives must be sought out for
publication.

4)  The case report can be submitted as a manuscript ready for publication.

Reference: 45 CFR 46.101(b), 45 CFR 46.401(b), DOHP 400-4.6 “Non-Human Subject/Non-Research Determination”




Institutional Review Board Submission and Assessment Form | AF 08-02/8.0
Faculty of Medicine, Chulalongkorn University for Case Report Page 1
Please fill in this form and provide necessary documents for submission. IRB No.
This form will facilitate and fasten the review process.
Section 1: Protocol identification Remarks
1.1 | Protocol title (lng)
1.2 | Protocol title (English)
Section 2: Investigators
Name Degree/Specialty | GCP training certificate Institutional email Contact
Expired date affiliation phone
Pl
Co-
Pl
Co-
Pl
Section 3: Protocol information
3.1 | Number of cases (not more than 3)
3.2 | Has the source of data/information/chart originated from your own department or unit? [_]ves [_|No
3.3 | Do you record any HIPAA identifiers e.g., names, social security number, addresses, telephone number, etc.?
D Yes D No
If “Yes”: Explain why it is necessary to record findings with identifiers?
Describe the provisions you have taken to maintain confidentiality of data:
INVESEIGATOI’S SIGNALUIE .ouiiiieiecieci ettt (D] (I Y S Y S
................................................................................................................................ (Print Name-Surname)
Section 4 : Step in submitting documents to Med Chula IRB
4.1 Letter to Head of the Department acknowledging the submission of case report for review by Med Chula IRB 1 copy
4.2 Submission and Assessment form for Case Report 1 copy
4.3 Manuscript of case report (ready for printing) 1 copy
4.4 | Information sheet and Consent form




Institutional Review Board

Faculty of Medicine, Chulalongkorn University

Submission and Assessment Form

for Case Report

AF 08-02/8.0

Page 2

HIPAA identifiers that must be removed to make health information de-identified

The following identifiers of the individual or of relatives, employers or household members of the individual

must be removed:

1.

N RN

o

10.
11.
12.
13.
14.
15.
16.
17.
18.

Reference: http://cphs.berkeley.edu/hipaa/hipaal8.html

Names

Address (including zip code)

Dates (birth, admission, discharge, death)
Telephone numbers

Fax numbers

E-mail addresses

Social security numbers

Medical record numbers

Health plan beneficiary numbers
Account numbers

Certificate/License numbers

Vehicle identifiers and serial numbers (including license plate)

Device identifiers and serial numbers
Web Universal Resource Locators (URLs)

Internet Protocol (IP) addresses

Biometric identifiers, including finger and voice prints

Full face photographic images and any comparable images; and

Any other unique identifying number, characteristic, or code.




AF 08-03/8.0

COE No. 000/0000

IRB No. 0000/00
INSTITUTIONAL REVIEW BOARD

Faculty of Medicine, Chulalongkorn University

1873 Rama IV Road, Patumwan, Bangkok 10330, Thailand, Tel 662-256-4493

Certificate of Exemption
(COE No. 000/0000)
The Institutional Review Board of the Faculty of Medicine, Chulalongkorn University, Bangkok,
Thailand, has exempted the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International

Conference on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)

Study Title:
Folasems:

Study Code:
Principal Investigator:
Affiliation of PI:

SIGNATUIE: ettt ereereneene SIGNATUIE: e

( ) ( )
Chair Member and Secretary

The Institutional Review Board The Institutional Review Board

Date of Exemption

Note

1. Continuing review report is not required.

2. Any changes or modifications to the exempt research proposal require the submission of amendments to the IRB.

3. Final report is required after completion.



AF 08-04/8.0

Office of the Institutional Review Board

Faculty of Medicine, Chulalongkorn University
Dear Principal Investigator Name;

This is to confirm that the proposal IRB No. “.../... ” entitled “Study Title (%@Imams)” does

not involve human subject in any part of the study. Ethical review is not required.

Sincerely

Chairperson

The Institutional Review Board
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IRB No. | Protocol Title:

Principal investigator:

Department:

Reviewer’s Name:

Criteria for expedited: (indicate the item of criteria met)

Descriptive summary of the protocol:

Justification for using expedited process:

[ ]Yes [ ]No

Layperson 913luniin 7

Items for review
A= appropriate, B= Inappropriate, NA=Not applicable/Litfgitawmislideodl
winUszfiudu B velviszuseaziBendiiafiu

A B NA Opinions/suggestions

Investigators

Qualification / Competency

Updated GCP / Human Subject Protection training Certificate (Pl & Co-

Investigators)

Investigators declaration on COI (AF 06-04)

Protocol

1. Research value / merit

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Justification of control / placebo

2.4 Sample size consideration

2.5 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk:

4.1 Nature and likelihood of anticipated discomfort or adverse effects

I:‘ physical
I:‘ psychological

I:‘ social/economic

D legal
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Items for review
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4.2 Minimizing the risks

5. Benefit:
|:| to the research participants
|:| to the community or to society

|:| to others, please SPeCify......ceinenirineeeeene

6. Vulnerability
6.1 Is a vulnerable population being studied? |:| Yes I:l No
If yes, tick the vulnerable population being studied:
I:' Prisoners
I:‘ Pregnant women
D Mentally ill subjects
D Cancer or terminally ill subjects
I:' Neonates/infants/children (aged <18)
[ JHiv/aDs
D Others (please SPECify).....crireeeeieee e

6.2 Is the justification for studying this vulnerable population
adequate?
I:' Research cannot be carried out in a non-vulnerable group
I:‘ Research is responsive to the health needs or priorities of this
group
I:‘ This group should stand to benefit from the knowledge, practices

or interventions that result from the research

7.1 Appropriate recruitment and approach

7.2 Adequate informed consent process (151N T UIUNITVOAIY

a = v A -
JUYDU UNTTITYHUVD dD1UNUYD LLa%‘uE]LlIE]li)

7.3 Acceptable treatment available

8. Ethical consideration (3 principles of Belmont Report)

9. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

10. Insurance coverage

D Yes Expired date........cicineeeees |:| No

11. Others
|:| Advertising

[ ]cre

|:| Questionnaire

|:| Data Sharing Agreement

|:| EtC., Please SPECIY ...

