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LUUBUVDSUNISNAITUNRIUFITUNI5IVY (Submission form for Ethical Review)

n3NTONYaYAlULUUEULATILLULONES

Please fill in this form and provide necessary documents that apply

daui 1: Yayalasan1s3de (Protocol identification)

vasunsitansanuuy L] Exemption or [ Expedited Review, njansyudnnasidela

(9 Criteria for Expedited Review)

UUBLaVIATING: XXXXREC / SUALATINTGIFY (A1)

1.1 | ¥8lasen5398 (Protocol title) (Thai)
1.2 | Felasensise (Protocol title) (English)
1.3 Qﬁﬁuﬁyumﬁ% (Sponsor/ Source of funding) Iﬂﬁmsu

L S5UMR e [ NGO o

L 0% e L] DU e
1.4 | msAnseraiuayunisIde (Sponsor contact phone/ fax (Thailand)

TATENN oo WD e ETNAIL e

1.5 | Tassnmdsduinendinus (Thesis/ Dissertation/ Board/ Subboard) [ Yes L1 No

v (Y

dui 2: YoyarATe NIWUULENETT 6.4 (Investigator, Attach doc 6.4)

U

2.1 | Ye3dumvan (Name of principal investigator)
2.2 q@miﬁﬂm/ a1U1AUTE7 (Degree/ specialty)
2.3 | dnanuieeu (Institutional affiliation)
2.4 | MsAnsaR3e (Investigator contact phone/ fax (Thailand)
TATEWT e WA e €A oo
2.5 | iudlasen1s3dedug Andwiiunisnielinusuiaveuvesinuilasinis (How many other research

projects are still open under your reSPONSIDILTY? ) ...
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LUUBUVRSUNISNRITUNRIUFITUNISIFY (Submission form for Ethical Review)

2.6

d2uf 3: 159157398 (Research protocol)

3.1 | 3ULUUn5398 (Research Design) (Hanlaiunnndt 1 4e)
[ Basic science research ] Descriptive/qualitative ] Survey
[] case-control [] Laboratory experiment [] Diagnostic test
] Applied research ] roD [ Clinical trial
[l Bioequivalent [ cohort [ other (specify)
32 | 38015 / widesdle ldlun15398 (Methods Involved the Followings) (enldwanede)
[] Questionnaire/interview/diary ] Drugs
[l Specimen/sample collection [] Behavioural/ psychological intervention
[ Records/document extraction [l Embryonic stem cell/genetic material
[ 1n vitro diagnostic devices ] Radiation/isotope
L1 1n vivo diagnostic devices [l Tissue/organ transplant
[] Medical devices ] Procedures/operation
L] OEREE (SPEITY) oo eeeeee e eees e seees e seeese oot aeeeeeesseseeseese
33 | Sze2817iRAi92v39e (Expected Duration of the project) ... U ou
3.4 | @pufiviise (nvestication Site)
L] wraden (Single)
L] sedui vaneue/ vaeAud (National Multi-Site/ Multi-Center)
[ szaivumny wanewsi / vanegud (Interational Multi-Site/ Multi-Center)
35 | lassmsiteiflasunsfinnsamumulaeamuenssunsesesssuiisureuduiidvield
(Has this protocol been reviewed by another ethics committee prior to this submission?)
[ Yes [ No
36 | lasimsiseiildaanzdounsyisenendinugdmsolyl (Has this protocol been registered according to

clinical trial registration?) [ ves Iﬂﬁﬂizq ..........................................................................................................

|:|No
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LUUBUVDSUNISNAITUNRIUFITUNI5IVY (Submission form for Ethical Review)

[

dui 4: #5Un15338Uazn155ULd13IMN15I3Y (Subjects and Recruitment)

a1 | Tassmsifedsudsunmsifodeluiuiels (Fonldunnt 1 o)
(Does this protocol include the following subjects?, tick all that apply)
[ hifinnsifudeyalaenssaing3uniside (No data obtained directly from hurnan)
[ salnw (Prisoners)
(] an3sansss (Pregnant women)
[ nenedn (Mentally ill subjects)
[] AUaeuzi5e viserUhesreeyinevetin (Cancer or terminally ill subjects)
L] i#ingdau n1sn Lﬁﬂmqs‘?mdw 18 U (Neonates/infants/children, aged <18)
1 éae HIV tend (HIV/AIDS)
[ nquaudidalvogluanuiigua wu indmin (nstitutionalized e.g. orphanage)
[] i{laiifwﬁaﬁa suuﬂfcjmﬁaa U 11 (illiterate subjects or Minorities e.g. hilltribes)
[ fladadutayen wu dniSeu gnans vns (Subordinate e.g. students, employees, soldiers)

4.2 | FBnsildlunmsfueranainsdniunisise (Methods Used to Recruit Subjects)

[ Lifinsiiudeyalaenssang3un1s3ds (No Data Obtained Directly from Hurnan)
] amﬁiayﬁﬂaﬁumum@wuaﬂ (Personal Contact at Outpatient Clinic/ Inpatient)
(] finsioynmaiiuwungniduvied ICU (Personal Contact at ER or ICU)

[] Ansisyanaluyau (Personal Contact in Community)

[ finsloynmanisinsdmi vissluswdld (Contact via Telephone or Post)

L] finuszneleiyan (Advertising e.g. Poster, Flyers, Mass Media (Website Included)
[ 8uq ngansey (Other, SPECify)..oooeeee.

4.3 AlUNIINTEUIUNITVOANNEUEBY (Person Obtaining Informed Consent)

ey

[ laifinnsveanudusen (No Informed Consent Applied)

[ {3demdn/g3dusau (Principal/ Co-Investigators)

(1 15191338 (Research Staff)

[] %"'ué‘] NTUNTEY (Other, Please SPECITY) ...

4.4 | $0udFumITeNmavng (Expected NUMDET Of SUBJECES) ..o
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LUUBUVDSUNISNAITUNRIUFITUNI5IVY (Submission form for Ethical Review)

4.5 IeRuraweAiunig Andonal andliasain lauigliungsun1side (Subject Payment/
Incentives)
[13 [ i
4.6 | MsvamnAnISUIAU (Compensation for Injury/ lost)

18 nyuszusieasden

[
daufl 5: ANENIIUMINTINARMUTRYEA1LANNUABASE (Study Monitoring or DSMB, Data Safety Monitoring
Board)
[]4 [ i
gyl 6 : asdvEBUIBNENSTIEY
a9y Lanans S () | Wwihiiege
U
6.1 [ *wuudu (Submission Form)* 4
62 | 0 uuueduifideldusvdfiudionues Self-Assessment Form 4
63 | L enansteyarmeSuisdmiudfunsivouarludusen 4
64 | [1 lassn5398 (Research Protocol)* 4
65 | [ *“UsyIREIenan Principal Investigator’s CV GCP training 4
6.6 | L *uvvseuaw dunnwal/ TuitndeyaQuestionnaire/interview 4
form/CRF)
6.7 ] *uans col wazyUIY (Conflict of Interest and Funding Form) a4
6.8 L] sudszana (Budget) a
69 | [ Tassmsidvatuge Wunwilve anuenlinisiiu 5 wih 4
610 | AlaRde (Investigator Brochure) 4
611 | U ienanseyiflasssndivendnusanamenssunisineninug/ 819158 1
3N
612 | [ enansvidefanildluisnssueraaing 1y tonansdeyas 1
6.13 | [ ienans/lueysfedesiiounmdan oe. 1
614 | [ Tuduseauaninsueluussmeinan (Certificate of Free Sale) 1
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LUUBUVDSUNISNAITUNRIUFITUNI5IVY (Submission form for Ethical Review)

6.15 | [ lueyi@lviduendiegluszwinamsanuide 1
6.16 | [ sluaiéﬁa%’uw&ﬁﬁmmﬁ]’m 28. (Drug Approval From Thai FDA) 1
617 | [ lufusesiivweu/senunamsfiansanain REC #idu 1
618 | [1 enansthedvlusudidalnsings 1 5%UU DRMS

a‘qm?‘i 7: Conflict of Interest Declaration Form

[ssues Yes | No

7.1 Do you, members of your family, or associated entity have or receive a financial interest in

or from the sponsoring company?

7.2 Do you hold any executive or scientific position in the sponsoring company?

7.3 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?

7.4 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?

7.5 Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff

to a project sponsored by the sponsoring company?

7.6 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
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wuunasuN1sRNTANlAeNITuN153EsTTUNUNIUTATINGARY (WUULANYA)

AUVYLAVIATINTG oo
BBUATINNT (V18] oo oo
(ENGUSN) oot
= ya o/ [
K R L 1 TR PRSPPI
B oottt ettt ee et e e 2o e e e e et ee et e e e e e s e e e e e s e e et e et e s e et ee e s et ee e e e e e eeere
v a %
. HUIZIIURAN
Fonssun1sEuszidiu Oy O 3 ] Full board review
A B NA | A = Appropriate
da B = Inappropriate
Uszipuningseun FUOsT -
NA = Not Applicable #a1ga 103114
WEIUDI B kil ABil
vn e v A15%1 Clinical Trials Pl da4dl
AMENURVDIEIVY

GCP Training

AR AULTITIGY

q q

WiURINNTEUTH GCP

Declare COI

Usliulasans (Protocol)

< v
ANULAU/VBLEUDLLUL

1. AA1YRINWINY (Research value / merit)

2. angNAeaziivinNarauITeY (Research validity)

2.1 vannshazinena (Rationale)

2.2 NTPRNULUULarsyiJsUIeIdY (Appropriate

Design and Methodology)

2.3 vuAnqumMed1s (Sample size)

2.4 MTIATIEREDA (Statistical analysis)

2.5 SUUTTINULAZ UG
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SUI

wuunasuN1sRNTANlAeNITuN153EsTTUNUNIUTATINGARY (WUULANYA)

3. nNAnn/ Anean (Inclusion/ Exclusion Criteria)

3.1 yMiweduindonateefsssy (Assure Fair

Selection)

3.2 @1115090UAIDIUIY (Answer Research

Question)

33 Lﬁﬂﬁ@ﬂﬁumjmﬁm (Concern About Risk Group)

T IR (= IR0 ] K A )

5. Uselovt (UselevumolaT. e, )

6. ANMULUTIEUNN (Vulnerability)
TEUUTELA i
ANUWILNTANTRINAN I lUNGUWTIZ U

7. Wiunssnwanulasase (Additional Safesuard)

7.1 M3TUpNENaliATiuNzEY (Appropriate

Recruitment)

7.2 ASTUIUNTUDAUBULDNDEILNIND

(Adequate Informed Consent Process)

