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LYY IMIBNTIUNTAISITN TlFFuNeUvINamATiurey wazudslufiussey
dietusadlunsznisussuadedaly
5.7.7.3 uftlowdr8ufinrsanlval (Modification for Full Board Review) fia
finsudludiady Tuussdiuday (major change) war/vie fiaudssssenanasing
TAdeusunAle Wiefinnsanluiiussyuanznssunsidiuga (full board)

v v

5.7.7.4 laiSuses (Disapproved) vanedis fadelilasuvaugialy vinnns3de
TuSesil thiauemuufnusya
5.7.8 Tunsdifiangnssunmsiureulasesan1side

5.7.8.1 ANYNTIUNTITUTTIY A TLYANAAYRINITANTIBNUATILATIN
193M5388 MueusNgauiumudswontaatasidnsadlulasimside (CH Gep
4.10.1)

5.7.8.2 IMNYUINANITNATUDUIIRLATII19NTITY ABUsenoume N
Msfiasaneusid Juifiasaneystd Avuaiudssnuanuinmivesnisise
wazasulagUsysuaMEnIINNTAsEsTINNTIdEluNYwd (ICH GCP 3.3.9)

5.7.8.3 lususesmsiuveulisiiiuniside (Certificate Of Approval) (AF

Y o

05-07/v02.0 Uaz AF 05-08/v02.0) 9¢dlong 1 U Asseuddgiunaasuulininy

Ya o td 1

o aa @ oA a )~ v v
LVIU%@‘UIUﬂimV]LUUIﬂﬁQﬂqim@Lu@\‘]Lﬂu 1 U NIYZABIAITIHIIUAITIUNIINUN

Y
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2 \founeuiilususesaznunenyievenisiiuveulasinisreiios (continuing

review)

5.7.9 Tunsainanisiarsanlinissusesndsnisud luis suseeud (minor revision)
JAdedesdalasesrsmsidefiudlunudoiausuuziieliusesiun 1av1yniss wionssunns
93853501 AeSuneumneliinsannunlassemsiseiug WensavaeuiudluSeuses
u& wagliarynsalessaudsivssguauenssunisasssssumsidelunyudiiionsuly
msUszuairiely

5.7.10 Tunsdlwansiarsanlilinisdiuyeu

5.7.10.1 9ARUIBULIIHANITN AT NI UTOUA BIUTENBUAIENANTS
finrsan Yufifinnsan saviansuavesnsldliniafiureu ICH GCP 3.3.9) uavas
wlpeUszsu

5.7.10.2 lunsdlvesnsiansaniilinisiiureulasesensideanvunonds
uamsfinsanfesddon duil “viusnansofesvaiannumanauazmeazden

TuN13NAITUIVRIAUENTTUNITITESTIUNTTITE TN EE LaaudiaduTIue wae

wiaralun1s3asvanaUsysuanznIsuN1sI3EssIuNsIdelunyed Wuatednual

anws” (ICH GCP 3.3.9)

5.8 LAIWANTITNATANNETUINNUTLYUAMULNTTUNTIEFTINNTITE Uiy ud
AUIUNTY LB IMTNETNNUATESTTUIRINANITNAITUINATUAINNUTEYUAMENTIUNNS

Y a Y Va o

a a o & AN ca & a ¢ . ] & 44'
33u555uMNIslunyudneszuulusuvalgdiannsednd (e-mail) (61d) neududuenaisiigideiiie

Y

1% 1%
a [y

USuuse uile viietiuasnnely 21 fuihnisndaainnisussyuadadu luenanstiulvssyiunguvesunis

f915U13555% JuNNAENTIUNIITEsTILIUTEYL Torauauuglvigidonnly vetuaaiiuiy a1kl

Tulude 5.11

5.9 W13 INsuAly AUl
Use5U M301AIYNTY Y30AMENTIUNITITEFTTUY NTNINISWAlYAITIAeITauad

a3uNanITiNTaNEATINY

5.10 Msudman1siatsanlaseinnsitedisasafiuiteuioy
LAYIYNIT WAL IMTINATNUITEFITUY WAAATUFATINEVDINITNINTUN O1EN155UT0S

AIUITYFITUVDINATITNNTIEUALLENANTH197 seyaty (version) ¥@48nansNlini1ssuses wisy
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va v

9on Certificate of Approval (CoA) (AF 05-07/v02.0 uag AF 05-08/v02.0) wazddlvigidenielu 21 Ju

i snaanisasunansegang

5.11 A1SAULRNETSTINEINUTASISI9NITIDY
dloAuann1sUszYL 18151 wazld M fidinuasesssuy NUsIUTINeNaIsiAgesenIs

AeNlAsUNISRASTUINNAIRUSHALDNANS

5.12 n1sUsEyunIalianIzna
Usgsuranunsaiseniyiinisuseyaanizia Auenmilonnnisussgumuilanivualilunsdl
Aaralull

5.12.1 fuwmnsallufisUszasraindiowss wazlininAnuinau (unexpected) 138

nMsmeinduiuginiunsidendisululasiniside
A4 Aw a o = = ] | =

5.12.2 1394MABIN1INITNNTUUT AU LTDINTHANTENUADNUIEIIU YUVUNTD
LFITENA 1138AINTUAIVDIVA

5.12.3 15048u 9 1Usza1un wiumsidnsussgunsdianiziadesiuss qu uaz

TuUABUNTANTUIUAY Azmilaun1sdIndszyuiinnsalasansIdunuuns

5.13 nsatiunsussyuluzuuuy hybrid
5.13.1 nousyyy
5.13.1.1 Usesnum nmiua asinnsuseaaluguuuy hybrid (face-to-face
ez online board meeting)
5.13.1.2 Wmhiidninauadesssud wisunsuszs Taoudslinssunis

o a

3UTITU 1/1ima"gmﬁﬁ'jwmiﬂizﬁqm%ﬁu%mLuumi Tusuiuy hybrid kaguds
Toyai priuisandunisuszan saudwdaisnnsuans aud elwesuuszy
WIEUNTaNNBUNTUTEYY
5.13.1.3 IALA38UTEUUTOITUNITUSEYY
(1) Wmifidnanualesssu naaouszuuidos/nm Tanunso
doansliegnadiuszansnm
(2) Wiwhiidinnuaiessau wisnszuuinnisans welkanse
S1inanSvositnsrnuszaule W nsdinssunisfid Conflict Of