P awv o o = P < ' av o o = P ¢
|:| Wuns3denennuinsasiawnng, |:| LildnsAdeineanuiasasiiaunng
(nsainlaildnasiveneanuinsasiiownnd lidasuseiiiude 12-14)

12. For Imported medical device: Certificate of Free Sale ‘
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13. For medical device made in Thailand

13.1 Specification of Medical Device

13.2 Marketing authorization

14. The intended use of the device for this study is clearly described

Informed Consent Form
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I:‘ | declare that | do not have any conflict of interest

|:| | certify that | have reviewed all the elements of investigator qualification, protocol and informed

consent documents/process.
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Reference
1.
2.

Research proposals that can be considered for expedited review process are those that have the following characteristics:

1.

10.

11.

12.

Method of research carries low risk to the subjects or less than the "minimal risk", which is the probability and magnitude
of harm or discomfort anticipated in the research are no greater than those ordinarily encountered in daily life or during
the performance of routine physical or psychological examinations or tests.

If there is a risk of invading subject’s privacy that it may reveal the secrets of the subject, the researcher has already taken
appropriate measures to prevent the risk so that it is not more than the "minimal risk".

Prospective collection of biological specimens for research purposes by noninvasive means.

Blood collection is done by using a needle pricking the fingertip, heel, ear, or venous blood taken from healthy adult
subjects who are not pregnant with their body weight not less than 50 kilograms. The volume of the blood taken must
not exceed 550 milliliters within 8-week period and drawn no more than 2 times per week.

In collection of blood samples from adults whose condition is other than that described in 5 or from children, this can be
done only after considering the age, weight and health of the subject. The blood volume taken must not exceed 50
milliliters or 3 milliliters per 1 kilogram of body weight within 8 weeks and no more than 2 times a week.

Biological specimen collection in advance for research must use noninvasive methods, such as cutting hair, cutting nails in
a way that they do not damage the beauty, teeth obtained from normal extraction treatment, exudates, such as sweat,
placenta collected after birth of a baby, amniotic fluid obtained from ruptured amniotic sac or during birth, skin cells
collected by scraping skin, mucous cells collected by buccal swab, mouth washing, sputum collected after saline spray,
etc.

Data collection of noninvasive procedures without sedation, sleeping pill. (If medical devices are employed, only
authorized medical instruments for general use are allowed.) For example, physical sensors that uses energy sensors to
contact the patient without invading the body (except for x-rays or microwaves) such as magnetic resonance imaging
(MRI), ECG, EEG, ultrasound, Doppler blood flow, echocardiography, moderate exercise in healthy volunteer, body
composition measurement.

Research involving materials (data, documents, records, or specimens) that have been collected for any purpose, or will
be collected solely for non-research purposes (such as medical treatment or diagnosis).

Data collection from audio records, video records or research images.

Researches on human behaviors involving a single person or groups of people or surveys, history taking, focus group
interview, program evaluation or methods regarding quality assurance.

Conducting continuing review of a research project that has already been approved or consideration of a progress report
that does not enroll new subjects and interventions that is used in the research study which is completed without
additional risk, including analyses of old data in a new context.

If the research project has been reviewed and approved, and the researcher wants to submit its "minor change" which
means that the change does not increase the risk of the subject, no change in research methodology, no change in the

inclusion / exclusion criteria.

DHHS 45 CFR 46.110
FDA 21 CFR 56.110
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COA No. 0000/0000
IRB No. 0000/00
INSTITUTIONAL REVIEW BOARD

Faculty of Medicine, Chulalongkorn University

1873 Rama IV Road, Pathumwan, Bangkok 10330, Thailand, Tel 662-256-4493

Certificate of Expedited Review Approval
(COA No. 0000/0000)
The Institutional Review Board of the Faculty of Medicine, Chulalongkorn University, Bangkok,
Thailand, has approved the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline and International

Conference on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)

Study Title:

Folasens:

Study Code:

Principal Investigator:

Affiliation of PI:

Continuing Report: At least once annually or submit the final report if finished.
Protocol Amendment:

Protocol Deviation / Violation /

Non-compliance:

Document Approval:

1.

Slgl 1ATUNE: ettt st sane s s e sane e Slgnature. ......................................................................

Chair Member and Secretary



AF 09-02/8.1

The Institutional Review Board The Institutional Review Board

Date of Approval

Approval Expire Date
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All approved investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol,

2. Use only the information sheet, consent form (and recruitment materials, if any), interview outlines
and/ or questionnaires bearing the Institutional Review Board’ s seal of approval; and return one copy
of such documents of the first subject recruited to the Institutional Review Board (IRB) for the record;

3. Report to the Institutional Review Board any serious adverse event or any changes ( protocol
amendment / protocol deviation / protocol violation) within seven calendar days of the investigator
becoming aware of the event;

4. Provide reports to the Institutional Review Board concerning the progress of the research upon the
specified period of time or when requested;

5. If the study cannot be finished within the expire date of the approval certificate, the investigator is
obliged to reapply for approval within one month before the date of expiration.