7.3 dms¥nundufisensu (Acceptable

Treatment available)

8. UaRNAINITAIW DYV ININ/VDANAINTIVENN
AAUN (MTA/CTA (Material Transfer Agreement/Clinical

Trial Agreement)

UsziAunnensan

NA

A = Appropriate

B = Inappropriate,

NA = Not Applicable wsnaanuanli
\Aerdewielisosd

nsliauBusaulaglasudaya diuusznauvesanans (ICH GCP 4.8.10)

< v
AIMULRU/VDLAUDLLUY

1. nasloyamIuay/esuigdmiueranalinsiidnsiun1sidy

1.1 WMUDL599NLYININ1I9Y

139




AF 01-04

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

wuunasuN1sRNTANlAeNITuN153EsTTUNUNIUTATINGARY (WUULANYA)

1.1 FMUL599N9LYINN15I9Y

1.2 A lanladne

1.3 fdamnuszyinduanide

1.4 wananetatadasiasuiByliidisiuly
1A59715338

1.5 nguszasAvedlasinsivy

1.6 UUDNAANATTINUTUTATINNTIVY

1.7 3Bandunsnagdfinderidnsinide

1.8 srgglianfienaiadasudazauazfosogly
1A39715338

1.9 nauseleaunnninastinduainnisidese
p1anadinslagnsanay/ nIeUsslovieyuyu/
daaw/ iieauslnl

1.10 mnuvdee anyllauiensarnyliaznin 19
WNnTuknenaasastiunsinsnlulasansive

1.11 M9LE9nNIaNIzUIUNITINYIaUe Tunsaln
pnanaslpsliigswlulasenisive

1.12 NMSMIRUBALILAMAUNIG N15LEELIAN AUk
azman ldaule wazsielandeluainnisa
D1@@LATIINTINNTING 0N ABALLIAN A

1.13 NSNS NEINYIUIANTBANYALYY LDl
ANMULAYNENIDOUNTIUTLANIINAITIVEY

1.14 N15378M19NUgA1aNTTALN15V0AIY
gugauuazinslAIUTnwAEIiU Genetic

Counseling
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wuunasuN1sRNTANlAeNITuN153EsTTUNUNIUTATINGARY (WUULANYA)

1.15 N1599LAUR0E1971Md091nn15348 way
szpznatifiuiienisasafindulueuian
wiorionisineludlusuian fesinises
anudugeuiiaiiusieg1eiinde uinasly
Freg19tuazdes Buldedldanznssunis
TYTITUNITUN

1.16 uanakazvuneLaulnsAny Naunsoinsiola
naon 24 il lunsdlienaradasiia
wnnsalduliiaUszasd

1.17 nanglarlnsdnnd1dnauauenssunig (mndnsuFoalaidulundeya
fin1snaTusssungide Noanasinsanansa Tulenansvituansnsadesdoulsd
ARRENTAILTRTONSHY | | s )

1.18 flenanstoyan atuilvansdmiuiney 7-187 (Adamndren dmsudniiazd-lals)

2. MADWANLINUNTULBUTNTINNSIE (Consent form)

2.1 §dea1u “drndrfdnsfiazvendndnsauly
Tasensiseiiielails Tnslausndudouds
RN LarmsUnannSITmnsITed ozl
fnaren1ssnulsandednsau q fid1midnasis
la5umely”

2.2 8ULYANITINYIANEUYBITRYALAYINY
RRGAGERE

2.3 AWML ANYDIN TR ALK TINNTITY

uay/ Y30 Junulagyoumengving

2.4 ANULNUNIZANYDINITHANIAINUT UL DUUDY

AT Ideililannsasuuazdeuls

2.5 AINUMALIYANYDINITVD assent WaZNITAIUIY
(hinene7-18 V)
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wuunasuN1sRNTANlAeNITuN153EsTTUNUNIUTATINGARY (WUULANYA)

nsdnaula: Ussnnaanudess Uslewd (Decision: Risk/ Benefit Category)
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[ msideninendeatuanudsaiisadniies (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)

awv a a 14 (% ~ ! a M v =% 6 1 L% 1Al
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yield generalizable knowledge about the subject’s disorder or condition)
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[ 3 uwAloudrdufiansanln [ Auannside videlsifu 1 T
[14 Lisuses

Farauawuy/ AuuztihiuSuugavseduas (ngauenidu 4 @ A Protocol, Information Sheet, Consent Form,
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WUUWDIUNISNNTaNTAENTTUNISTIEFTINENUNIUIATINGATY (WUUIS)

B ATINNT (V8 oo,
(ENGUSN) oot

AUsTLEuMAD

Expedited
Lt [ond [ad [ee

= v a
ﬂiaﬂi’iuﬂﬂ’iﬁd‘ﬂ’igmu

LUNANLNIINITNIVTUNUULED VD oo (mauldunnin 1 99)

Uss818a3UNgIIUlATINI5A98 (Descriptive summary of the ProtoCol): ...

A B | NA | A = appropriate, B = Inappropriate,
UszLAufinansan NA = Not applicable #ngA21331
laiifetoamselideo

o

AMENUAYINITY mM3¥in Clinical Trials PI figasl GCP

a r-:l'

AEIU AIULTYIVIEY

q

AURIN5OUTH GCP

Declare COI

Uszfiulasenis (Protocol) ALY/ TDLEUDU

1. AuAYRI1UITY (Research Value/ Merit)
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2. ANUNARALIMANAYD1UITY (Research validity)

2.1 vanmsuastuana (Rationale)

2.2 MI0DNUUULALTELU8UITIT8(Appropriate Design and

Methodology)

2.3 vuANqumeg1s (Sample size)

2.4 MTUATIENNGEDA (Statistical analysis)

2.5 SUUTTINULAZUNA

3. gAY/ Anaan (Inclusion/ Exclusion Criteria)

3.1 Ytetiuidenae1eeAsssu (Assure Fair Selection)

3.2 @1U1509UANDIUIY (Answer Research Question)

3.3 1Agadasfiunguidns (Concern About Risk Group)

4. AULFGS GFLIRADLAT oo,

5. Useleay (UsE ovUnolas o,

6. AMUUTIUN (Vulnerability) (szyuszian..

ANUMNIZANYDINTANYIUNGNUTIE U

7. Wiunssnwaulasase (Additional Safesuard)

7.1 nMsfuenanaslasmunzay (Appropriate Recruitment)

7.2 NSEUIUNTTVOANUEULDUDEIUNEIND

Informed Consent Process)

(Adequate

7.3 fims$nwnlufiseusu (Acceptable Treatment Available)

8. UANNAIN1TAIRI0E19TININ/VOANaINITYINITeN19AaTN
(MTA/CTA (Material Transfer Agreement/ Clinical Trial Agreement)

nshiaudugeulaglisudea diuusznauvadanals (ICH GCP 4.8.10)
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MSlANUSNELAEIAY genetic counseling
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2. M9HBLENIAUNEUENLT13INN15IR8  (Consent form)

2.1 fifenny “Frmdnfiansaazuenidnidsinlulasinside
HlelaAld Taglidndudeudavama waznisusnidnns
Frsunsised arlifinadonissnunlsanseansau o 7
Pnaazslasunaly”

2.2 sua‘umes%’ﬂmmmé’waﬁaaﬂaLﬁmﬁ’ummaﬁm

2.2 ANUMINEANYDINTAULIAEINTINNTITY waE /M3
AunulagyauMIeN Y

2.3 AU ZANVBINITUANIAIN DU DNVDIFLTITIUAT
FduildanunsaounaziBeule

2.5 AUMNZANTDINITVE Assent WagN1TaIY
(hnee7-18 V)

nsanaula: Ussnnaanudesy/Useleund (Decision: Risk/ Benefit Category)

L] nsideiinendestuanuideaiissdniios (Research involving not greater than minimal risk)

Aav a a v Y = \ a My P & 1 o . .
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greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)
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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)

[1 1 Susedlaghidewdly des1891uAU1ITA
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$199UNTTNUNAUUUVEALIUNTTNANTAUN (Exemption Review Report)

RUVIAVIATING oo
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(ENGUSN) oot
A va o
BBBAVHVRN ........ooooeeeeeeeeeeeeeeeee oo e e oo
BUUE oo e
v s b4 v . . .
wWmsnasianiudala (52v) (Criteria for EXeMpion ..., )
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$199UNTTNUNAUUUVEALIUNTTNANTAUN (Exemption Review Report)

WNANLATINITIVENEINITALASUNITENIUNINTUININTUIDIYFTTUNTIRY
1ASINNSITENAINITALATULNLIUNISHINTUND385550N15398 LAwALATINISITeNTdnwae
fasaluil
av Y = ¥ I~3 a o QAI o a Y] = d‘ 25y [y}

1. 9U3IT8A1UNNSANE tnedanTulasinisidenafdunisiuanitunisaneflasunissuses
W91 NeaeTunsEUIUMITEUNSaeumuUNALarLlTegnsaansninienisanwimuuleue
YRIENTU LTU FF8N15USTUITNNST 99 A0 lgnuLnSeu D8R NITUT 91998 S8 ULNIEUA LU K30
UszAnSanvesiniseu 18n adutluneinladymilinuiulaeuismsasy malssunangns ns
UseiunuNINSAnY)

2. mu"‘;%’wizqﬂﬁ%%ﬂizLﬁumiﬁﬂwﬂuéfm cognitive, diagnostic, aptitude, achievement
MATrdTImwAniuluanie Msdunmuainsehdunanginssy Ateezldsueniuiiansandle

< v v Al A v = | = o
2.1 maiudayauazdoyantnliifeitewseuswiwiiynng
2.2 Tumpun1siveuaznailaliidumeionanadng vioyaraladessulnuisenguazuns
ey dslon1a@lue N nunAn1say
2.3 faddeananmliunsanisiunguyanaansisae viienguyanaiingaslasy

nsAnEe g wsulneItesiuas sy muddeiuliannsasuniseniiy
3. Ul manmandegudiuninsieseiindlunmsleeliwenlesdisdeyadiuynng
WU WpTIiRan1ITIT e lavnamensiven 10 U dounds (Jusiu

]
= =

4. AT R uR e TN lnelfidefinzded i lutesufoing wioruitedilimetnagatnd
wonlsnndsdensalaglsideslostudoyadiuyana

5. AdsdevinsAnuilu Commercially available cell lines TusfesUiinns

6. ATy ulsue grsmand AldsuueunnelridiiunsaunnuiiureuuayeyiAain
a0ty Lewaauuamsval Uiuiueussdng wawnssuunuliiivssaniam snseduainasgiuiug
ana laglinsenudeyadiuyanauazlidnsangming

7. AduiRnfusand gunmuesosuazaufianelavesiuilaalunimsan lagewnsd
iy vegeudowasndy waglauinigunutenvuaresd1iniIuANENITNNITOIMITHALE

8. 318911E{U1 (case report) T18LAYY
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$189UNSNUNIUUUVLALIUNITNANTAN (Exemption Review Report)

Research protocols that can be exempted from ethical review of the REC are mandatorily
required to be under the following criteria:

1. Education researches that are conducted in accredited educational institutes and
related to regular processes of education, and studies of new strategies in education
administration according to the policy of the institutions, e.g., researches on adjustment of
teaching methods for school and university students of the entire class which may be done
through comparison of scores or a study of efficiency of school and university students of the
entire class in particular subject regarding the teaching method of the syllabus that has been
adjusted, for syllabus evaluation or assurance of educational quality.

2. Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude,
achievement, survey on generalized public opinions, interviews or behavior observation of a
specific group of people; the research protocols are exempted from ethical review under the
following conditions:

2.1 Data collection process and the data are not related to any private information
or not personally identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against any
subject or insecurity of job or carrier of a person.

2.3 Any research that is conducted specifically to a public group or candidates running

for public offices, the research protocol is not exempted from ethical review.

3. Research on known results which are non-specific and non-identifiable to any person
such as a retrospective study of the ten years cumulative pathological findings of biopsied kidney
specimens.

4. Research related to micro-organisms that are cultured in laboratory or on micro-
organisms that have been \ isolated from samples which are not related to any identifiable
personal identity.

5. The research is related to the study of commercially available cell lines in the

laboratory.
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$189UNSNUNIUUUVLALIUNITNANTAN (Exemption Review Report)

6. Research on policies, strategies which are commissioned under the approval of the
institutes to search for new alternatives of organization reengineering, development of efficiency
in work to achieve certain international standard that are not related to any identifiable personal
data, and not against any rule of law.

7. Research on flavor, quality of food and consumer satisfaction in general, given that the
food sample is safe and conformed to the standard of the Office of Food and Drug Administration.

8. Case Report
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fenanildfuiitrsnAdeaseneusnndiinedde Weriulidundngu

2. wruwensnilifisUszasdhousiiiaturiomaisuuasiannifelag denasnssunis
#91341338555UN15398 gl 5 Tuvinis

3. desnuaruimhrennuenssunsiansanaiesssunside munaifruevseidleldiuns
Joav0

a. ynmsifeldasnsodidunsasadunigluiiun fidedesduvesuiiFluinou ededos 1 ey
nansnnatuiildiunisiusesadsd vuroenuegvedasimsideilasunsiusesdeuntiil
(MNYAULATINT e )

'
v Ao

NUBLNG S18TDVDIAUENTIUNTATEFTTUNMTITeTuNYBE Fouazdumia) Neglunuszyuiuniuses
lassns3delanuuaneme tenansnsusenmunazgnasludalidevdn
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AIZNTTUNTIIETTINNTIVE luNYBE

wIneaemalulagsnvuenasyys
1ATINTITEVLIEAY oo FBLTOU rvvvevrrresssecsrsesssess s e e
(FEUAMTNVBUALULURBUIUR) ..o e
a1fu Velih daauatuiiy | deadnuadulny WaNa

1

2

3

a

5
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<

AMZNIINNITATESIIUNTIVE TuaY B

[ =)

UNINYIFUNALULATTIVNIAAS YU

v 9

M1319agUMsIAsuLUALlATINSIRY

[ Tasenisase
drufinAluaeundas | O wasuwlasdndes Oicr OB | Cothers..
O] wasuudasuin

Uisawa@ﬂmsuﬁl‘u Wasuulas (Descriptive summary of the amendment): ..o
finpansMuNIUUY (Expedited Review Process): [ 19 [ hily
Jaa158u1 (Consideration):

1. nusiAad/ Aneen Wunzax O 1 O il O Lidendas N/A

2. 9n3187U risk/benefit 1HUIZEN O 1 O il O Lidendes N/A

3. lNa1sNIsveRNNBusaNmanzay | L] 1% O il O Lidendes N/A

4. m3wily WasuwUas O wWasuuvasdniley

O wWasuuvasunn (Fesud Full-Board)
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AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

S789°UNTNUNILEMLA buUABuLUAaY

5. HaNITNITUN O sunsaw (Ailoe338 1138 investigator brochure)

O wiuseu

3 [ < v
D WinreUvawn luantey

L] shudhiansanluraznssunisiiiugs (full board)

a3Unan1swansa/ datauauue (Suggestion/ Recommendation)

PUINA VO LIVINUNTDNANUAATUIUMUUNDSY LAIEINSULIN d11N9IUANENTIUNITISEFIIUNITIVY
nely 5 Juriinis
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Rajamangala University of Technology Thanyaburi
39 Moo 1, Klong6, Khlong Luang Pathum Thani 12110 Tel: +66(0) 2549 49902

Approval of the Amendment of Documents related to Study Protocol

The REC of the Rajamangala University of Technology Thanyaburi , 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)

STUAY TILE: oottt b bbbttt s bbb ses s

SEUAY QO ..ottt ettt bbb bbb bbb bbb bbb bbbt ettt st st sen s esneees

PrinCipal INVESTIGAtON: .......o.iiiii bbbt bbbttt bt b

STUAY CONLEET: ..ottt s bbbttt sses

DOCUMENT APPIOVAL: ..ottt bbb bbb bbbt b ettt ss s set e nsssnenes

Date of Approval
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AF 04-06

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

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 Research Ethics Committee’s seal of approval ;
and return one copy of such documents of the first subject recruited to the Research Ethics
Committee (REC) for the record;

3. Report to the Research Ethics Committee any serious adverse event or any changes in the
research activity within five working 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 expiry 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 (Protocol Number.........ccoccovuee.. )
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Pé__n.j‘

ol
&?j;ﬁﬁa

2

AIZNTIUNTAFETTINNTIVE IUNYEE W Ineraemaluladsnyuenasyys

39 gl 1 Auanaswin SLNBAABIMAYN TwmTaunusll 12110 ns. 0-2549-4990-2

Y

YU9ED5UTINISHALY WasULUALaNE15TINEIU09NUlATINSIY

ANENTTUNITITEETTUNTITE LNy EE v Inerdewmalulagsisuenasyys andunisiinig

JuseenansineIfesiulasanisideauwuinimanasesssunsiveluaunduuinsgiuainalawn
Declaration of Helsinki, The Belmont Report, CIOMS Guideline 8¢ International Conference on

Harmonization in Good Clinical Practice %58 ICH-GCP

=
D A TIN Y T oo

LA T LTI NT VDY oo e e e e e e e e e e e e e e e e e s s e e e e e

©

R BIVIRINI: oot e e e e e e oo

e

o o/

D VI BBGNU oo e e oo e e e e e e e e e e e e e e e e e et e e e e e e e e e

LN TSI A SUNNTIUTDRE oo oo oo oo e oo e e oo oo e

U3e5IUANENTIUNIITETTIUNTITE UL e

|
v a

JUNSUTDY
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AF 04-06
el mssusesiiideuladsfiszyliFundmnde (pfundsesonansiusedasinisise)
Fnitennviuiinunisusesesssumsitedos fiRdelud
1. duumaideauiszylilulasimsideliiunsiusesediansiai
2. Tdwonarsuuziienaaiag ludugen (Lazenaslignsinidevsslulavuiond) wuudunival
wavido wuuauay lawiefiingUssiuresnuenssunsRisanTss Tl wogdediun
lonaNsAeNa AU A TERTIOUNTAT WUl umdngu

3. enuvgnsallifivszasdhoussiiiniurionisdsuutasianssiidslag deansnssunis
MN131938555UN5398 Melu 5 Twinis

4. desnuanuimthrennznIMIIIsTIINTITE Munanfitmuavdeileliiunsiose
ynmfelslannsosidunmaeseiunelusmun fidedoduveeysilmi noununogliiiu 1 Heu
onansnnatuiiléunisiusesaded numersameigreslasinsifeildunisiusesnoundiil

(RUNGAVEATINNG e )
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ABIZNTTUNITAILTIIUNTIVE LNy we

wIngaemalulagsnvuenasyys

KUUS18912AMUAMENTATINN5I8 (Progress Report Form)

L O AT oo oo

T ATINTT IR oo eeee e ees e e ee e s s oo e s et eeeeseeee
I AT T P TIN T T AU oo ee e ee s s eeee e ee s s eeeeeeeeee 2o
AU BB et e e e ee e eeeee e ees e eree
B 3 N T 1| VOO
- TUOUTIRALATINITITY e TUFAUFANTTUTO s e
VIRV M.

. 52ULIANANTUANITIVYDTI AGEA e, D

O 00 N O U A WLWDN

o v £
. AUNAITYNUAIUNTINUAN: / /

1AINTEITIE:
O snnndn 30 Fu Aeunumengnissuses (dunnndn 60 Ju Aewiununongnisiuses)
O anelu 30 Fu Aeununongnissuses
O anevdsmnongnissuses

N159969818N133UTB41ATINTIVL:

(%
a 1%

[ wesoengnissuses O Tsive fiesannnisidedugaud
10. nMsasuwladlasanisivy (Protocol Amendment)
o A . o av Yo wa
ASIN ... VErsion........ FUNLATUOULIF e
11. fifanssuddenliiluluaulasamsidenlasueyd® (Protocol Non-Compliance/Deviation)
Ll s ASe AT USEUAY oo

12. deyaingriueanadinslulasinis (W fidnulasanside gUie gneuwuuasuny Lvseileu

Judu )

12.1 $1uoraadasnauaiigensAne (Total Sample Size) wo e 318

12.2 $nuenanainsiiasnuduseudisinlasenis (Total Subject Consented)......... 518

12.3 $runuenanadasiiliiiunsdadendrsinlasens (Screening Failure)............ 518

12.4 rurue1aalAsTinoufieona1nATINT (Withdrawal). ... 378
FEUTWAGEDUN/LVIFINR ovvvvveeerreeeiseecseeseee s

12.5 $11U@ AT AT AL TIATENINNITITE (DEAN).eorseeseeeeeeeeeeeeeeeeeseee s 518
FEUTVALLBYA/AVIFINR. v
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ARIZNITUNITAILTIIUNTIVE LNy we
wnIngdemaluladsnvuenasyys

KUUSI89IUUUUTI891UNSIESFUIATIN15338 (Final Report Form)

12.6 nuea@insiioa3dun15I98 (Subjects Completed)......ooooooiererereeee... Pald
13. n35In1539eAaln Toyanefiuwmnnisallaifiausyasd (Serious Adverse Event: SAE) fvinfiu
RRGAGH