Interest (COI) LML TYNITTUNITVITULY 90NIINNTUTEYN
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#1m35711 (leave meeting room)

5.13.2 sgwinansuse

5.13.2.1 #5uUsyyanasannunausinmsusey tnglidangdes wagsey

< = a

username LU ¥B-UNEANA 939

5.13.2.2 Usesum wiugnisinwianudu musilvigidnsiudseyn duitnng
LAz NNAARATYEELIANENTUTEYY

5.13.2.3 ¥1NNTIUNITITLIINY UeasAazeand vy online Trikds
FoUsEsIUAMENTTUNITITESTTNY WlAeITUNSINTINUTEYURLUNG

5.13.2.4 W MTNNFIINUITETTU FRTEUYDINIWIUNATATD 1ne
a ! . [ L3 ~ U v Y PN a é’ 1
Ansan1e line uaglnsdnd ivesasSumndadesionniniuluseniteanisussyy
5.13.3 maensuseys
AMenasduaansUszyy idmdindanisussyuaniunisnng q dwiolud

L4

5.13.3.1 1 MUINETNIUISUFITUILVUNNNUND bNBIIUTINS T BE

kY

33UUsEY online

¢ v = Y}

5.13.3.2 US¥51U7 LWUET 09 nsvhanelenalsalannsetind deyalieniu

Y

n1susu
6. WeUANI
AFNA AMURUY
GRGREHEIGHIRIPRFATRR UAAATI13YNTNPILINTINITe (Meadiln) talaedie Ao
(Vulnerable subjects) ANKTIIazlasuUselesdainnisidnsiun1side tianag

aumaaunans ol vieidudfineunnaatisiunisive
ms1zinsandazgnnduundaaingisnnamienimnugas
feghatu filegluasdnsfifinistiadutymmugidudu oy
Unfnyl yaainsseduaisrealsaneiuia wagidmiii
WU URAN"T gnineuIuemen s geeed) iiudvunquies
Hlaiiiegonde fisseu dowen e fuaeluaniuau auan

Y = < A 1 [ v 1% N
1 gegadulsanlidansadnuilimeals vieausnau
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AANA AURUNY

{9 ldanunsalimudugeudlgauies aufaUasluaniiy
2nLauY (ICH 1.61)

UszLanAuLdes (Risk categories)

WUWQJL%ENLL‘UIQLTJU 4 Usgian VLV?TLLﬂI

(1) daund veldiAumaud oeifos (research not involving
greater than minimal risk)

2) FAud vafundinaud sedes widuselovisod
918181 ASLABASY (research involving greater than minimal
risk but presenting the prospect of direct benefit to the
individual subjects)

(3) i snfunitanudsates wazlifiuselovined
oranasinslaenss uwidaandululdiezldsuniud 1Reafulsa
M%aamwﬁma’laﬁmlﬂuag (research involving greater than
minimal risk and no prospect of direct benefit to individual
subjects, but likely to yield generalizable knowledge about
the subject’s disorder or condition)

(8) finudsauazdselenildnseiufinanunudateaudo us

(%)

gnafilanafiazidnla viedesiu veussimbami Freoused
nsgnuavnmuazauLdueyfifveseranasing (research not
otherwise approvable which presents an opportunity to
understand, prevent, or alleviate a serious problem affecting

the health or welfare of subjects)

AMULELITBY (Minimal risk)

lanauagseAuvasdunsevIeauliguauisniaInitasinly
MAdgldiniiunimeaadasuszauludinusedniu wsenis

gAY (45 CFR 46)

7. Uszaan1swi b

auun

o

Jun LEAINISHAbUUNEAN

1.0

1 JunAY 2563 AUuUWIN
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RGN adud Fudt wanInIsuAlunan
wey.ARNa Taseya 2.0 1 na1Aw 2566 -Sﬁgumaumsﬂﬁﬁ’a

SEUELIAAINANTFNFY

R8I NTOANAINTLITRIDY19TINN
Material Transfer Agreement Template
(MTA) #1081971 2 uag 3

- MsUsgunIAliamzia

-mMysiiunsuseguluguuuu hybrid

8. 1AN&E1591989
8.1 ICH Good Clinical Practice Guideline ne4AIUANYT H1UNUANLNTIUAITOIMTUAZEN
N3ENTNEF15UEY atun1wing (Usuugdlng) 2552
8.2 wwinesesssuMavimdlueilulsemelve vusuasesssumAdelueiludsemelve wa.2550
8.3 1psgrunsUftRmusnuelsssnideluuyed TsmennadsmeUssamuang nesiu 4
8.4 AlloUIMNIINNTINLITY anUuITeseuvansnsaa @sa) aluuTuuse unsau 2565

8.5 1nsguNsUURnuAasesTsAdeluig el uimivenduawanuasuns ety 3.0

9. NMANUIN

ANARLIN 1 AF 06-01/401.0 LUUBUYRIUNIANTINTI5TIUNTIT

AARWIN 2 AF 06-02/v01.0 UuunesumsUsziulaegidy (Self-Assessment Form for PI)