6. If the research project is completed, the researcher must send closing/ final report using the

closing/final report form of the Faculty of Medicine, Chulalongkorn University.
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COA No. 000070000
IRB No. 0000/00

INSTITUTIONAL REVIEW BOARD

Faculty of Medicine, Chulalongkorn University

1873 Rama IV Road, Pathumwan, Bangkok 10330, Thailand, Tel 662-256-4493

Certificate of Full Board Review Approval
(COA No. 0000/0000)
The Institutional Review Board of the Faculty of Medicine, Chulalongkorn University, Bangkok,
Thailand, has approved the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guidelines and International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)
Study Title:

Folasens:

Study Code:

Principal Investigator:

Affiliation of PI:

Continuing Report:

Protocol Amendment:

Protocol Deviation / Violation /

Non-compliance:

Document Approval:

1.

SIGNALUIE: ettt ssss s se e ssssnnens SIGNALUNE: et se s ssssssessssaesens

Chair Member and Secretary
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The Institutional Review Board The Institutional Review Board

Date of Approval

Approval Expire Date



AF 10-03/8.1

All approved investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol,

2. Use only the information sheet, consent form (and recruitment materials, if any), interview outlines
and/ or questionnaires bearing the Institutional Review Board’ s seal of approval; and return one copy
of such documents of the first subject recruited to the Institutional Review Board (IRB) for the record;

3. Report to the Institutional Review Board any serious adverse event within 7 calendar days of the
investigator becoming aware of the event;

4. Severe adverse events in an institution that result in the death or life-threatening harm of a participant
must be reported to the Med Chula IRB immediately within 24 hours of the investigator becoming
aware of the event;

5. Report protocol deviation / protocol violation to the Institutional Review Board as soon as possible,
and no later than 7 calendar days after investigator becomes aware of the incident;

6. Protocol amendment must be approved by the IRB before any changes are implemented;

7. Provide reports to the Institutional Review Board concerning the progress of the research upon the
specified period of time or when requested;

8. If the study cannot be finished within the expire date of the approval certificate, the investigator is
obliged to reapply for approval within one month before the date of expiration.

9. If the research project is completed, the researcher must send closing/ final report using the

closing/final report form of the Faculty of Medicine, Chulalongkorn University.
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Progress Report and COA Renewal

AF 12-01/8.1

Page 1

Please complete this form and submit to the Institutional Review Board before the due date.

Date of Initial Approval: Date of Last Approval: Due Date: IRB NO.
/ / / / / /
Progress / Continuing Report: _
[ ]wn 3 éieu [ ]wn 6 éiou [ dugansidevidonn 19
Protocol title (lng)
Remarks

(English)

Principal investigator:

Sponsor:

Study Code:

1. | Has the data collection begun?

Yes []

No []

2. | How much data have you collected so far? ... %

3. | Has data been obtained directly from human participants?

[JYes (Go to 4)
[ I]No

And then skip to 8

Please specify type of Study
[ ]Chart review

[]In vitro study

[ |Leftover specimen [ ]Other.....cccoovivinininnanes

4. | In case of participant enrollment

4.1 | Total participants expected to be recruited at the beginning
4.2 Number of participants recruited
4.3 Number of participants expected to be recruited from now
4.4 Total drop-out or loss follow-up
4.5 Total Withdraw
4.6 Total Death
a7 Total participants still active or in contact
4.8 Total participants completed

Remark : 4.1 = 4.2+4.3; 4.2 = 4.4+4.5+4.6+4.7+4.8 If not, give explanation in 11.




Lk Institutional Review Board AF 12-01/8.1
. Progress Report and COA Renewal
. Faculty of Medicine, Chulalongkorn University Page 2
5. | Which procedures do active participants have to undertake?
Questionnaire/interview []
Specimen/sample collection []
In vivo diagnostic devices []
Interventions: e.g. drug trial, surgical procedure, radiation, isotope,... []
OtNEIS (SPECIY)... ettt O
6. | 6.1 Have there been any SAE on site during this reported period? Yes [] Goto 6.2
No [] Goto7
6.2 Have you submitted the SAE to IRB? Yes [] Attach response
document from IRB
No [] Attach Report
6.3 How many total SAE have occurred?
7. | 7.1 Are there changes to the protocol or consent form during this Yes[] Goto 1.2
report period? No [] Goto 8
7.2 Have you submitted the changes to IRB? Yes[] Attach response
document from IRB
No [] Attach Report
7.3 How many total amendments have been made?
8. | 8.1 Are there Deviation / Violation / Non-compliance during this Yes [] Goto8.2
report period? No [] Goto 9
8.2 Have you submitted the Deviation / Violation / Non- Yes [] Attach response
compliance to IRB? document from IR8
No [] Attach Report
8.3 How many total Deviation / Violation / Non-compliance have
been reported?
9. | Request for Certificate of Approval (COA) Renewal Yes []
No []
10. | Risk/Benefit ratio: Risk [ ]increased, [ ]same, [ ]decreased
Benefit [ ]increased, [ ]same, [ ]decreased
11. | Explanatory Note: (if any)
12. | Summary of current status:
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[ 1(A) 1) The research is permanently closed to the enrollment of new subjects;
2) all subjects have completed all research-related interventions; and 3) the
research remains active only for long-term follow-up of subjects. (“Long-term
follow-up” also includes research interactions that involve no more than minimal
risk to subjects and collection of follow-up data from procedures or interventions
that would have been done as part of routine clinical practice to monitor a

subject for disease progression or recurrence.)

[ ]1(B) No subjects have been enrolled and no additional risks have been

identified.

[1(C) The remaining research activities are limited to data analysis.

[1(D) Not (A), (B) or (C)
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Review Report

Please complete this form and submit to the Institutional Review Board before the due date.

Protocol title:

IRB NO.