[ ig O & (dsaseyludedelui)

L] fwmmnisalldfiaUszasdiintuiueanadasviaau 1M e 518
) Juwmenselldficdszasdaiindonss vieinlin1nfeunnow $1U ... ehld

(immsadlifisUszasduiinronss mneds wmnsallifisUszasdlsmeunanie sglsmenuiauiy
niUnd drumsmsailifisUszasdiliaadnunieu muneds iaudenanaiasuazyinld enanatastoun
AuANY Ainsvzevmnann wiedeadriunisinudlu eamsiuiefiiinuieiaiadinsdalaly
wansainszylilulassnside vieqiletinide)

14. n3aln15398Adn NMsguaniaadnsdewdsadulaseinside (dels laglas ogals)

16. Toyavisernluinuau Wefuriruafinseauiuvesssanau delnsansidevewing vsel
a =

T TUTAUULDNENTIVHREEBEMN) oo e e e e e ee s e s s e s e e

17. insidsunUasdeviseaniuzved §i3evean §33u5 Ndalildsisnunaenssunsatesssunis

338 3okl (O3 TUsAUU curriculum vitae)

PmdvesuTelanTIvaeunNgNAeeslaya warTeunINATuasNUsENg
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1A59IN5LALaE (AF-06-06)
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ABIZNTTUNITAILFIINNTITE LUy Be

wnIngdemalulagsvanasyus

v

KUUSIBULUUTIBUNSLE59aUIATIN15398 (Final Report Form)

L O ATINIT T oo e oo
2 T ATINITITE oo seee e e e see e ee e e e s eee e e seeeeeesseeeeeeseene
B P UL T A TINTT IV oo ee e eee e e s e eesseseeeeees eeeees s eeess e eeeesseeeeeeseeen oo
B VAU DBITU. e eeee e ee e
LT 1 T E=TNI1L 1o
6. JUBUTALATINITITY v FUBUAANITIUTON e
T UVBNIYI M.
8. SYUYIAINTUNTITIIIT SR oo AN T
9. ADD1E/VILLIAN

AST 1SR AT

AST 2 U ] AT

AST 3 YR o] AR T

10. nstasunlaslasanside (Protocol Amendment)
A%sdl . Version.............. FUTFUOUTR

11. fAansaAdenliduluanilasinsidediladsueusi (Protocol Non-Compliance/Deviation)
O gt O fende adedt UTEUAU oo

12. dayaiganuaraainslulasenis (W diinsinlasemside gUie dreviuugeuny LYoy

Wudu)
12.1 91UDAAIAININUATNABINITANY (Total Sample SiZe) .o 318
12.2 uiupaadasnasundugeaudnsinlasanig (Total Subject Consented)............ 7
12.3 fruauera@aiasnlinunsAndend1siulaAsenis (Screening Failure).................. 578
12.4 IUIUBNFAUASNOOUAIDDNANNLATINTG (WIthdrawal). ..o 18
=1
TEUTVAGLDYO/LVFINR .ovvvvvveverrrrreeesssnssecssenneesesssssssessssse s
12.5 INUIUDNEAUASTLFLTINTENINANITIVY (DEALN).eoeeeeeeeeeeeeeeeeeeeee e 51
=1
TEUTVIAGLDYN/MVFINR. v resesssnesssssse s
12.6 SnueIa@insiioaIadun15I98 (Subjects Completed)......ooooooiiveeereereeen... eald
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1

ABIZNITUNIRIBFIIUNTIVe Tuuy

=

wnnedenalulagsnyuenasyus

LUUSI89IULUUTIE9IUNN5LE58UIATIN15398 (Final Report Form)

13. n3ain1539eAain Toyanefiuwmnnisallaiiausyasd (Serious Adverse Event: SAE) fvinfiu

RRGRGRIEE ”
O g O 8 (Wenssyludedelud)
[ fwmnsailifisUszasdiiAntuiveaadasmadu S o 518
O Wumsniselldfsussasdaindronss vioflidaafnuneu $1um ... 518

(nnsadlaifisUszasdviindounss vaneds waniselldiisUseasanlsametuanse aglsaneruiauiu
niUnd drumgnisalliiiaUszasdilinafnuineu wuneds ieuneaadasuasyinld onaadinsiun
AINAE iNsWsonnwanm viedeud13un1ssnwdilu e1n1sdulae

v

Minuiermadasgalilimnnisainseylilulaseniside viealetnidy)
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ABIZNTTUNITIILSTINNTIVE LUy we

o/

winIngndwnalulagsivaenasyys

U

wuusgaunsileauy/ mshivjianaanades

RUNAULATINT oo

BOLATINTT (D VITIVIE) oo oeoeoeoeoeoeeoeeeoeeeeoeeeeeeeeeeseeeeeeeee oo eeeeeeeeeeeeeeeeeeeeeeeeee oo
(ENQUSN) ettt
swalasens (Gnd):
FEnaN: nsfnsiRnee:
GRRLITE nséniifnsie:
Aatiuayunside: InsAnsidnsie:
[] Jesuvuainlassmside (Deviation from protocol) [] Minor
[] awidia (Violation) [] Major
[] llaeandeatundnnis (Non-Compliance)
UTTUWEATU (DESCHIDTION): oot
NARIG (OULCOME): e Aiun158e19ls (Actions taken): w...eveeveveeveeeeeeeeeeeeeee.
WULAE (FOUN DY): oo F189ULAY (RePOrtedbY): oo

173 S A A 173 S A A
mmL‘ﬁuﬂiiumiﬁﬁmimmumu/muaLLuz (Opinion/Recommendation) ...
NTTUNTINUNIURIU I e

(oo ) TUN.ccccco] o YA
NITAIURUDIREUENTTUNTT: oo eees e esesses e eeesess e eeseseone eeeeeeeeeesonenns
UTEOMUAUZATIUATTAIU N oo

(o ) FUT o y—
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AF 08-06

173 I— LTV OO LY —
1ATIMTITENUNGAY oo Y
d Ay o~
LTBATITOUTU oeeerrremerreeereseer s ke
GAMEERNEHEM O evanasing O funasevdunulaeveusssy
EJ 54 9 (55U
BITULTOY oo
Y
(e )
MU ITABUBUB. .eoeeeeeemeeesseee s s S
N SO HALHIUNNS
(e )
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AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

WUUTIB9UNTTVBNYALATINITITERBUN VLA

RUNAULATINT .o

FOLATINT (Y TIIE) oo et es e et ee et ee et ee et ettt
(ENGUSN) et
TDEADEITRN ..o e e e s ee e
0T 0000000 O00000000000000 OO OO0000000 0TSO OO TS
NN TANA: Bua:

RatiuayunsIde: mneaulnIAni:

flog: GIHGE
SugFumferiauenalesmAforldsummueeu: .o SRV Y315 U
Total Number of study participants: ... No. of Study Arms: ..o,

o Yo av o & ¢

U3 FeTudaTumTITY: PIAUGTUNT IOV v
Number of participants recruited in the study: ......c.cccccoeiveune. 'I;otat Fj)avrticipatts&cc?mfleted: T
S9N Ueoeeeevecccs \hou R ek R ST O ——
SUAUNITITE 1FOU o WO oo Total participants not completed: .................

Tnslangsun15iduneslasu (Which procedures do active participants have to undertake?)

% L3 . . . . [ Y] 1 a 1 . .
L] wuvaeuana/duniwal (Questionnaire/interview) [ \Audedny dedems (Specimen/sample collection)
[ wSesfiedmsuidadeudnsaane (n vivo diagnostic devices) [ Sudaunsnuas (9 81 3568a aneuwas)

fnsreanuvsnisalliiieUszasiildanfn undianenssun1satesssuluseninenside (Have there been any
unexpected adverse events previously reported to REC?): Oa O

fnsveunly wWasuwladlassnsidy viseluduweuluseninensidy (Are there changes to the protocol or
consent forms not previously reported to REC?): 8 O

WAHANTVENEALATINITITENOUAIMUA (Reason to terminate the StUAY): ..
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AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

WUUTIB9UNTTVBNYALATINITITERBUN VLA

(ﬂqm%ﬁuﬁ%u’uaﬂm’ﬂ%ﬁw (Please retain copy of the completed form for your study record)

m’mLﬁusumﬂiiumiﬂﬁmsm’mumu: .....................................................................................................................................
[3 DN P A0 b TN
(oo, ) U VAR YA
msaauﬁmammsﬂﬁumi: ...........................................................................................................................................................
Uizﬁmﬂmzmiumiaqum ...............................................................
(oo ) YU oo, YA
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AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

wuuTeumaNsallinsszasdiianse (@aadasluanidu)

AUNGAULATINNT e

ALY ﬂiqiu’miaﬂLLU‘UV\IE}%&JLLazLLuULaﬂmiﬁﬁﬁL{lu (Please fill in the form and attach documents if necessary)

B AITINNT VYY) oo,

(ENGLISIN ottt
1. UiimamqmiaﬂﬂﬁQmeﬁ nsotani51vusslaege (Brief description of the serious adverse event or

PIODLEIM): oo s s e e ssss e e e s e eae

2. msUsziiiuvgnisal wsedayv (Evaluation of event or problem)

ANTIBLTS (Seriousness):
LAETTR (AOALN: oo e e e s e e s ee e s eeeeeeeee e ees e seeseeee
ANATUABTIN (life tATEAENING): orrcvevrrreieeerr e
NAITATDUUAAITUANUITE (AISADIULTY): oo
wWhsnwlulsaneruianioaglulsane1unauIudu new/prolonged hospitalization: .............merrmerrrsnicnnn
WAITUAANITA (CONGENILAL ANOMEUIES): ....ooevvveeo e

Su‘] (38Y) (OThETS, SPECITY): ..o
st’fmga’[,u@jﬁaé%’mé’a (Already mentioned in-investigator brochure): s O il

il
Tfeyaszuluienasteyadmiugsunsideud (Already mentioned in the patient information sheet)

Ll O e
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AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

wuuTeumaNsallinsszasdiianse (@aadasluanidu)

AUNGAULATINNT e

Hauduiusiuen/Asn1s/Ansesilendne (Relationship with the investigational drugs/procedures/devices):

Useiiulag

31YN1T

va o

Aatiuayun153dY (sponsor) 5398 (investigator)

gnafeadas (Possibly)

Wanfieadas (Probably)

T3in51U (Unknown)

Naans (Outcomes):
DIMITIEUE Y/ FTUUEY (RESOWVEA/IMPIOVEA): oo
AMNNIIETAUBIULUAL (UNCRANGEA): oot sess et ee e ses e see sttt ess st
DINNTHUAT (WOTSENEA): ..o e e eese e ees oo
LABTUTA (FAAL): oo eeeese e eeeseee e eeseee e eeesees e esseeeeeeeseeeeeeeeeeeseeeseeeeeeeeesseeeeenee
THTTVOYR (NOT AVAILADLE): ..eercereeereeeserssersssersserssessssesses s sensese st

fa o A

AugIdAgItes (Site Involved):

a 4

ARNAUGITENOYIUANILITUHAYOUUBIANTIUL oo sernseensserssssssesssssss s s

a 4

Lﬂmw@ué‘ié’aﬁuﬂ (OTNEI SITES): oo

N15WA5UV09KITY (Investigator considerations):

1. Iﬁsﬁla%ammaﬁmuawamm@ua@uLﬁmam (Notification to human subjects using new or additional informed consent).
ANTUNTITHUT (ReQUIrED IMMEIALELY): ... eeeeeeenee
@i’wLﬁumnﬁammaﬁmmwUﬂiﬁaiuﬂwsﬁﬂmmwm%é’mlﬂ (required for the next appointment): ......................
TUADIUTY (NOE REGUIMEA): .....oooooooeeoeeeeeeeeeeeeeeeeeeeeeeesesseee oo eeeeee e

3, \Wasuuwlas ¥3818AN15338 (Change in or suspension of research).