AANWIN 3 AF 06-03/v01.0 kuuesuUamen1sinalssleviiudeunasyuiy

AANUIN 4 AF 06-04/v01.0 Mpgrdenansuansaugueutisululasinsidy

AANUIN 5 AF 06-05/v01.0 Megraienansteyamasulgd miugsun1sidy

A1ANWIN 6 AF 06-06/v01.0 Arg1tanashaniaudugeud1sidlulasain1side dwmsu
p1anadnseny 7-12 Y

ANARUIN 7 AF 06-07/401.0 feg1atenansteyamesuisdmiufunsideiineny 7 fsh
N1 12 U anARwIn 8 AF 06-08/v01.0 segraenasuanindugugeuinsilulaseniside dwsudunu
lngyoussTu/EUNATeN

AIARWIN 9 AF 05-07/v02.0 1BN&155UTLATINNTITUUUUNTIUNISANYAN T8N

AIARWIN 10 AF 05-08/v02.0 1aNa155uU50dlATINITITERUUNTTUNMTAUYANYINe
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ANAKUIN 11 AF 06-09/v01.0 LASNANANTUIATUFIITNAITIVY

AIANUIN 12 AF 06-10/102.0 wilsdouansauBuseunistildmmiionisneuazisenianis
wnng

ANANUIN 13 AF 06-11/v01.0 519900nan1519@18819920 W Material Transfer Agreement
Ternplate (MTA) #ee197i 1

ANANUIN 14 AF 06-12/v01.0 51378ANa9NSITAI9819TIN W Material Transfer Agreement
Ternplate (MTA) fog39i 2

ANAKUIN 15 AF 06-13/v01.0 19U0RNaIN15 b 1981980 W Material Transfer Agreement

Template (MTA) Fregnadi 3
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A1AKNUIN 1 AF 06-01/v01.0 LUUTUVBSUNITNINTUIRZYTIITUNITINY

Tsanuatuuds (esdmsumsy)

LUUBUYeTUMI RT3 ITTTNMTISE

(Submission form/Re-submission form for Ethical Review)

nsunsendayaluluubuuazuuuLanas

Please fill in this form and provide necessary documents that apply.

dauil 1 : -dayalassnn5338 (Protocol identification)

UU18LaYIATINTSLREC ..., VAR SHALATINITINY (D) oo,

1.1 | Felasennsive (Protocol title) (nwnlne)

1.2 | Folasens3de (Protocol title) (Mw183naw)

1.3 | datiuayun15ide (Sponsor/Source of funding) lUsasey

1.4 | msAnsiegatiuayun1TIFe(Sponsor contact phone/fax) (Thailand)

1.5 | Tasamsdedudneniinus (Thesis/Dissertation/Board/Subboard) [1 Yes [ No

a o/

' 5] % v
doufl 2: doyadide

Va o

2.1 %a;p%wﬁﬂ (Name of principal investigator)

nsANYI / anpudien (Degree/specialty)

=)

22 |1
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2.3 | dnanuaeanu (nstitutional affiliation)
2.4 | msfnsiagide(investigator contact phone/fax) (Thailand)
TNTENA oo WD oo €Ml
2.5 | iuillassnnsidedug irdsduifunsaeldanusuinseureaiuilaseis (How many other
research projects are still open under your responsibility?) ..o, 1A59N19
2.6 | i3 Ssuuaziminiiiseiau (How many co-investigators and research staff do you have

for this project?) ....ccceveveenenne. AY

daufi 3: TA59n15338 (Research protocol)

3.1

JULUUNT5398 (Research Design) (Honlananete)

[IBasic science research [Descriptive/qualitative [ISurvey
[Case-control [Laboratory experiment [IDiagnostic test
[JApplied research [1Research and development [IClinical trial
[IBioequivalent [JCohort []Other (specify)

3.2

B3 / wideaile 7l4lun153% (Methods involved the followings) (Fenldvanade)
Questionnaire/interview/diary [ISpecimen/sample collection
Records/document extraction [lIn vitro diagnostic devices

In vivo diagnostic devices [[IMedical devices

Drugs [IBehavioral/psychological intervention

Embryonic stem cell/genetic material [JRadiation/isotope

N T

Tissue/organ transplant [JProcedures/operation

L] Other (SPeCify)...ccveeeireirreiireieinnn

3.3

0 aw

J2uzIa1MAINI192911398 (Expected duration of the project)........ U hou

3.4

A07UNYMI8 (Investigation site)
[ wiiafen (Single)
[ SEAUVR RaLLIAS / Mmﬂﬂué (National multi-site/multi-center)

(] SLAUUIUIYIR RaLAe / ﬁmag]usj (International multi-site/multi-center)

3.5

1A59N15338ULATUNTISRINTUINUMILIALAUENTTUNNTISEFITUNDUNBUTUN TN B LY (Has this
protocol been reviewed by another ethics committee prior to this submission?)

] Yes [ No




ARIZNITUNITAILFITUNTITE TUAY Y

T59MgUNIATIULAD (BIANTITURIYL) BGH REC 06/v02.0

Banphaeo General Hospital Research Ethic Committee
nsasalasansifeasoun 5uld 1 manew 2566
Initial Review of the study protocols N 21 Y89 73 U

3.6 | Tassmsiseildaamzidounisyiseneeainudamielal (Has this protocol been registered
according to clinical trial registration?