Principal Investigator:

90/

Reviewer’s Opinion on progress report:

Acceptable risk/benefit ratio: Risk

Consideration:

Tasansiinansanasausniliu Expedited review

[ ] 5uses uazuds Full Board W¥unsu

Tassn1siinarsanasausnidu Full Board review
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Institutional Review Board

. Faculty of Medicine, Chulalongkorn University Review Report

Clinical Trial Phase Transition

AF 12-03/8.0

Page 1

IRB No.

Protocol title

Remark

Principal Department
investigator
Study Code Sponsor

Study phase

[ [z [

Descriptive summary result of the study:

|:| increased |:| same |:| decreased

Acceptable risk/benefit ratio: Risk
(Evaluation for the next Benefit
phase)

I:l increased I:l same I:l decreased

Approval Decision

I:l Approved

|:| Approved with some correction

I:l Cannot proceed to the next phase.
(PlEASE SPECHY.....voocveeeeeee e

Reviewer’s Opinion / Consideration

Reviewer’s Signature

Date




Institutional Review Board

AF 13-01/8.0

Submission for Study Amendment

Faculty of Medicine, Chulalongkorn University

Page 1

Instruction: Please fill in the form or tick ¥ in the box that applied, and attach documents if necessary.

Protocol title (lna) IRB No.

(English)

Remarks

Study Code

Principal Investigator

Sponsor

1.

Which part of the study do changes apply? (more than one is possible)
Protocol []
Participant Information sheet []
Consent form []

Investigators []

Other (SPECfY) v O
2. List all proposed change(s) and rationale for change(s) (detailed documents can
be attached)
3. How will the amendment affect the risk and benefit for the participants?
Risk may be [Jincreased [Jsame [ ]decreased
Potential benefit may be [Jincreased []same [Jdecreased
4. How does the amendment affect the informed consent?
New consent is not required []
New consent is in addition to the current one []
New consent is to replace the current one []
Note:  Study amendments may not be instituted until written approval from the ethics committee is received.




Institutional Review Board AF 13-02/8.0
Summary of Changes
.. Faculty of Medicine, Chulalongkorn University Page 1
Protocol title  (lne)
(English)
No. | Page [tem Current sentence Proposed new Rationale
sentence
1.

AN e i B




Institutional Review Board

Amendment Review Report

AF 13-03/8.0

Faculty of Medicine, Chulalongkorn University Page 1
IRB No. Protocol title Remark

Principal Department

investigator

Study Code Sponsor

Amendment I:l Protocol I:l ICF I:l CRF I:l 1B I:l Others. ..o,
|:| Minor changes @1115a Expedited review |:| Major changes ag# 849 Full Board review
loun oA
1) msuflafedos 1) msUsuasuiifevan/gisesiu awdesds CV,
2) msufludin Juil aduil wasnsdaguidalml | wdnguniseusu GCP uag Conflict of interest
2831A595190153 5805 048na157 1A 89703 U | declaration we4 Investigator waz Co-Investigator
Investigator’s Brochure 2) fnswdsunassudeuiinsidefinsenuse
3) WNg3TesIw axdeads CV, ndngiuniseusy | enanasing
GCP uaw Conflict of interest declaration v84 | 3) fnsidsuutannusidadi uazinasidneen
Investigator waz Co-Investigator 4) 715U suuUae 01917 uA1ULE Basle
a) msuldeiuszanunulasanside orasinsiiinsulasinside
5) msufledonnuussnduiudidyrivoraades | 5 Insfiuduauenaainniuiosas 25
Wnglasanis 6) fnsurluenansdoyatussidrsamide Af
6) N1suily Material Transfer Agreement NansznusoA1 ulasnny mﬂmﬂuaq'ﬁ'ﬁmaa
7) nsudloufudgalasisnansideiliinany | ddhsunside
Hoseriininide
LBNANSAIUNITRITUIN ALENTINNNSAFEFITUNTITBvRsanTud uinngnssunisituiin Ay

NN suilevwiutazuoumnelidiunsNa5awny wu CREC forlu Minor changes lidasaufann

AUsEU

]

Descriptive summary of the amendment:

Appropriate inclusion/exclusion criteria:

I:l Yes

[ Ino [ e

Acceptable risk/benefit ratio:

Risk

|:| increased

I:l same

|:| decreased

Benefit

I:l increased

|:| same |:| decreased

Adequate consent form:

|:| Yes

[ Ino [ A

Decision:

|:| approve

|:| revise for approval




Institutional Review Board AF 13-03/8.0

Amendment Review Report
Faculty of Medicine, Chulalongkorn University Page 2

[ ]acknowledge (iu nsidsuuuaa 1B, ndngiunis

neongUsEil)

|:| not amendable
(PlE@SE SPECIY..ucvrrircririrerieeireiineere e )

Reviewer’s Opinion / Consideration

Reviewer’s Signature Date ......... Y Y



AF 13-04/8.0

IRB No. 000/00
INSTITUTIONAL REVIEW BOARD

Faculty of Medicine, Chulalongkorn University

1873 Rama IV Road, Patumwan, Bangkok 10330, Thailand, Tel 662-256-4493

Approval of Documents Related to Study Protocol
The Institutional Review Board of the Faculty of Medicine, Chulalongkorn University, Bangkok,
Thailand, has approved/acknowledged the following study in compliance with the International guidelines
for human research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guidelines and

International Conference on Harmonization in Good Clinical Practice (ICH-GCP)
Study Title:

Folasens:

Study Code:

Principal Investigator:

Affiliation of PI:

Document Approval:

1.