VEANTTIVY (SUSPENSION): evvrvvveverveveeseeveesesssssssssssssssssssssssssss st
TINTTUUBBURUBE (CRANGE): oo ses s es e ses e es e es e es e s

TADIANTUNT (NO ACHON REGUIFEA): ..ovvoeeeeeeeeeeeeeeeeeee oo
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AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

wuuTeumaNsallinsszasdiianse (@aadasluanidu)

PUNGEAULATINT oo,

d1113UNTIUNT/BUNTTUNNT W5 SAE (SAE Subcommittee Considerations):

1. Tifoyaenanasinsuazvenmduseniiisiiiu (Notification to human subjects using new or additional
informed consent).
ANTUNITIUT (ReQUIrEd IMMEIALELY): ...
@i’ﬁLﬁumst,ﬁammaﬁmmwU;ﬁ%’dumiﬁwmaﬂ%gaé’ﬂlﬂ (Required for the next appointment): ..................
TUADIUTI (NOT REGUIMEA): ...ooooooeoeeeeeeeeeeeeeeeeeoeseeesesssssssseeeee e
2. Wasuuwlas ¥3818AN15338 (Change in or suspension of research)
VEANTTITY (SUSPENSION): errrverrviveeeeererreeeeessssssssssssssssssss s ssssssesses s
TINITUUBBULUAE (CRENGE): oo ees st et
TUADIANTUNTT (NO ACHON REGUIFEA): .....ooeeeeeeeeeeeeeeeeeeeeeeeeeeeseseesenseeesssesssseeeeeeeeeeeeeeeeeee e
3. SUNTIU (ACKNOWIEAGEMEND): ..o s
G DOVAUBDUE (COMMENL): ovovoeeeeeeeessessocsosssse oo

Note: n1sansiunisynegississdndrfiansanlunisussgunnznssunisfugy (Al actions have to be referred to
full board).

Chair of SAE subcommittee signature
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AIZNITUNTRIBFIIUNTIVe Tuay e

unIngraemAlulagsIvaIAasyys

4

=

]

lussaumanisallaineUszaerieuss (aranaiasuananiu)

BOUATINITITY (SEUTY THLE): o ereesesseeseesees e ses e ses e es e s e et et e nuneavlAsInIg
o co v oA (REC NO)..ooveeeeeeeeeen
FHALATINITITY D11 (SEUAY COUR): oo eesseseseeesee e ese e sessesseeeee e eee oo
189 SnwamunNsallaliag -
T I m o g FIHIUNT o | Ussilluawe . . o
. | (@oms UszanA WWNAA | Tunfiaey | AUl F1EITUATILTN - v 4| HAENS L Awusd/msugon
a19u o v o FRRIUATIN (Causality )
Case No.) (Description of O/MY) | (O/WY) (Site) | (No. of similar event)** (Outcome) (AU REC)
(Follow up) Assessment)
Adverse Events)
1
2
3
31897ULAY (REPOIEd DY) ..o (et es s ) Y YA YA
NATUMUNIULAY (RevViewed DY) ... e (oot ) WU AR A
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4

AIZNITUNTRIBFIIUNTIVe Tuay e

Date occurred

Date reported to IRB

Causal Relationship
LAUDATY............

wnnedemalulagsnyuenasyus
WUUUSZIEUYD9DUNTTUNTT SAE
Y a ]
BUNTTUNITEUTEIUL ccerercvererrenererenenensesessseessessssssssssssses AU M eevvveveesesesssssssssssssssssssssssssssssssssssssseees 1737 Y YA

A6y Study Code | visneiaulasams Val30/§37Y G
swew O saes O susars O others....oocovcecee.
FUUIUoooeiviinieeecneneennnnnsneneens e 189U
v Initial Report........ovvvvvvvvveeeeeeeeee. 518914

L1 A on sitemmen 189U
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AIZNITUNTRIBFIIUNTIVe Tuay e

unIngraemAlulagsIvaIAasyys

4

=

]

WUUUSEIIUYR9DUNTIUNNT SAE

)]
3
‘:e
=)

Study Code

nueavlAsIng

o A ya v
YBLIDI/FI98

vOu Follow-up Report......cccceveruuenne. 897U
O o on siten $9897U

Date fOllOWEd UpP ...
Date reported to IRB......ccvicicceccee e

Causal Relationship......cccvecriceee e

LAUDPADVULTU oo e

215




AF 12-06

4

AIZNITUNTRIBFIIUNTIVe Tuay e

=

unIngraemAlulagsIvaIAasyys

]

WUUUSEIIUYR9DUNTIUNNT SAE

216




AF 01-07

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

WUUSI89IUVDEUAULENENSLATINNSIY

15 KA L 1o 128 Koo 2 1 LT
Yy o o
BITBUB oo AU e
U S I T I T T P A D L. oo oo e e e
TNQUITZAIAUBINVTUDAULDNETT: oo
VOFBUIIR: e e 171 O
AUIMETULDNGTT: oo 171
AUIMEAULBNGNT: v AU oo
v < v ::i
NV U TR - i O U e,

217




AF 02-07

AIZNTTUNTIIETTINNTIVE luNYBE

[

UNNINYIBNALULATTIVUIAAS 8y

v

RUUUUANNISVAULBNENS

=b.

Joranasuhaz e

v 1'%
HUaAULBNET

= v Ao
AUNVD AUNIU
LONET

CRIGIIGE
WULBNENS

- -]
AUNNU
LBNEA3

MANAN1TYDAY

218




AF 03-07

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

s78n15L@n&a15 U Protocol File.doc

a19v 319A13 (y)

1 | nilsdeiuses Approval Letter
1.1 Yufi¥usedlasanns Initial COA Date

1.2 Junfusesresiglasanis Extension COA Date

2 | wnansfiientes Related Official Letter

3 | LUUBUYONITNAITAUIATILIA Initial Review Application FUW.......ccoooovvveeeeeoeeceeeeeeeecce

3.1 WUUBUURSTUNITNDITANATILTA Initial Review Application Form

3.2 Laﬂmiuauwmwgﬁmim’l Member Reviewers Assignment Sheet

3.3 LUUSIE9IUNTITUTELHUAULEY Pl Self-assessment Form

3.4 BUUBIIHaUsElevtviugau Pl COl declaration form

3.5 lassmsissatuge awlng Protocol Synopsis Thai

3.6 lasansidsatuldy Full Protocol

3.7 YaenansdugeudnTulaTin1sidY  Informed Consent Package
3.7.1 wnansteyaesuigdmsudidnidlulasanside

Information Sheet for Research Participant

3.7.2 W@nashansmnudueeunsinlulasan1sise Consent form

3.8 Lenansiufinteyaenanadns Case Report Form (CRF)

3.9 nasUsETduRuSINesualATaNadlAS

Advertisements for Research Participant Recruitment

3.10 Us

ee

’?aﬁﬁﬁawﬁﬂuammz Current CV of Pl/co-Pl/Research Team

219




AF 03-07

ABIZNTTUNITIILSTINNTIVE LUy we

o/

winIngndwnalulagsivaenasyys

U

s78n15L@N&15 W Protocol File.doc

318N13

3.11 niladeSusensHnoUTIVBII eV NLAL AR

Certificate of GCP and other Trainings for Pl/co PI/Research Team

3.12 filog338 Investigator’s Brochure

3.13 Luudaunu Questionnaire

3.14 suUsyuned Budget

3.15 @NESIUNSLTBUNTS /ATl oVNINSUNNY License of Drug/Medical Device

3.16 BNAITAINUEIIVIUNBALLATBILBNIINITHNNE

Annex and Information of Drug/Medical Device

3.17 Gi’iamﬂadﬂ’]idﬂﬂiaui’mqw’m%amw Material Transfer Agreement (MTA)

3.18 WANNTNTANLAZNITADETST Result and Communication
3.18.1 wuudufinuan1susiiu (Usiiiuaui 1)

Reviewer Assessment Form (First Reviewer)

3.18.2 wuuduninuan1suseiiu (§Useiiuaui 2)

Reviewer Assessment Form (Second Reviewer)

3.18.3 MiadowdHAEIdY Letter to Pl

3.18.4 Laﬂmimﬂ;ﬁﬁﬂ Correction From PI

3.19 L@ﬂmiguﬂ Other
3.19.1 Uannain151Iien1eadiln Clinical Trials Agreement

3.19.2 ona1susEnuUNTIFeNIeeaLn (a13)

Insurance of Clinical Trial (if available)

3.19.3 WUULAWRYRRUIRLATISIINeN NS
Approval Letter for Thesis Proposal

3.19.4 wiudufindeya Data Record CD Rom

220




AF 03-07

ABIZNTTUNITIILSTINNTIVE LUy we

o/

winIngndwnalulagsivaenasyys

U

s78n15L@N&15 W Protocol File.doc

a19v 319A13 (y)

4 | M3BuresUNITAY1 Resubmitted Document Review Application
4.1 WUUduYeTUNISHANSUNLASINISITEDN