[T YES TUTATHU coovvvrrecvrrcsencsnsssessesssssessssssssssscssssssnssss s sesnienees

L] No

dauil 4: f5un1533uuazn133uidnsaun1s3de (Subjects and recruitment)

o
o Yo

4.1 IﬂiWﬁﬁé’f&JWU@iumﬁé’]’wialﬂﬁﬁahj w@onlauinni 1 9o (Does this protocol include the
following subjects?, tick all that apply)

Lifinsifiudeyalaenssaingsuniside (No data obtained directly from hurnan)

Hnlnw (Prisoners)

an3Rans s (Pregnant women)

AUIEN193m (Mentally ill subjects)

AUaeuzi5e viserUesrezyinevestin (Cancer or terminally ill subjects)

HiNBaY 1150 Lﬁﬂmqﬁm’jw 18 U (Neonates/infants/children, aged <18)

AUae HIViead (HIV/AIDS)

ﬂfcjmuﬁé’miﬁagﬁluamuﬁ@jua WU LANAIN3T (Institutionalized e.g. orphanage)

Alaisvilade wundutios wu 411 (iliterate subjects or Minorities e.g. hilltribes)

Y

O 0Oo00goooogdgd

AladsAudayn wu TniSeu gndne s (Subordinate e.g. students, employees, soldiers)

o % Y o

4.2 | Bnsulglunissuenanainsiunsuniside (Methods used to recruit subjects)

1 ¥

1finsiivteyalaenseang5uniside (No data obtained directly from human)

—

AnsayananunungUIewen/Euielu (Personal contact at outpatient clinic /inpatient)

3)

AraUAAATILNUNRNLAUYTBT ICU (Personal contact at ER or ICU)

AfiayARALUYNYY (Personal contact in community)

)]

Anraynnan1slnsdnm w3slusudld (Contact via telephone or post)

AnUsznialawan (Advertising e.g. poster, flyers, mass media (website included))

OO0 0O 0 0d o
3D

?ﬁuﬂ N38UN58Y (Other, SPeCify). ...

4.3 | gafiun19nTEUIUNSURAINEULBL (Person obtaining informed consent)
laifinsvamudugeu (No informed consent applied)

u
(%

L]
O #3deman/633833u (Principal/Co-Investigators)
O @ wihiiide (Research staff) [ 91 N§158Y (OLher,SPECify) .o
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4.4 | uugsunsITeniaaving (Expected number of subjects)

4.5 | PeRuraweAldume andona andliazain daueliuigsunside

(Subject payment/incentives)

O 80 g

4.6

Ol 08 nyussysgasiden

NSTATEUINAANITUIALIU (Compensation for injury / lost)

d3uil 5 :AMLNTTUNIIATIIAAAINTaYAAIUANUABANAY (Study monitoring or DSMB, Data Safety

Monitoring Board)

O# O lad

d2uN 6 Lnasngu

nansiisu IWUYA | JUN.ATIAFU
6.1 | Tufintamnu/annungvasuRasana3esssu O
6.2 | aavuneveuinidglulsameruia@innteuen) O
6.3 LLUU?ju(Submission form) O
6.4 | wuunesuideldusudiusienuiaa(Self-Assessment Form) [
6.5 | wuuvasuwana Conflict of interest uagyide O
6.6 | lasamsideatudu(Full Protocol) O
6.7 | lassmsideatude Wunrwlne anuenldesiiu s wih O
6.8 | wnastayadesunedmsugsunsidednformation O

sheet)
6.9 | lnasuanmIudugeu(consent form) O
6.10 | wuvasun/duntual/duiindeya o

(Questionnaire/Interview form/CRF)
6.11 | Wamesliywiugsunsivy O
6.12 | wnansvideTanildluitnissueianadas wuenasdoyan [
6.13 | anmnevelitoya O
6.14 | Usziafitovdnuaziisesiiveriidelcy) O
6.15 | GCP training certificates u
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PUNUAVINTANA  034-419555 IN5@15 034-419567

6.16 | onanseusiilasesidinendnusainauenssung O
Ineniinus/enansdiinw
6.17 | 9uUseua(Budget) u
6.18 | Investigator brochure (Clinical trials) / Product O
Information (Medical device)
6.19 | tenans/luoyfAndesilounndannesdnisemisuazen (es) [
6.20 | Tususeauansnsnelulseimagugn O
6.21 | Tueysialniduenfiegluseninamsinunide O
6.22 élumgﬁﬁ%umLﬁaummﬂaa.(Drug approval from Thai O
FDA)
6.23 | lususeyiureu/smevunansiiansanaineaenssuns - O
TusTIuanTudY
6.24 | wonastrerulugudidalnsiind (CD) O 1CD
ROM
vunewg lasenideu1aFes fidveradesduenansdus MmN NTY o
AVBTUEITE oo 17 I YA—— YA
1ATINITIFEVHIBAY (REC. NO.) ovvrvrerevevrrnresseneennnnesssssnnneen /e

N3 MINeaYtULaRBINTARMiU AMENITNNTTITESTINMTIdEluNY BT UIaT LA
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MARLIN 2 AF 06-02/01.0 wuurasunsUsiiulagg3de (Self-Assessment Form for PI)

15aNEIUIAUIUBAL (BIANITUVIVL)

wuunasun1sUsEliulaggIde (Self Assessment Form for Pl)

Holasens(ine)
(English)

aB]

Request for

] Exemption ] Expedited review [ Full board review

UsELAUNfiasan

A

B NA | A= appropriate,
B=Inappropriate,
NA=Not applicable
nneAEInlal

WNendesvselinad

o

va Ya
ANALTUAUDIHITY

A15911 Clinical

Trials Pl Aaadl

GCP Training
ARAL ALY
URINNTBUTY GCP
<
- AR/
Usziulasanis (Protocol) .
Jorauauuz

1. ﬂmﬂlwa\‘i\‘ﬁufﬁﬂ (Research value / merit)