Signature:

Chair Member and Secretary

The Institutional Review Board The Institutional Review Board

Date of Approval



AF 13-04/8.0

Investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any),
interview outlines and/or questionnaires bearing the Institutional Review Board’s
seal of approval ; and return one copy of such documents of the first subject
recruited to the Institutional Review Board (IRB) for the record;

3. Report to the Institutional Review Board any serious adverse event or any changes in
the research activity within seven calendar days;

4. Provide reports to the Institutional Review Board concerning the progress of the research upon the
specified period of time or when requested;

5. If the study cannot be finished within the expire date of the approval certificate, the investigator is
obliged to reapply for approval at least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously approved

protocol.



Institutional Review Board

Protocol Deviation / Violation / AF 14-01/8.0

Faculty of Medicine, Chulalongkorn University Non-compliance Page 1
Protocol title (lne)
IRB NO.
(English)

Principal investigator :

Contact No. :

Institution :

Contact No. :

Sponsor :

Contact No. :

|:| Violation

I:' Deviation from protocol

|:| Non-Compliance

Type of events (check all that apply)
|:| Request for COA renewal after its expiry date*
Site and Investigator readiness assessment

Risk and Benefit of enrolled participant

Affirmation of enrolled participant to continue the study

|:| Out of window visit /Missing visit

D Out of window testing required / Testing not done
|:| Poor compliance

D Drug/Dosage errors

|:| Informed consent issue

D Study-required procedures out of sequence

|:| Failure to report SAEs as required by IRB

D Other (SPECIY) ..o

D Yes, D No, D NA
|:| Appropriate, I:l Inappropriate, |:| NA
D Yes, D No, D NA

Description:

Root Cause Analysis (sgyanivnuaslamn):

Outcome:
[] HANTENUABETN TN oo

[ ] wansenusoansnWant3qe. .o

Corrective action / Plan to prevent the future event:

HAYBUMANTTAL o erssernssessenrsess e
LYY 1 aw = 1 = A
wansenusiafiinsaids 4, [ ] 1, [ e1eees], [ ] Lifendes

il SpYTEaLIBEATRINANTENU LU NANTENUNNIEAN, F01A, BTN

[ ] finsmidodegiulasimside, [ fidrsuidedeseonannlasinside

WWINWANTUNTAUEDIT AT e

wansznusionmamaudde [ 8 [, [ ] eveesd, [ lifendes

VI NI MU YT oo
Found by: Reported by:
Date: Date:




Institutional Review Board

Faculty of Medicine, Chulalongkorn University

Protocol Deviation / Violation /

Non-compliance

AF 14-01/8.0

Page 2
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Qg‘ Institutional Review Board Protocol Deviation / Violation /

.9 Faculty of Medicine, Chulalongkorn University Non-compliance Review Report

AF 14-02/8.1

Page 1/1

Principal Investigator: GRRLgK

Protocol title: IRB NO.

Reviewer’s Opinion: |:| Protocol Deviation, |:| Violation, |:| Non-compliance

P Y Y 1 aw = 1= = ra v
NANTENUADALIIIINY [ ]a [, [ o1eeed, [ Wifendos

€

rad)}

T T U i e e s sae e

13l 35y
[ §dnsaundedeeglulasensise, [ ] fidrsnidodeseonanlasmiside

WUIN AN TUEDIT AT s
wansgnusenmnmandde [ 3, [ ]l [ ] o1eeed, [ Wiifeados

e TR0

Preventive / Corrective action plan D HAUNSEY, D Talwsnzay

Consideration:

D SUNTY, @nansasiiun I Susale

[ ] vosfianniiuszan Full Board Tngliifiussyufiansan

[ ] fuaadiandi,

[ ] n9rmiBeu Gsite visit),
[ ] se¥unssugsaidenelnm,
[ ] se¥umsidemsdniiunsidorionun,

[ ] finaeumaiiurev,

B9 NM oo eeeee s

L MUY BOUOU. e

( )

REVIEWETS SIGNATUIE ...eeveieiiieii e Date....cccovveeenee Y S Y

*In case of late submission for COA renewal, please clearly state the reason(s)




Institutional Review Board

SAE Report (Investigator Initiated)

Tuvunenuilamzlasinsideilildsunsatvayuanuidne

AF 15-01/8.0

Faculty of Medicine, Chulalongkom University (nsamsdeiilésumsativayuainuidnenlsldamy sponsor) Page 1
Instruction: Please fill in the form and attach document if necessary.
Protocol title (lne)
IRB NO.
(English)

1. Participant No. ..o, The serious adverse event: .........cccoovevieeeieeeeceeees

[ initial [ follow-up No. ............ Date followed Up ..o

Date of onset ........ccoceenee. Hospitalized at ...

Date PI’s awareness of the event(s)...........cccc......

Brief description of event(s):

2. Evaluation of event

Seriousness: [l No

[l Yes, itis

death |

life threatening |
disability [

new/prolonged hospitalization [

congenital anomalies |

Already mentioned in  -investigator brochure

- patient information sheet

yes L]

no |

yes [

no [

Is adverse event unexpected?

L] No

L] Yes, it is
L] Nature is not consistent with
protocol*
L] Severity is not consistent with
protocol*

L] Frequency is not consistent

with protocol*

(* Protocol or related documents such as
Investigator Brochure, inform consent

document )

3. Causal relationship assessment (Modified Naranjo Algorithm) iaw1zlasen157il intervention

Is adverse event (AE) related to participation in research? Yes No Unknown
Are there any solid literature regarding this SAE?

wefiaguvosisanuniain SAE duels) H ° °
Does SAE occur after taking this test article?