Resubmitted Document Review Assessment Form

4.2 LaﬂmsuaUﬁmaﬁﬁmim’] Member Reviewers Assignment Sheet

4.3 LUUIFIBUNITUTLLHUNULDY Pl Self-assessment Form

4.4 wuuwIskaUselevuviutau Pl COI Declaration Form

4.5 Iassnsideatuge nwilng  Protocol Synopsis Thai

4.6 Tasanisiseatuldiy Full Protocol

4.7 YalenanseuyeauiinsIulAsIN1sITe Informed Consent Package
4.7.1 wnansteyamesungdmiudidniinlu lasinsidy

Information Sheet for Research Participant

4.7.2 wnansuansanudueednsinlulaseniside Consent Form

4.8 nanstuiinteyasanading Case Report Form (CRF)

4.9 wnasuserduusiiesvaiasanaaling

Advertisements for Research Participant Recruitment

va YA o LY

4.10 Yszniagvankazsae Current CV of Pl/co-Pl/Research Team

Y

o

4.11 wiladeTuseensHNoUTIVRIRI BV NkAL AR
Certificate of GCP and Other Trainings for Pl/co- Pl/Research Team

4.12 filegdde Investigator’s Brochure

4.13 puvdaunl Questionnaire

4.14 suUsyunad Budget

4.15 @NASIUNLTLUNTANDN / 1AF09EDN1NITENNE

License of Drug / Medical Device

221




AF 03-07

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

s78n15L@n&a15 U Protocol File.doc

a19u 319N13 (y)

4 (sa) 4.16 LONANSAIAUYIMIVAUNLALLATDILDNIINITENNE

Annex and Information of Drug / Medical Device

4.17 Yennainsanelowingn1adinin Material Transfer Agreement (MTA)

4.18 Wan15WA15UN Assessment Result
4.18.1 uuutufinuansuseiliuUsziiuauii)

Reviewer Assessment Form (First Reviewer)

4.18.2 uuuduninuanisusuidiy ({ussdiuaui 2)

Reviewer Assessment Form (Second Reviewer)

4.18.3 vilsdeuImayIY Letter to Pl

4.18.4 Laﬂmimﬂﬁﬁﬁﬂ Correction From PI

4.19 Laﬂawﬁuﬂ Others
4.19.1 UannaIn13vIFeneadiln Clinical Trials Agreement

4.19.2 @na15UsENUNSITENIAaTN (013)

Insurance of Clinical Trial (if available)

4.19.3 WUULAUDTDBYIIALATIININY NS

Approval Letter for Thesis Proposal

4.19.4 wiudufinteya Data Record CD Rom

5 | nsiersanmsualaiiuinlasiniside Amendment Review Application
5.1 nMsuAluiuAuiNere5UN1550T89 Amendment for Approval Letter

5.2 518U lufis@y Amendment Assessment Report

5.3 A1 NLEAITIUALLEUANDU-RAINITWA LULNLLAL

Table : Comparison of The Previous Detail and After Amendment

5.4 lona1satuLAumaInIsunly New/Update Document (After Amendment)
55 ?ﬁm Others

222




AF 03-07

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

s78n15L@n&a15 U Protocol File.doc

318N13

NMIATUISIBNUANLAIMINVINTIT Continuing Review
6.1 ﬁ’uﬁm’mpﬁ%’a Letter From PI

6.2 WUUTIBUAIILNATINTN Continuing Review Report

6.3 WUUUTLLIUTI89IUANUNTINLN

Assessment Form for Continuing Review Report

6.4 JufinudInan15Wa15eu1 Report of Review Result to Pl

6.5 iﬂ]'u“] Others

ANABIALAABL/MSHIEUTEMYMUA  Deviation/Violation
7.1 9189UANAANALAADE/NTHIEY Tarfuua Deviation/Violation Report

7.2 Juinudinani1snansen Report of Review Result to Pl

7.3 gus] Others

N133¢3UlATIN1INTITEEIAT I Termination/Suspension Application
8.1 Uuina1ngide Letter From Pl

8.2 LUUTI8UNTT2IULATINITNITIT89IATI? Termination/Suspension Report Form

8.3 YUNNUWIIMANITNATUN Report of Review Result to Pl

nsasunalasanside  Final Report
9.1 iwmua'gﬂwa‘[mamﬁmﬁ%’a Final Report Form

9.2 miﬁﬁ]1iimiﬂmmaiﬂmaimﬁﬂﬁmﬁ% Final Report Assessment Report

9.3 3146] Others

10

N1IATINBLUNTITY Site Visit
10.1 Tuiinuiagide Letter From IRB

10.2 FMUANISANSATINE L Site Visit Schedule

10.3 TuyINLWan1sNaseU Letter to Pl

10.4 3u¢ Others

223




AF 03-07

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

s78n15L@n&a15 U Protocol File.doc

Gl 518015 1 (y)
11 | msfsansenumgnsallifiauseasd (Review of Serious Adverse Event Report)
111 LLU‘USWamumamiaﬂﬂﬁwizmﬁﬁLﬁmawwlu KCMH SAE at KCMH
11.2 Jufinlaaman1sia3a1 Report of Review Result to Pl
11.3 ﬁl‘wﬂ Others
12 ?ius] Miscellaneous
HRTIDHOU. e rvverereneressmsesersssesns s sssese e e [ oo Y

224




AF 04-07

[

UNNINYIBNALULATTIVUIAAS 8y

v

AIZNTTUNTIIETTINNTIVE luNYBE

IE

HUUSI89IUYDYINA8LIENE151ATINSINY

AeU | SALATINIg ¥alATINIg U/ RDU/N.A.
N91891uUn

Ju/weud
Afuasy 3 U

VB9
a0nuzlAsINig

- 138U 1BUIYNITHAZAMZNITINNNTT LiENTUIRDITAN
- 191U YnauolunUTEgs U e e

WMUNNETNIUAZNTTUNNSNINTUINITITEY
WM INgRemnALULAEIIYNIAATTY YT
........... Sevoociiid e,

AYIYNTAMNTTUNITITETTTUNTIAE Wy
wIngaemalulagsvueasyys
........... oo i

225




AF 04-07

AIZNTTUNTIIETTINNTIVE luNYBE

wIneaemalulagsnvuenasyys

v

HUUSI89IUYDYINA8LIENE151ATINSINY

- pudiRnuuANUsEY

U3g51UANENTINNNIITESTINNTITe TuLy e
WIngaemalulagsvueasyys
.......... oo .

v

WUIBARN:  TUNVINA18LONETT
- 9

NYINan8LenNans

54

226



AF 01-08

<

AMZNIINNITATESIIUNTIVE TuaY B

[ =)

UNINYIFUNALULATTIVNIAAS YU

v 9

WUUTIBUNTATITIILNEANUALAUTRY

1. %’agafﬁ‘lﬂ (General data)

1) s%alasens (Protocol/Study No) 2) SWAlATINITVBIABIENTINAT

3) FolpsensIse (Title)

4) %aﬂ%’wﬁﬂ (Principal investigator) 5) Wasknsdny (Telephone)
6) %a;ﬂﬁﬂqu (Sponsor) 7) aouiiviins3de (Study site)
8) Yuiinsaaidua (Date of visit) 9) AnIFu LLammﬁuq@mﬁmam%m (Time of visit)

10) ARIENITUNNSASIABEY (Monitor’s name)

(1) oo
(2) e
) OSSOSO

11) E?%'Uﬂ’ﬁm’aﬁllﬁ&m (Person's met and their roles in the study)
G I T
620 A
(B) oo WU oo

2. IMUIULEEUATIUN15ANYY (Number of subjects)

(1) JUIUDIEANATNINEY (Planned to be recruited)

(2) UIUBAAIATNAMLEDN (Screened)

(3) IUIUBNAAIATINIUTUTATINNGIFY (Recruited)

(@) INUIEELATNENINAITANYINBUAIMUA (Dropped out)

(5) S1unuenanasinstinseglunisn (Still in the study)

(6) FMUIUDIEEIATNANMILIUATUIIULUNITANET (Completed the
study)
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3. mﬁﬂf]ffamaﬂﬂi\‘imﬁﬁ'ﬂ‘ﬁ‘lﬁ%’umﬁumﬂ (Adherence to an approved study protocol)

fAseUfTRnulasamsldeilasumsiusedludereluil Tivdals Tof Lild | Lideades
1) nsAndanaanailas (Inclusion/exclusion criteria) (4@N&13 N) [ [ L]
2) Msdnoraadasiingu (Randomization and blinding process) ] ] O
3) mslsideyaiiteverubusenINeanaTAs (Obtaining informed consent) | [ O O
(Lon&1T )
4) MsenumanisallaifisUsyasd (Adverse event reporting) [ [ l
4. nsnssaudayaiuena1siualtiu (Source Data Verification)
Joyaiianugneies Tensalad (lonans a) Ty Lils | Lifeades
1) Yoyavesenanasing LU Tede e Fuin Tuisudlunsdne [ [ l
2) Joyalunuutuiin (Case Report Form) gnfewmssiutonansauaty [ [ l
5. nsmiiuguagn aunsal wazenasilelun15338 (Control of drugs and other study materials)
gunsal uaztenansiiltlunide Idsunmsguaseravanzean Tovsoli Tof Lild | Lifeadas
1) vwazgunsal fifiane Sruaufimdegndes ligyme (Quantity) H H l
2) ffiugmnsauuaziisane (Storage facilities) ] ] O
3) guazaunsal linumeng (Not expired) [ [ [
4) Ugydien viuais (Drug accountability log kept up to date) ] ] O
5) wuutuiindeya (Case Report Form) fig1uauiieane ] ] O
6. NM33n¥IANNEUTRIdaYa (Confidentiality arrangement)
fimssnwinnuduvesdeyaegiamnyay lauselyl Tof Lild | Lifeadas
1) wuuduiindeya (Case Report Form) ] ] O
2) Teyauazsiia gonianses uazgidnidlun193ds (dentification code list) [ [ [
3) Jayasifenisqu (Randomization code list) [ [ [
7. uiluiena159096338 (Investigator’s study file)
1) wiluenansvesfiseiienansiiieadosnsui Tivisela o Lild | lideades
[ [ [
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8. msgn'lsm"lsjﬁaﬂszaaﬁﬂjﬁﬂ%wLm (Serious adverse events, SAE)

1) TmgnisallifiaUszasdviindeunss (SAE) tinTuvisell (lonans )

3
N

laidl

O

laingadag

O

9. nMstlgauunsalivuanmulasen1siIdenlasun1s5usas (Protocol deviation) wialiufjiAnuuuanienis

UjtiAn1eaddndid (ICH GCP)

1) Inslssuunseliuiinulasinsidentasunisiuses wieldujds
AURININTUURMeAGTngA (ICH GCP) vi3alal (tenans 1)

3
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10. 8AUs18 (Comments)

11. YarduBwUz (Recommendation)
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12. Lanmsﬁuuumé"sa (Attached documents)