2. mmgﬂﬁmLLazﬁmqmaﬁJawmﬁﬁﬁJ (Research validity)

2.1 winmsuagwnna(Rationale)

2.2 NMI9RNLUULarIeLU8UTI9Y (Appropriate design and Methodology)

2.3 guAngudieg1e (Sample size)

2.4 MTIATIERN9EDA (Statistical analysis)

3. WnaaenL/Anaen (Inclusion/ exclusion criteria)

3.1 igeduindenateefisssu (Assure fair selection)

3.2 @N50MBUAIAAATY (Answer research question)

3.3 Aivesfiungudes (Concern about risk group)
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4. AMALEBY

a1 [ Physical L] Psychological Usocial

4.2 Minimizing the risks

5. Usglend (L] Junsaeide L deen L otheree )

6. ANULUIIZUNN (Vulnerability)
Iﬂiﬂmﬁ%’sﬁ%’vsli%’vmﬁ%’wialﬂﬁﬁalﬂ @onlaunnin 1 e (Does this
protocol include the following subjects?)
Oty Ol dlddenlsannnia 1 9e
Cliinin (Prisoners)
Clan3donsss (Pregnant women)
DQ"L'J’JEW]N%G] (Mentally ill subjects)
Lfthenside videdUaessasingvesdin (Cancer or terminally ill subjects)
(liéingou msn 1inengsiindn 18 T (Neonates/infants/children, aged
<18)
[1dthe Hiviead (HIV/AIDS)
Cngueuiidelvegluaniuigua 1wy windmin (nstitutionalized)
Dmﬁiﬁﬁﬂﬁa ungutoy 1w ¥1L (illiterate subjects or Minorities)

Llilédsdudayw wu dniSeu gndns nns (Subordinate)

7. WiumsshwenuUaeade (Additional safeguard)

7.1 msfuoaadasiunzay (Appropriate recruitment)

7.2 N3TUIUNTVOANNBUEENBENNLNEIND (Adequate informed consent

process)

7.3 fimsShvndufivensu (Acceptable treatment available)

8. VaMNAINITANRIDYNTININ/VBHNAINITHNIFLN1AANN

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

9. ?J"ue] (Funsinthglawan, wuuduiinteya (Advertising, CRF, etc.)

nsliaudugaulaelisudayadiuuszneuvasenans (ICH GCP 4.8.10)

ALY/
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1.1 $M981509NM989INN15I9Y

1.2 awkitbadne
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1ASIN15398
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srelamdell nnsienanalasitnsInAnsIve Asnstikasiaii

1.12 nshdusaeaiunIe nsdeal anuluazain ldauie way
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114 unasdunuide wazantunsnlunisvinige

1.15 n1533emenugAIansIgaesinisveruiusautasinisiiauInm

\AENAY genetic counseling

Wwuinlueuan wsaenisAnwlvalusuian desiinisverinudussuiivawiu
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N384
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(dnmndreqdmSuidniazidnlale)

1.19 fenansteya atuivanzdwiuinery 7-12 T

2. MiNHBLENLIAUIBUYaNTI99UN15398 (Consent form)
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2.2 YaulANsinwIANEUYeIeYaNgIiuDIaaling

2.3 ANUWLTANTRINIANNNlAg i TINNNTITE Waz/viTe Hunulagveu

PIENYMLY

2.4 AVUMNNZANTRINTHANIANNEULBNTRIEIU TN TIdE Tl Te

DukarIgule

2.5 AMIMANIZANYBINITVD assent wazNTAIIN (Hineny 7-18 V)

msindule: UssananudesyUselevil (Decision: Risk/Benefit Category)

L] msideimnedesiuanudsaiisadniios (Research involving not greater than minimal risk.)
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greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)
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a ° v o A a a A o Yo v A P . .
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ED) ai’ﬁﬁmwmﬁmﬂuagﬁﬁmmﬁﬂ (Research not otherwise approvable which presents an opportunity to

understand, prevent, or alleviate a serious problem affecting the health or welfare of children)

< ya v
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CoA No. .............
BGH REC No..............

Research Ethics Committee
BANPHAEO GENERAL HOSPITAL
198 Mool Banphaeo, Samutsakhon 74120, Thailand, Tel 663-419-555

Certificate of Approval
The Research Ethics Committee of the BANPHAEO GENERAL HOSPITAL the Ministry of Public
Health Thailand, has approved the following study which is to be carried out 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)
Study Title

Study Code

Study Center

Principal Investigator:

Co-investigator
Review Method : Full board

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

Every 6 months. / Every 3 months.

Document Reviewed :
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Signature:.........ocooi e, Signature:.. ...
( ) ( )
Chairperson Member and Secretary
The Research Ethics Committee The Research Ethics Committee

Date of Approval
Approval Expire Date

Approval is granted subject to the following conditions: (see back of this Certificate)

All approved investigators must comply with the following conditions:

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

N

Use only the information sheet, consent form (and recruitment materials, if any),
interview outlines and/or questionnaires bearing the REC’s
seal of approval; and return one copy of such documents of the first subject
recruited to the REC for the record.
3. Report to the REC Board any serious adverse event or any changes in
the research activity promptly
4. Provide reports to the REC concerning the progress of the research upon the specified period of
time or when requested.
5. If the study cannot be finished within the expiry date of the approval certificate, the investigator

is obliged to reapply for approval at least one month before the date of expiration.