SAE Wntumevdnnldsuamaseulynield 2 ! 0

Is SAE alleviated after discontinue the test article or taking antidote?
onmslifisUsraseusinamaniongaansdandn viodel ki H ° °
Does the same SAE re-occur after re-administering the test article? +2 -1 0




Institutional Review Board

SAE Report (Investigator Initiated) | AF 15-01/8.0

Tuvunenuilamzlasinsideilildsunsatvayuanuidne

Faculty of Medicine, Chulalongkorn University (msams3solaumsaifumpenu3 s it sponson Page 2
o1 slifisUszasidiousstl iinTugy Weliasnageundudnlulmivseld
Are there any possibilities (except the test article) can cause this SAE?
SAE fiAnTuanunsaifsldnangdu (Lenwdeanasmeaeut) liusels) ! ' °
Does placebo cause the same SAE?
SAE fanarietuldanansenmasnuield ! H °
Does the plasma level of the test drug reach toxic level?
Turuavesansiiiiuiie aunsansianuansludonvesenanasing wiel H ° °
Are there any association between the dosage of test drug and the degree
of SAE? +1 0 0
ANUTULTIYR90IN SRR Trnuduiudiuunaiild
Dose the participant have the same SAE when received the test drug or
similar drugs in the past?
oanadasaeinenmsiindeu vdmnlifuasivieasuiindrondatull H ° °
wsoll
Is there any objective evidence showing the causality of this SAE?
ftoyafiundeieidusUsssu 1wy wauau nmsasranumsaddnlagunme +1 0 0
L%’Nﬁﬁg yasmsiin SAE 1 videll
Total score
Summary ] > 9: Definitely related
[ ] 5-8 : Probably related
] 1-4: Possibly related
] < 0: Not related
Outcomes: Investigator considerations:
resolving/improving [1 | 1. Notification to human participants using new
resolved/improved [ or additional informed consent.
unchanged [ required immediately [
worsened [ required for the next appointment [
fatal [0 not required |
Other (SPECIfY ... )l 2. Change in or suspension of research.
suspension LI
change [
no action required [

Note: Information of the Serious Adverse Events (SAE) and
study site should be submitted to the IRB within 7 days (in

event/ problem.

Serious and unexpected adverse events from the

case of death within 24 hours) after awareness of the




Institutional Review Board Faculty of Medicine, Chulalongkorn University

SAE Review Report

AF 15-02/8.0

Page 1

Reviewer: (${COMMITEEE}) SIGNATUIE. ...ttt

4 o LAY
7 LN MWUN Study Code
Tasams

e

= ya o
FolTay/iay

dyuauiu

I:‘ SAE reports luantu
FIWI....... 3189
Initial Report......... 31897U

D 1 on site......51847, participant no......

Date reported to IRB......
Causal Relationship.....outcome......
Follow-up Report......... 189U

I:' Wi on site...... 5784, participant no......
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(] sAE reports usnantiu
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[ ]susars
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Risk / benefit assessment.........

[ Jiomc




Institutional Review Board Faculty of Medicine, Chulalongkorn University

SAE Review Report

AF 15-02/8.0

Page 2
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Institutional Review Board AF 15-03/8.0
SAE Report for Medical Device
Faculty of Medicine, Chulalongkorn University Page 1

Instruction: Please fill in the form and attach document if necessary.

SAE report []  SAEevent [] Device Defect
Protocol title IRB NO.
Report type L Initial | Follow-up No.................

L] Final L] Other oo,

1. Company information (If available)

Establishment License No./Seller's License No.

Company’s name

Address

Reporter Position
Telephone No. E-mail

Other regulatory authorities to which this report was also sent.

2. Device details

Trade name

Common name

Global Medical
Device Nomenclature

(GMDN) code

Type of medical O wvo Risk O Class | L] Class Il
device O Non-IvD classification O class i [1 Class IV
Indication/intended use
Device regulatory O Licensed medical device No.
STATUS bbbkttt

O Notified medical device No.

O Listed medical device No.

O Other, specify
Catalogue No. Model No. Lot/Batch No.
Serial No. Software version

Accessories




Institutional Review Board AF 15-03/8.0
SAE Report for Medical Device

Faculty of Medicine, Chulalongkorn University Page 2
Physical
manufacturer
Classification of incident ] Serious threat to public health
] Death

L] Serious injury

Medical device problem

Clinical sign, symptoms and

conditions

Event description

Date of incident awareness date

Have any of the similar events O Yes, SPECifY the COUNTIY ...

occurred? O No

O Unknown
Have any of other AE occurred by using the O YES, COUNTIY oo
medical device for the same cause? frequency Of OCCUITENCE ..o

O nNo [] Unknown

User of device at the time of | O Healthcare professional

the event O Patient OthEr, SPECITY vt

Usage of device O Initial use

O Reuse of a single use device

O Reuse of a reusable device

O Re-service/Refurbished

O other, SPECITY oottt

Number of patients involved Number of devices involved

4. Patient information (only for serious adverse event))

Gender [] Male [] Female [] Unknown

Age at time of the| ... (year/month/day) L] Unknown

incident




Institutional Review Board AF 15-03/8.0

SAE Report for Medical Device

Faculty of Medicine, Chulalongkorn University Page 3

Health impact

https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-

health-impact

Treatment of affected person

Patient outcome

O peath (Date: oofof )
O Not yet recovered
O Recovered (Date: ........ Sooorid e, )

O Other, specify

5. Other information



https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact

Institutional Review Board AF 16-01/8.0

Final / Termination Report
Faculty of Medicine, Chulalongkorn University Page 1

Protocol title (lne) IRB NO.