O enans n ensemanmumuesaadasidadondilunside

O wnans 1 s1emsasramumuenansasusdusoudisulunsideveseranaing
[ wenans a sremsasramumuarunssiusewinswuuduiindeyauazienansduati
O wnans ¢ sremsmumussnumsgmsallifisszasduindonse

O enans 1 senumadssvurdohivfiimulassnsidenldzunsiuses

v a
ﬂmzﬂdﬂi')ﬂlﬂﬂu

AL VD
( )
o dl
FUT e,
AU e
( )
FUN e

230




AF 01-08

AIZNTTUNTIIETTINNTIVE luNYBE

[

wIneaemalulagsnvuenasyys

v

WUUTIBUNTATTIUNEANUALAIUTRY

LWONETS N
S18NITATIINUNIUBEFLATNAALEDNLTTUN5IY

Verification of eligible subjects

PUYLAVDEANAS
(Subject’s ID)

ATWUNUNMTAADT | ARSI GhiTrgt]
Tun1sAnwn (Eligibility) (Monitor) (Comments)
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Verification of informed consent

PUILRVDIFELAT
(Subject’s ID)

Tumidrlunisfinw Tumnwdly | awnugnse GhiTrgt]
(Date of enrollment) BRGRFVERH (Monitor) (Comments)

(Date of consent)
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Agreement between Case Report Form; CRF and Source data

PUYLAVDEALAS
(Subject’s ID)

bbal

ee

[

Yoyalulenasauatu (Source data)

Jayaluwuuvuiin (CRF) -
v 2AUs19 (Comments)

e

U
[
0]

— AIULERTIA (Monitor)
a Asuuiin
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Verification of serious adverse event (SAE) reporting

PUYLAVDE AN AT
(Subject’s ID)

SAE Tunvuduiindeya | sseiuluenansiuadu aiuTeY
(CRF) 2IUERTI (Monitor) (Comments)
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LANE1T 3
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Verification of protocol deviation/violation

VUNLLAVDEENAT swmsmmﬁmwu aammﬁmw AU
(Subject’s ID) (Deviation) (Monitor) (Comments)
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NECAST Self-Assessment Tool

This tool is intended for use by Independent Ethics Committees or Institutional Review
boards or Research Ethics Committee (IEC/IRB/REC) associated with a NECAST, NRCT. This is part
of the process of the National Ethics Committee Accreditation System of Thailand (NECAST), an
IEC/IRB/REC will complete this form as an initial step of accreditation by NECAST.

The person completing this introduction form should have extensive knowledge of the
IEC/IRB/REC being visited or assessed (usually the secretariat) and be able to answer questions or

provide documentation regarding the following topics:

NAME OF TRE IEC/IRB/REC: ..ottt ettt et ettt et et e e e et et e e e e et et et e e et et eeae e e e eaenaene

Year @STaDUISNEA: ...
Frequency of meetings: .............. per month or per year
Type (e.g. Biomedical, product development etc.)

[ Clinical Research

[ Biomedical Research

[ social and Behavioural Sciences Research

O others, PLEASE SPECIY ..ttt

Number of protocols reviewed/ 3 Years Or PEIr YEAI: ..o
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NECAST Self-Assessment Tool

Initial Review
Full board ... / 3 years or per year
Expedited L. / 3 years or per year

After Approval Review

Amendment L / 3 years or per year
Continuing Report ... / 3 years or per year
Final Report . /3 years or per year
SAE Report /3 years or per year
Violation/Deviation/Non-compliance ....... /3 years or per year

NOTE; A: complete/adequate/always, B: partially complete/sometimes/not adequate,

C: not complete/never, D: N/A
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NECAST Self-Assessment Tool

Brief Introduction of IEC/IRB/REC Staff and Members

IEC/IRB/REC Composition

Alternate member

Profession/ Gender | Affiliation(s)

No. Name Position
Expertise Yes No
1 Chair O O O O
) Vice-chair O O O O
3 Member O O O O
il Member O O O O
5 Member O O O O
6 Member O O O O
7 Member O O O O
8 Member O O O O
9 Member O O O O
10 Member D D D D
12 Secretary Member O O O O

Assistant Secretary

13 ermber O O O O
14 Alternate member O O O O
15 Alternate member O O O (|
16 Alternate member O O O O
17 Alternate member D D D D
18 Alternate member O O O O
19 Alternate member O O O O
20 Alternate member D D D D
O O O O
O O O O

Alternate member
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NECAST Self-Assessment Tool

SECTION ITEM A B C D COMMENTS
STRUCTURE AND COMPOSITION OF EC
A (Structure, Composition and Skills of the EC and Staff are Appropriate to the Amount and
Nature of Research Reviewed)
MEMBERSHIP REQUIREMENTS (at least 5 members, gender balance, experience, non-scientific
Al and affiliated members and terms and conditions of appointment)
A 1.1 | Does the EC have at least 5 members?
(ICH 3.2.1) o ooo
Al.2 | Do the members contain a diversity of
gender? (WHO 4) O/o oo
A1.3 | Does EC have at least one non affiliated
member? (ICH 3.2.1, WHO 4) O/ojno
Al.4 | Does the EC membership contain non-
scientific member or lay person? O g gl g
(ICH 3.2.1, WHO 4)
A1.5 | Does EC membership consist of members
with appropriate expertise for the O g gl g
research reviewed? (ICH 3.2.1, WHO 4)
A1.6 | Does the EC describe the party
responsible for appointing members? O gl golg
(WHO 4.1.1)
A1.7 | Does the EC members posses the

required experience, knowledge, skill and
relevant abilities to perform their duties?

(WHO 4)

239




AF 01-09

AIZNTTUNTIIETIINNTIVE IuNYwE

WiNINg1agwmAlulagsivuena

NECAST Self-Assessment Tool

SECTION

ITEM

COMMENTS

Al.8

Does the EC policy and procedures
describe the selection process of its

members? (WHO 4.1.2, ICH 33.1)

Al1.9

Do the EC terms describe the duration
of appointment for its members?

(WHO 4.2.1)

A1.10

Do the EC terms describe the policy for
the renewal of appointment for its

members? (WHO 4.2.2)

Al.11

Do the EC terms describe the
disqualification procedure of its members?

(WHO 4.2.3)

Al.12

Do the EC terms describe the
resignation procedure for its members?

(WHO 4.2.4)

A1.13

Do the EC terms describe the
replacement procedures for its

members? (WHO 4.2.5)

Al.l4

Does the EC maintain a list of all its
members with their current CV.?

(ICH 3.2.1)

Al.15

Does EC member sign a confidentiality

agreement? (WHO 4.3.3)

Al.16

Are EC members willing to publicize
full name, profession and affiliation?

(ICH 3.4. WHO 4.3.1)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D

COMMENTS

A2

ADMINISTRATIVE REQUIREMENTS (Adequate number of administrators to oversee the EC

activities, have documentation of the functions and activities of staff and their terms and

conditions of appointment)

A2.1

Does the EC have sufficient staff (full-
time or part-time) tomeetits functions | O | O | O | O
and responsibilities? (WHO 4.4)

A2.2

Does the EC have a description of
requirements for holding offices? O O g g
(WHO 4.4)

A2.3

Does the EC policy describe duration,
disqualification, resignation and
replacement procedures for its offices?

(WHO 4.4)

A2.4

Does the EC have documentation

explaining the duties, obligations and O O 0O g
responsibilities of its offices? (WHO 4.4)

A2.5

Does the EC have an office space?

(WHO 4.4)

A2.6

Does the EC have the necessary

equipments to run the office? O O 0O g
(WHO 4.4)

A2.7

Does the EC have available budget to

meet its functions and responsibilities?

A2.8

Does EC document reimbursement for
work and expenses and is this made
available to the public upon request?

(WHO 4.3.2)
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TRAINING OF EC MEMBERS (EC needs to state and observe the provisions available for its
A3 members to receive introductory and continuous education)
A3.1 | Does the members’ condition of
appointment state the provisions for
them to receive introductory and = O/o o
ongoing training? (WHO 4.7)
A3.2 | Did members of the EC receive an
introductory training? (WHO 4.7) oo oo
A3.3 | Are EC members continually being
trained to enhance their capacity for O O g g
ethical review? (WHO 4.7)
A3.4 | Does the EC review and document
trainings obtained by its members and O O g g
staff? (WHO 4.7)
Ad MANAGEMENT OF CONFLICTS (EC should have a policy to address conflicts of interests)
Ad.1 | Does the EC have a process of

managing, minimizing or eliminating O O g g
conflicts of interest? (WHO 4.1.3)

ADHERENCE TO SPECIFIC POLICIES
(EC to have appropriate management and operational procedures for optimal and systematic

conduct of ethical review)

Bl

EC MANAGEMENT (EC to have terms of reference)

B1.1

Does the EC have terms of reference
which includes its scope, objectives,
activities, organization and

management? (WHO 4)
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SECTION ITEM A B C D COMMENTS

B2 AVAILABILITY OF SOP (EC should have an SOP that covers its function and activities which
they comply with)

B2.1 | Does the EC have written SOP?
(ICH 3.22 WHO 4)

(R R I

B2.2 | Does the SOP cover all functions and
reviews undertaken by the EC? O O g g
(ICH 3.22 WHO 4)

B2.3 | Does the EC comply with the written

SOP? (ICH 3.2.2. WHO 4) = o oo
B2.4 | Is the SOP reviewed and revised as
O 00|08
necessary?
B2.5 | Does EC make their SOP publicly
O 00|08

available? (ICH 3.2.2)

83 SUBMISSION GUIDELINES AND PROCESS (EC should have a submission guideline including its

requirements and forms)

B3.1 | Does the EC have any guidance on how

O O 00
to submit protocols? (WHO 5.1)
B3.2 | Does the EC have an application form?
O O 0 0
(WHO 5.2.2)
B3.3 | Does the EC indicate the format for
O O 0 0

submission? (WHO 5.2.3)

B3.4 | Does the EC indicate the number of
copies of application tobe submitted? | O | O | O | O
(WHO 5.2.6)

B3.5 | Does the EC indicate the application
procedures for protocol amendments O O g g
and continuing review? (WHO 5.2.2)
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SECTION

ITEM A B C D COMMENTS

B3.6

Does the EC have an informed consent
guidance/template which it made
available to investigators to help with

the preparation of the document?

B3.7

Does the EC have a registration

procedure (tracking system) for the O O g g

applications made for review?

B3.8

Does the EC specify the name and

address of the EC secretariat to whom

the application should be submitted?
(WHO 5.2.1)

B3.9

Does the EC have means of

acknowledging applications made to O O g g
them? (WHO 5.2.8)

B3.10

Does the EC communicate the

incompleteness of an application?