*

A list of the RECn members (names and positions) present at the meeting of REC on the date of
approval of this study has been attached. All approved documents will be forwarded to the

principal investigator.
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MANWIN 13 AF 06-11/v01.0 $19U8ANAINSIIR 1081930 W Material Transfer Agreement

Template (MTA) fiaaginsdi 1

BIOLOGICAL MATERIAL TRANSFER AGREEMENT
FOR ACADAMIC RESEARCH ONLY

[Recipient Organisation’s Name and AdAreSS] ...t ., and
[Scientist’s Name and AdArESS] ..ottt e e et e e e ste e e st te e e s aae e e ssae e e steeesteeeennreaans
(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 and
Ao Lo =T PR RURRR (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

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.

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.

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
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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.

6. NONPROFIT ORGANIZATION(S): A university or other institution of higher education, a scientific research
organization, or government agency.

PART II. TERMS AND CONDITIONS OF THIS AGREEMENT

1. 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.

2. 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.

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;

(c) 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

10.

11.

12.

13.

14.

provide MODIFICATIONS for COMMERCIAL PURPOSES. It is recognized by the RECIPIENT that such
COMMERCIAL 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.

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, except to the extent permitted by law
when caused by the gross negligence or willful misconduct of the PROVIDER.

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.

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 .................
......................... University as the source of the MATERIAL in all publlcatlons presentat|ons and dlsclosures
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.

This Agreement will terminate on the earliest of the following dates:
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(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

(i) 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
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.

14. This Agreement will be effective for a period of ...... (...) year(s) from the effective date of this Agreement.

15.

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.

Paragraphs 8, 10, and 11 of PART II 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 RPOVIDER ORGANIZATION
Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST
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Signature:

Name:
Title:
Date:

Witness

Signature:

Name:
Title:

Witness

Signature:

Name:

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.ccooveeiviiiiiieens ).

PROVIDER: Organization providing the ORIGINAL MATERIAL:
Organization:
Address:

RECIPIENT: Organization receiving the ORIGINAL MATERIAL.:
Organization:
Address:

Recipient Scientist:
Title
Address:

3. ORIGINAL MATERIAL (Enter description):

4. Use of ORIGINAL MATERIAL
Project Name:
Project Objective(s)

Purpose for use of ORIGINAL MATERIAL

Termination date for this letter (optional):
Transmittal Fee to reimburse the PROVIDER for preparation and distribution costs (optional).
Amount:

ow

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:
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RECIPIENT SCIENTIST

Signature:

Name:

Title:

Date:
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Material Transfer Agreement
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This Material Transfer Agreement governs the transfer of biological materials and linked data. It is
designed for cases, where no cooperation agreement exists between the contractors.

1. Parties

The undersigned, the Provider X [fill in official name of legal entity that is authorized to enter into
this agreement], a [fill in type of legal entity, e.g. foundation, corporation (Itd. Inc.)], incorporated,
organized and duly existing under the laws of the [fill in appropriate jurisdiction], with its principal
office at [insert address], hereby legally represented by [insert name of legal representative],

and

Institution Y [fill in official name of legal entity that is authorized to enter into this agreement], a
[fill in type of legal entity, e.g. foundation, corporation (Itd. Inc.)] incorporated, organized and duly
existing under the laws of the [fill in appropriate jurisdiction], with its principal office at [insert
address], hereby legally represented by [insert name of legal representative]

and/or

Company Z [fill in official name of legal entity that is authorized to enter into this agreement], a
[fill in type of legal entity, e.g. corporation (Itd., inc.)], incorporated, organized and duly existing
under the laws under the laws of the [fill in appropriate jurisdiction], with its principal office at
[insert address], hereby legally represented by [insert name of legal representative], and/or [..]

Whereas, the Provider X is a [e.g. populations biobank] established with the aim to facilitate
research on its collection of human biological samples; Institution Y (hereinafter: Recipient) is a
[for profit or non-profit] research institute willing to conduct research on certain Samples from the
provider; The Provider is willing to transfer certain Samples to the Recipient;

have agreed to be bound by the provisions set out in this Agreement.

2. Scope of Supply

The Provider provides to the Recipient the following samples/data: ... [fill in precisely or point to
an attachment where the provision is described].
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3. Provision of Biosamples

The Recipient acknowledges that the Samples and linked data are provided on an “as is” basis
without any warranty of satisfactory quality or fitness for a particular purpose or use or any other
warranty, express or implied.

The Recipient acknowledges that the samples may have unknown and/or hazardous characteristics
and therefore agrees to use prudence and reasonable care in the use, handling, storage,
transportation, disposition and containment thereof. Recipient shall store the Samples promptly in [a
frozen?] state and in compliance with all applicable statutes and regulations. Recipient shall give
the provider written notice of the transfer of its samples to [specified any other facility of
Recipient], other than the facility to which they are initially delivered.

The Recipient acknowledges that the samples provided may contain viruses, latent viral genomes or
other infectious agents. The Recipient undertakes to treat such Samples as if they are not free from
contamination and to ensure that all Samples are handled by appropriately trained personnel under
laboratory conditions that incorporate adequate biohazard containment. From the time of receipt,
the Recipient is fully responsible for the safe and appropriate handling of the Samples.

The Recipient may not use the samples in human subjects. Recipient agrees not to transform the
samples. Recipient shall refrain from performing any tests on the samples for any purpose except
quality assurance and control and sample replenishment.

The Recipient confirms that the samples will be kept on the premises of the Recipient at the address
specified in the Application or in this agreement and not transferred (in whole or part) to any other
location without the prior written approval of the provider. The Recipient shall refer any request for
the samples to the provider.

The Recipient confirms that he has obtained all necessary import licenses for receiving the samples
in his country for purposes of this agreement.

4. Data Protection

Annex A summarizes the data and/or samples that the Provider will make available to the Recipient
in accordance with their approved protocol [REC number]. The timeframe and methodology by
which the data and/or samples will be dispatched is also set out in Annex A.