(English) -

Study Code:

Principal Investigator:

Phone number: E-mail address:

Sponsor’s Name:

Address:

Phone number : E-mail address :

Study site(s) :

Objectives(s) :

Study materials :

Study dose(s) :

Treatment form :

Duration of the study (since Med Chula IRB Approval):

Proposed number of study participants : No. of Study Arms :

Number of participants recruited in the study :

In case the participants were enrolled more than the approved number, please indicates the

reason(s) why this has occurred:

Number of dropout participants in the study :

Number of SAE/SUSARs occurred :

Number of Non-Compliance / Protocol violation occurred:

In case of clinical trial, describe how participants can access to study drug after finishing the trial:

In case of the protocol is requested for termination by




Institutional Review Board AF 16-01/8.0

Final / Termination Report
Faculty of Medicine, Chulalongkorn University Page 2

O e O pata Safety Monitoring Board O Sponsor
Please describe reason(s) to terminate the study before the scheduled end date and how the

participants are taken care of

Brief summary of the result :




F oy Institutional Review Board AF 16-02/8.1
a2 Final / Termination Review Report
%, | Faculty of Medicine, Chulalongkom University Page 1

Protocol title: IRB NO.
Principal Investigator: defim:
Reviewer’s comments: Number of PartiCipant..........ccoiiiie e
Duration of the study (since Med Chula IRB APProval)........cciiiiiieseeiseeieseiesissesesissessesissesesssesies o
O Approve
O Report Incomplete / More information needed. Please SPeCify........creenencncneeeneen.
O SO

Reviewer’s SigNature ... Date......cccoceuee.. Y Y

( )
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Institutional Review Board AF 18-03/8.0

Site Visit Information List
Faculty of Medicine, Chulalongkorn University Page 1

General Information Date/Time of visit :

Investigator’s Name :

Investigator’s Specialty/ies:

Name of Person interviewed:

Address : Phone : ..o

The following is the list of conditions to be assessed during this routine visit:

» Research unit’s written SOPs including informed consent policies, and the process by which consent is routinely obtained.
Does your site have written SOPs? «Yes* «No
*If yes, are the SOPs up-to-date? (Date: )
Remark: Informed consent process according to the IRB standard

« Total number of active studies:

» Total number of active participants:

« Information about your method(s) of recruitment:
« Private Practice « Referrals « Database
« Office Brochures / Posters + Advertising » Website

« National Recruitment Campaign « Other:

+ Information about your study populations:
Whether your research study enrolls any participant from the following “vulnerable” categories? * Yes* «No

*If Yes; please indicate the category:

« Nursing Home + Educational Disadvantage « Chronic Disease « Terminally ill

« Student + Mentally Incompetent « Child « Employee

» Mental Health  Financial Limitations « Prisoner « Institutionalized
« Temporarily Incapacitated + Other: (specify):

+ Your document files for Med Chula IRB approved studies, included:
- Protocols and amendments,
- Recruitment materials, FDA form 1572 (if applicable),
- IRB correspondence and approved consent form(s),
- Participant charts or source documents and the consent form(s) for each study,
- Investigator Brochure(s)
- The principal investigator’s CV and medical license, and
- Curriculum Vitae (CV), hire date, and human subject protection training records for all research staff,

» Study Team Records:

Name of staff Affiliation Function Yrs of Yrs at Training courses: Human Date of completed
member research this site Protection; GCP, etc., training

experience
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I. General Information Date/Time of visit:

Investigator’s Name:

Investigator’s Specialty/ies:

Name of Person interviewed:

Address: Phone: ..o

Il. Site Characters:
2.1 Facilities & Staff

a. Total active studies (at this site): .....cccoevverrnreene. Total active participants (at this site):

b.  Number of Research Staff: ........cccc..c. Full-Time: .o Part-Time: ....cccoeveeveres
c.  How many investigators does the study coordinator SUPPOI? ...

d.  How many studies does the study coordinator OVEISEE? ........cceieeeieieeieieieeeeeeies

e. Years of Research Experience? ... Investigator ........ Coordinator ........ Coordinator ......Coordinator
f.  VYears at this site? ... Investigator ........ Coordinator ........ Coordinator .......Coordinator
g. s thissite.....? [ A private Practice Oa Group Practice
(check all that apply) Oa Free-standing research site [ A SMO or other network
O Hospital-based O University-based
L Other & e

2.2 Drug/Device Security:
a.  Are test drugs and/or devices stored at this site? Oves Onox [ nax

*If “NO” oF “NA”; Please EXPLlaiN: .ottt

b. Are test drugs and/or devices stored in a locked cabinet or room? Oves O nNox [ nax

¥If “NO” OF “NA”; Ple@se @XPLAIN: w...cuiiiiriiecireiee ettt

c.  Are the research records kept separate from the regular practice records? Oves Ono* O nax

*If “NO” OF “NA”; Please @XPLaIN: .ottt een

d. Are the research records stored in a locked cabinet or room? Oves Onox O nax

I “NO” OF “NA”; PLE@SE EXPLAIN: ettt es

2.3 Emergency Handling:
a. Is there equipment available at the site to treat life-threatening reactions? Oves Onox O nax
b. Name the facility to be used in case of EMErGENCY: s

c.  Give the approximate distance of nearest emergency facility (in minuUtes): ....cccoovvvvrrererncies

2.4 Site activities:
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a. Taking into consideration the purpose and setting, are the facilities suitable? O ves [ No*

FIE N O; AESCIIDE: ..ottt et ettt e et e e ettt ettt ettt ettt n e anan

b.  How often is the INvestigator at the reSEATCH SIE? ...ttt

c.  Does the investigator conduct regular meeting with the research staff? Oves Onox O nax

I “NO” OF “NA”; PlE@SE EXPLAIN: w.ceuiiriereirceeieire ettt

d.  How often do staff education actiVities take PLACET ...ttt

e.  Study Team Training Record Verification (please add a blank page if more space is required)