B3.11

Does the EC indicate fee structure, if

any, for reviewing an application? O O g g
(WHO 5.2.11)

B3.12

Does the EC indicate that application
forms should be signed and dated? O O g g
(WHO 5.3.1)

B3.13

Does the EC request that protocol be
submitted together with supporting
documents and annexes?

(ICH 3.1.2, WHO 5.3.2)
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SECTION

ITEM A B C D COMMENTS

B3.14

Does EC request submission of the
project summary and diagrammatic
representative (flow chart) of the

protocol? (WHO 5.3.3)

B3.15

Does EC request submission of a
description of the ethical
considerations involved in the

research? (WHO 5.3.4)

B3.16

Does EC request submission of case
report forms, diary cards and other
questionnaires intended for research

participants? (WHO 5.3.5)

B3.17

When a research involves a study
product does the EC request
submission an adequate summary of O O g g
the study product?

(ICH 3.1.2 WHO 5.36)

B3.18

Does EC request submission of the

investigators CV?  (ICH 3.1.2 WHO 5.3.7)

B3.19

Does EC request submission of the
materials to be used for the
recruitment of potential research

participants? (ICH 3.1.2 WHO 5.3.8)

B3.20

Does EC request submission of the

informed consent form? D D D D

(ICH 3.1.2 WHO 5.3.10)
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SECTION

ITEM A B C D COMMENTS

B3.21

Does EC request submission of a
statement describing any
compensation for study participants?

(ICH 3.1.2 WHO 5.3.12)

B3.22

Does EC request submission of a
description of the arrangements for
indemnity if applicable?

(WHO 5.3.13)

B3.23

Does EC request submission of a
description of the arrangements for
insurance coverage if applicable?

(WHO 5.3.14)

B3.24

Does EC request submission of a

statement of agreement to comply
with ethical principles set out in O O 0O g
relevant guidelines?

(WHO 5.3.15)

B3.25

Does EC request submission of all

significant previous decisions by the EC

or regulatory authorities for the O O g g
proposed study?

(WHO 5.3.16)
MEETING REQUIREMENTS (EC should have documented meeting requirements which they
B4 comply with, quorum and professional requirements)
B4.1 | Does the EC meet regularly on

scheduled date announcedinadvance? | O | O | O | O
(ICH 3.2.2 WHO 6.1.1)
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SECTION ITEM A B C D COMMENTS
B4.2 | Does the EC form a quorum before Ol o olo
holding its meeting? (WHO 4.5)
B4.3 | Does the EC require that at least one
non affiliated member and a non
. O 0O 0|0
scientist be part of a quorum for each
of its meeting? (WHO 4.5.2)
Bd.4 | Does the EC require that meetings
should be minuted and there should
O 0O 0|0

be an approval procedure for the

minutes? (WHO 4.5.2)

COMPLETENESS OF ITS REVIEW PROCESS (EC review protocols and its supporting

documents in a timely fashion according to an established procedure to protect the

interest of research participants)

REVIEW PROCESS (enough time for protocol review, EC to have documented and detailed

cl review process which is complied with)
C1.1 | Does the EC follow the operating
procedure for review? (ICH 3.3, WHO 6) o o oo
C1.2 | Does the EC review protocols and all
relevant documents withinareasonable | O | O | O | O
time frame? (ICH 3.1.2, WHO 6.1.2)
C1.3 | Does the EC have an established
procedure for expedited review? O O O g

(ICH 3.3.5, WHO 6)
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SECTION

ITEM A B C D COMMENTS

Cl4

Does the EC indicate the nature of the
application, amendments, continuing

review and other considerations that O O g g
will be eligible for expedited review?

(ICH 3.3.5, WHO 6.3.1)

C1.5

Does the EC have policies and
procedures that describe the process
used to evaluate whether research
reviewed by the expedited procedures
meets the criteria for review?

(ICH 3.3.5, WHO 6.3.3)

Cl.6

Does the EC have an established
procedure for full board review? O O g g
(WHO 6.2)

Cl.7

Does the EC have an established
process for obtaining additional

expertise when reviewing specific

protocols? (ICH 3.3.6, WHO 4.6)

C1.8

Does the EC have terms of reference for

independent consultants?  (WHO 4.6)

C1.9

Does the EC have an established
process for inviting applicants/

investigators to elaborate on specific

issues when applicable? (ICH 3.2.5)
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SECTION ITEM A B C D COMMENTS
ELEMENTS OF REVIEW (EC to have a policy and procedure for review, elements reviewed
2 should include the scientific design and conduct and ethics)
C2.1 | Does the EC have a policy and
procedure for reviewing protocols? O O g g
(WHO 6.2)
C2.2 | Does the EC review the scientific design
and conduct of the study? (WHO 6.2.1) o o oo
C2.3 | Does the EC review the justification for
the use of control arms? (WHO 6.2.1.3) b ojoo
C2.4 | Does the EC review the criteria for
prematurely withdrawing research O O g g
participants? (WHO 6.2.1.4)
C2.5 | Does the EC review the criteria for
suspending or terminating theresearch? | [ | O | O | O
(WHO 6.2.1.5)
C2.6 | Does the EC have justification of
predictable risks and inconveniences
weighed against the anticipated
benefits for the research participants oojoo
and concerned communities?
(WHO 6.2.1.2)
C2.7 | Does the EC review the adequacy of
provisions made for monitoring and
auditing the conduct of the research,
O 0O 0|0

including the constitution of a data
safety and monitoring board (DSMB)?
(WHO 6.2.1.6)
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SECTION

ITEM A B C D COMMENTS

C2.8

Does the EC review the manner in
which the results of theresearchwillbe | O | O | O | O
reported and published?  (WHO 6.2.1.8)

c2.9

Does the EC review whether the risk
posed to research subjects is reasonable
in relation to its anticipated benefits?

(WHO 6.2.1.2)

C2.10

Does the EC follow the established
procedure for determining if potential
risks posed to the vulnerable

population are acceptable? (/ICH 3.1.6)

C2.11

Does the EC review the description of
the informed consent process and the
identification of those responsible for

obtaining it? (WHO 6.2.5.1)

C2.12

Does the EC review the informed
consent focusing on measures to
improve participant understanding and

voluntary decision making? (WHO 6.2.5.2)

C2.13

Does the EC review justification to

include research individual that cannot
consent and account of the O O g g
arrangements for obtaining consent?

(ICH 3.1.6, WHO 6.2.5.3)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

C2.14

Does the EC have and follow the
established procedure to determine if
the vulnerable subjects are protected

in the consent process? (ICH 3.1.5)

C2.15

Does the EC have and follow the
established procedure in reviewing the
consent process in emergency situation

in research protocol? (ICH 3.1.2)

C2.16

Does the EC review the information

assuring research participants that they
will receive available informationduring | @ | O | O | O
the course of the research relevant to

their participation? (WHO 6.2.5.4)

c2.17

Does the EC review the provisions
made by researchers for receiving and
responding to queries and complaints
from participants or representatives
during the course of the research?

(WHO 6.2.5.5)

C2.18

Does the EC review the suitability of
the investigators qualifications and
experience for the proposed study?

(ICH 3.1.3, WHO 6.2.3.1)
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SECTION

ITEM A B C D COMMENTS

C2.19

Does the EC review any plans to
withdraw or withhold standard

therapies for the purpose of the O O OO g
research and the justification for such

action? (WHO 6.2.3.2)

C2.20

Does the EC review the steps to be
taken if research participants
voluntarily withdraw during the course

of the research? (WHO 6.2.3.5)

C2.21

Does EC have and follow an established

procedure in evaluating the protection of
privacy and confidentiality of the O O OO g
research participants during and after the

completion of the research?  (WHO 6.4)

C2.22

Does the EC have and follow established
procedure to determine if the vulnerable O O O g
subjects are properly protected? (ICH 3.1.6)

C2.23

Does EC have and follow procedures of
determining whether the method used
to recruit the research subjects is

acceptable or not? (WHO 6.2.2)

C2.24

Does the EC review the description of
the plan to make the study product

available to research participants O O O g
following the research if applicable?

(WHO 6.2.3.8)
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SECTION

ITEM A B C D COMMENTS

C2.25

Does the EC have and follow
established procedure for evaluating
the inclusion and exclusion criteria?

(WHO 6.22.4, 6.2.2.5)

C2.26

Does the EC have and follow

established procedure for evaluating
the characteristics of the population O O 0O g
from which participants are drawn?

(WHO 6.2.2.1)

c2.27

Does EC have methods of ensuring that
additional safe guards are included to

protect the rights and welfare inresearch | O | O | O | O
involving vulnerable populations?

(ICH 3.1.6, 3.1.7)

C2.28

Does the EC review payment for research

participants to determine if it will unduly

. — O 000
influence them to participate in
research? (ICH 3.1.8 WHO 6.3.2.10)
C2.29 | Does the EC review compensation for
research participants to determine if it
O O 00

they adequately compensated for

injury? (ICH 3.1.9, WHO 6.3.2.11)

C2.30

Does EC review the standard of care
and other post trial benefits offeredto | O | O | O | O
participants? (WHO 6.3.2.3)
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SECTION

ITEM A B C D COMMENTS

C2.31

Does the EC review the impact and
relevance of research on the local
community from which the research

participants are drawn?  (WHO 6.3.6.1)

C2.32

Does the EC review the steps taken to
consult with the concerned communities
during the course of the designing of the

research? (WHO 6.3.6.2)

C2.33

Does the EC review the influence of
the community on the consent of O O g g
individuals? (WHO 6.3.6.3)

C2.34

Does the EC review proposed
community consultation during the O O g g
course of the research?  (WHO 6.3.6.4)

C2.35

Does the EC review the extent to which
research contributes to capacity building | O | O | O | O
within the community? (WHO 6.3.6.5)

C2.36

Does the EC review a description of the
availability and affordability of any

successful study product to the O O 0O g
concerned communities following the

research? (WHO 6.3.6.6)
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SECTION ITEM A B @ D COMMENTS
C2.37 | Does the EC review the rights to gcive
subjects additional information when
the additional information would add
0 I O

meaningfully to the protection of the
rights, safety and/or well-being of the
subjects? (WHO 6.2.5.4)

C3

AFTER PROTOCOL APPROVAL (EC to document and follow procedures of reviews of

amendments, continuing, SAE reports )

C3.1

Does the EC have continuing review?

(ICH 3.1.4, 3.3.3, WHO 9)

O

O

O

O

C3.2

Does the EC have and follow an
established procedure for determining
the frequency of continuing review?

(ICH 3.1.4, WHO 9.2)

C3.3

Does the EC have and follow an
establi