The Provider confirms that for the purposes of this MTA it is entitled to supply the samples/and or
personal data to the Recipient and that consent covering the intended use has been obtained from
the relevant donors/data subjects.

The Recipient will use the samples/data for purposes of the analyses set forth and within the limits
set by the Research protocol only. The Recipient confirms that the Approved Research Project has
been subject to independent scientific review by a recognized body in the manner described in the
Application and that the planned use of the samples/data has approval of the appropriate ethics and
scientific committees. The Recipient confirms that all work using the samples/data will be carried



ARIZNITUNITAILFITUNTITE TUAY Y

Tsangrunatnuuia (a9An1sunIAL) BGH REC 06/v02.0

Banphaeo General Hospital Research Ethic Committee
nsRansulasIMsidendausn 5uld 1 manew 2566
Initial Review of the study protocols U 62 VB9 73 U

out in compliance with all applicable laws, regulations, guidelines and approvals. The Recipient
will retain the samples in a secure location as regards Samples or a secure network system as
regards data at such standard as would be reasonably expected for the storage of valuable and
proprietary samples and/or sensitive/confidential data. Recipient shall refrain from tracing or
identifying the identity of any donors who provided the samples. Recipient agrees to preserve, at all
times, the confidentiality of information pertaining to identifiable donors. The Recipient agrees not
to give access to samples/data, in whole or part, or any identifiable data derived from the samples,
to any third party. The Recipient shall limit access to and processing of the samples/data to those
employees or other authorized representatives of Recipient who: (i) need to process such Samples in
order to conduct their work in connection with the samples/data and the Protocol and (ii) have
signed agreements with the Recipient obligating them to maintain the confidentiality of the
samples/data and any information to be derived thereof or disclosed to them.

The Recipient shall not attempt to contact any donor/data subject.

Recipient shall take reasonable steps to destroy biosamples for a given subject when the provider
deems that subject to have withdrawn his or her consent. The Recipient confirms that it will deal
promptly and appropriately with any withdrawals by donors/data subjects which the Provider notify
to the Recipient.

On the Completion of the Research Project or on the termination of this agreement, the Recipient
will return the biosamples to the Provider or destroy the biosamples and confirm to the provider (in
writing) that this has taken place.

On reasonable notice to the Recipient, and in order to confirm or investigate compliance with the
provisions of this MTA, the provider may itself or via appropriate third parties:

* choose to inspect the premises and other relevant facilities of the Recipient, in order to review the
security, storage or other arrangements for the biosamples;

* request such additional information about the Approved Research Project and/or its progress as
the provider may, from time to time, reasonably require.

« the provider will bear the costs of such audits unless a samples default within the procedures and
processes of the Recipient is discovered, in which case the Recipient will be obliged to reimburse
the reasonable costs of the provider and any relevant third parties.

Any provisions of this agreement intended to protect the rights of human donors/data subjects shall
survive the expiry or termination of this agreement.

5. Intellectual Property

Title to the samples/data is and remains in the ownership of the Provider and the samples/data are
made available to the Recipient as a service to the research community. The Recipient shall be
entitled to any inventions to the extent that these result from his own independent use of the
samples/data. He shall grant the Provider a worldwide non-exclusive royalty-free irrevocable
research license with respect to any such inventions. If the Recipient elects not to seek any
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intellectual property protection with respect to such inventions he shall transfer any such rights to
the provider at no cost. To the extent that the Provider and the Recipient have each contributed to an
invention with respect to the material, they shall jointly own any rights to such an invention.
Inventions made solely by the employees or agents of one party shall be owned by that party.
Except as expressly set forth in this Section 5, nothing herein shall be deemed to grant to either the
Provider or Recipient any rights under the other party’s patents, patent applications, trademarks,
copyrights, trade secrets, know how (whether patentable or unpatentable) or other intellectual
property rights.

6. Return and publication of Results

The Recipient agrees that the Provider will publish - at a time not before the date of publication of a
paper that describes the results of any analyses of the Material - via the Provider’s website:

* General information about the analysis to the public.

» Summary data about the results to registered users of the Provider’s website.

* De-identified subject-specific data about the results to registered users of the Provider’s website.

7. Credits

The Recipient agrees to acknowledge the source of the Samples in any publications or other public
disclosures reporting use of it. The following form of words should be used: “We acknowledge
THE PROVIDER, funded by [..] for the supply of the Samples”.

8. Reports/Notification

The Recipient shall provide a copy of any report of its Results that derive from use of the Resource
to the Provider in any format (e.g. paper journal, on-line report, meeting abstract).

Notices required under this MTA will be in writing and will be delivered by email to the addresses
set out below or (in the event of a failure to deliver an email) by post to the Provider or the
Recipient and will be deemed to be given, in the case of delivery by email, upon receipt at the
Recipient ’s email server (unless an automatic response indicating an undeliverable message is
received) and, in the case of delivery by post, on the date of delivery (or, if not a business day, on
the first business day thereafter).

9. Expiry/Termination

This agreement shall expire ...[fill in date], unless earlier terminated by the mutual written
agreement of the parties.

The Provider will be entitled to terminate this MTA forthwith by written notice to the Recipient if:
* The Recipient commits any breach of a samples provision of this MTA and, in the case of a
breach capable of remedy, fails to remedy the same within 20 days after receipt of a written notice
giving particulars of the breach and requiring it to be remedied; a breach will be considered capable
of remedy if the Recipient can comply with the provision in question in all respects other than as to
the time of performance, provided that time of performance is not of the essence.

» The Recipient PI ceases to be employed (or otherwise engaged by) the Recipient Institution; or
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» The Recipient Institution ceases, is likely to cease, or threatens to cease carrying on business.