Name of staff Member Type of Training Date Completed

2.5 Other study sites:

a. Does the investigator conduct Med Chula IRB approved research at any additional sites? O ves* I no

If Yes*, please name:

b. Are different personnel responsible for conducting the research at the additional facility? [ ves* O No [ NA

If Yes*, please complete and attach the “additional site” form

2.6 Study site approved by other IRB:

a. Are any of the procedures for the studies performed at a hospital? [ ves O No

D, Name Of ROSPILAL ...t

c.  Local IRB approval obtained? O ves* O No [ NA
If Yes*, please provide the name oOf IRB: ..o

lll. Population from which participants are selected:

a. Method of Recruitment: [ private Practice [ Referrals [ patabase O Advertising
[ office Brochures / Posters [ website O other
[ National Recruitment Campaign O other v

b. Might your research studies enroll any participants from the following “vulnerable” categories? O ves* [ No

*If Yes, please indicate which categories:
O Nursing Home [ institutionalized O chronic Disease O Terminally Il O child
[ Mental Health [ Financial Limitations O Pprisoner O Mentally Incompetent [ student

O Employee [ Educational Disadvantage O Temporarily IncapacitatedD Other: .

IV. Participant consent form:
a. Is the participant consent form, the most recent Med Chula IRB approved form? O ves I
No* [ nax

If No*, NA*, please give comments:
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b. Is the participant consent form:

Signed by the participant? Oves Ono

Signed by the LAR (IF applicable) Oves OnNo OnNa

Signed by the Investigator? Oves Ono Ona

Signed by the person explaining the consent? Oves Ono

Signed by the parent? Oves Ono Ona

Assent form Signed by the participant? Oves Ono Ona
COMMENTS: oottt

V. Principal investigator license(s), (M.D. or other):
a. Is the applicable license current? Oves Ono [Ona
OENEI: e

VI. Quality Control

6.1 Written SOPs:

a. Does the site have written SOPs? Oves Ono

b.  Are the SOPs current? (VErsion & DAte : .....c.coccvcrveruiereiieceineesieceeiee e )
6.2 Recent FDA Audit:

a. FDA Oves [ No [ Does not apply Indicate Date: .....cccccoevenee

b. Copy sent to Med Chula IRB Oves [ No [ Does not apply Indicate Date: .....cccccoevenee
6.3 Last visit by sponsor monitor:

a.  SPONSER monitor Date: .....cccceue. SPONSOT: .o Med Chula IRB Prot. #: .........

b. Copy sent to Med Chula IRB Date: ...... SPONSOr: <. Med Chula IRB Prot. #: .........

VIIl. Consent process:
a. Does the site have current written consent procedures in place? [ ves O No
b. Idiscussed the process with the: O Investigator O Sub-Investigator O coordinator (1 Director/Manager

Name Of PErSON INTEIVIEWE: .. ..ottt

CONSENT ProCESS AETAIS: ....evieiviececte ettt s s s bbb bbb ne s

c.  The consent is reviewed with the participants by the: O Investigator O Sub-Investigator O coordinator

OENET OF COMIMENTS: ..ottt et bs b a e a e s s e e s s et a e a e s bbb bbb b ae b ses

d. If the investigator is not involved in reviewing the consent with the participant, is he/she involved with the

participant at any time prior to the participant signing the consent? [ ves O No

COMIMENES: oot s s a L h s h bbb
e.  How much time is spent with the participants in the consenting process [ 0-15 Minutes  [J 30-45 Minutes

including both reading and discussing the consent form? [ 15-30 Minutes [J 45-65 Minutes

[ one hour or more
f.  Are you currently enrolling / do you plan to enroll non-Thai-speaking participants? O ves* O No

*If Yes, please iNAICAtE the LANGUAGEIS): ...ttt
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g. Do you have on site research staff that is fluent in the indicated (f.) language(s)? Oves Ono* OIna
*If No; please indicate who will translate the consent form and conduct the consenting ProCess: ........cceneeneereeneeerneene
h. Is the consent form given to the participant or legal guardian to read prior to discussing the
consent in detail?e Oves Ono
COMMIENTL et ettt sse s st cineie
If requested, is the participant or legal guardian allowed to take the consent home to
Discuss with family members? Cves O nNox
FIf NO, @XPLAIN WY MO .ottt
j. Are the participant or legal guardian’s questions answered prior to requesting their Signature? O ves O No*
KIf NO, €XPLAIN WY MO ittt
k. Is a complete copy of the consent given to the participant or legal guardian? Cves O nNox
FIf NO, @XPLAIN WY MO .ottt
L. Is any other material(S) used to provide additional information in the consenting process? (such as videos,
additional printed material, etc.) Ovesr Ono

m.

B Y @S, AOSCIIDE: .ottt ettt sttt e ettt sen e

In my estimation, the consenting process is:
O Excellent (goes into great detail)
O Adequate (covers all important points)
O Incomplete (Does not discuss enough)
COMMIBNTS! . e

VIIL. : Summary:

Reason for Visit ........cccoeveeeeiciennnns

Finding

Conclusion

[ The research project can proceed as planned with no modifications required

[ Recommend further corrective/ preventive action as follows:
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Pl is also required to submit the follow-up report within 3 months

[ Recommend further corrective/ preventive action as follows:

Pl is also required to submit the follow-up report within 3 months and Site visit subcommittee will revisit within 6 months

O Suspension: Pl is required to submit the follow-up report within 3 months and Site visit subcommittee will revisit within 6

months

[ Termination

| have asked the investigator, sub-investigator, or coordinator to explain their consenting process to me in detail.

| have responded to the questions above based on the process that has been explained to me:

Team Site Visit

No. Name Position

1.
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