The rights to terminate this MTA given by this clause will be without prejudice to any other right or
remedy of either party in respect of the breach concerned, if any, or any other breach.

Upon expiry or termination of this Agreement:

» The grant of rights to the Recipient will be automatically terminated;

* The Recipient shall destroy the Data or otherwise render it inaccessible; and

* The Recipient shall, at the option of the Provider, destroy or return forthwith any unused
biosamples.

10. Assignment and sub-contracting

Neither party will be entitled to assign this MTA or any of its rights or obligations hereunder
without first having received the written approval of the other party, which approval not to be
unreasonably withheld or delayed. The Recipient will not sub-contract the performance of any of its
obligations under the MTA or any part thereof without having first obtained the prior written
consent of the Provider, such consent not be unreasonably withheld. In the event that consent is
granted, the Recipient shall be responsible for the acts, defaults and omissions of its sub-contractors
as if they were the Recipient’s own, and any consent given will not relieve the Recipient of any of
its obligations under this MTA.

11. Limitation of Liability and Indemnity

The Recipient will indemnify the Provider against all losses (whether direct or indirect, reasonably
foreseeable or specifically contemplated by the parties), damages, costs, expenses (including but not
limited to reasonable legal costs and expenses) that it incurs as a result of: (i) the use, storage or
disposal of human biosamples/personal data by the Recipient; or (ii) any negligence or willful
default of the Recipient, provided that the Provider agrees to use its reasonable endeavors to
mitigate any loss.

BOTH PARTIES ACKNOWLEDGE AND AGREE THAT THE MATERIALS ARE BEING
SUPPLIED WITH NO WARRANTIES, EXPRESS OR IMPLIED, AND BIOBANK EXPRESSLY
DISCLAIMS ANY WARRANTY OF MERCHANTABILITY, FITNESS FOR A PARTICULAR
PURPOSE, NON-INFRINGEMENT OR THAT THE SAMPLES WILL NOT DEGRADE IN
RECIPIENT’S SAFE KEEPING. NEITHER PARTY MAKES ANY REPRESENTATION THAT
THE USE OF THE MATERIALS WILL NOT INFRINGE THE PATENT OR PROPRIETARY
RIGHTS OF ANY THIRD PARTY.

IN NO EVENT SHALL EITHER PARTY BE LIABLE FOR ANY INDIRECT, INCIDENTAL,
SPECIAL OR CONSEQUENTIAL DAMAGES ARISING OUT OF OR IN CONNECTION
WITH THIS AGREEMENT WHETHER OR NOT THAT PARTY HAS BEEN ADVISED OF
THE POSSIBILITY OF OR IS OTHERWISE ON NOTICE OF SUCH POSSIBILITY.

12. Force majeure
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If any party is prevented from, hindered or delayed in performing any of its obligations under this
MTA by reason of a Force Majeure Event, such party will promptly notify the other of the date of
its commencement and the effects of the Force Majeure Event on its ability to perform its
obligations under this MTA. If mutually agreed by the parties, then the obligations of the party so
affected will thereupon be suspended for so long as the Force Majeure Event may continue. The
party affected by a Force Majeure Event will not be liable for any failure to perform such of its
obligations as are prevented by the Force Majeure Event provided that such party will use every
reasonable effort to minimize the effects thereof and will resume performance as soon as possible
after the removal of such Force Majeure Event. If the period of non-performance exceeds 28 days
from the start of the Force Majeure Event then the non-affected party will have the option, by
written notice to the other party, to terminate this MTA. For the purpose of this clause, Force
Majeure Event means any event beyond the reasonable control of a party including, without
limitation, acts of God, war, terrorism, riot, civil commotion, malicious damage, compliance with
any law or governmental order, rule, regulation or direction, accident, fire, flood or storm. For the
avoidance of doubt, strike, industrial action, failure of technology systems, third party insolvency
and failure of the Provider or any other third party will not be considered to be Force Majeure
Events. The provisions of this clause will not affect any other right which either party may have to
terminate this MTA.

13. Applicable law and jurisdiction

This MTA will be governed by and construed in accordance with the laws of Thailand; parties agree
that the Thai courts will have exclusive jurisdiction over any suit, action, proceedings or dispute
arising out of, or in connection with, this Agreement.

14. General

This MTA governs the relationship between the parties to the exclusion of any other terms and
conditions and, together with any other document referred to in this Agreement, constitutes the
whole agreement between the parties in relation to the subject matter hereof.

If there is any conflict between the provisions of this MTA and any of the annexes and related
documents (including, but without limitation, the provisions of the Access Procedures) then the
provisions of this MTA will apply. A waiver, delay or forbearance by either party, whether
express or implied, in enforcing or exercising any of its rights or remedies hereunder will not
constitute a waiver of such right or remedy.

No provision of this MTA is intended to be enforceable by any person who is not a party to this
Agreement and nor are any rights granted to any third party under statute or otherwise.

Nothing in this MTA will create a partnership, joint venture or relationship of agency between the
parties.

All variations to this MTA must be agreed, set out in writing and signed on behalf of the parties
before they take effect.
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15. Attachments

This Agreement incorporates the attached terms and conditions (including any documents and/or
samples that are referred to in them), the Annexes and where applicable the contents of the
Preliminary and Main Application Forms [reference number].

Execution
Signed as an agreement

SIGNED for and on behalf of
Banpheao General Hospital by its duly
authorized officer:

SIGNED for and on behalf of the
Recipient by its duly authorized
officer:

Date

In Witness whereof, the Parties have thoroughly read and understood that the statements contained
herein are correct and in accordance with their intentions, and have affixed their signatures on (date
above). This agreement is made in 2 copies for each Parties keeping.
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