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] Questionnaire/interview/diary [l Drugs
[l Specimen/sample collection [] Behavioural/ psychological intervention
[ Records/document extraction ] Embryonic stem cell/genetic material
[ in vitro diagnostic devices ] Radiation/isotope
L1 in vivo diagnostic devices [l Tissue/organ transplant
[] Medical devices ] Procedures/operation
I QTS A G =y 1Y) IO
33 | Szuza17iR1Ai192Y398 (Expected Duration of the project) ... U \Aou
3.4 | aouilvinide (nvestigation Site)
L] wraden (Single)
L] sedumi vaneue/ vaeeud (National Multi-Site/ Multi-Center)
[ szeuuunani waneusts / naneud ((International Multi-Site/ Multi-Center)
35 | Tassideildsunmsfinsanmumulnenasnssunselesssufisureus uiiansokl
(Has this protocol been reviewed by another ethics committee prior to this submission?)
[ Yes [ No
3.6 | Tassmsiseildaanzidounisyinidonsrainudvidelsl (Has this protocol been registered according to

clinical trial registration?) [ Yes I‘dﬁmzq ..........................................................................................................

|:|No
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,,\ LUUBUVDSUNISNRITUNRIUFITUNISIFY (Submission form for Ethical Review)
%
i

dauil 4: f5un133deuazn15uLdnIN1sIe (Subjects and Recruitment)

0.1 | Tassmsifedsudsumsifedeluiuiels (Fonldunnt 1 o)

(Does this protocol include the following subjects?, tick all that apply)
L] Lifinsifiudeyalaenssang5uns3de (No data obtained directly from human)
[ sinlnw (Prisoners)

an3senssst (Pregnant women)

AUIeM1939 (Mentally ill subjects)

AUasuese viedUaesrezynevesdin (Cancer or terminally ill subjects)

LANBaU 113N Lﬁﬂmq(ﬁi‘m’j’] 18 U (Neonates/infants/children, aged <18)

AU38 HIV Land (HIV/AIDS)

ﬂﬁjmuﬁﬁ'ﬂﬁagﬂuamuﬁaua WU AnAIN3N (Institutionalized e.g. orphanage)

AETRTORED suuﬂfcjmﬁaa U 11 (illiterate subjects or Minorities e.g. hilltribes)

Y
Y v v 1

iﬂmmﬂwmm U UnLSeU Qﬂiﬁﬂ 119 (Subordinate e.g. students, employees, soldiers)

o

54

Dodoodgod

4.2 | BEmsildlunisiusanaiasitisunsise (Methods Used to Recruit Subjects)

L] Lifinsiiudeyalnenssaing3un1s3de (No Data Obtained Directly from Human)
] %Gﬁ@gﬂﬂaﬁmuﬂﬁgﬂ’muaﬂ (Personal Contact at Outpatient Clinic/ Inpatient)
] amﬁiayﬁﬂaﬁumummauw%aﬁ ICU (Personal Contact at ER or ICU)

] amGiQQﬂﬂaiusqm%u (Personal Contact in Community)

] %Gﬁ@gﬂﬂamﬂmﬁwﬁ n3eluswald (Contact via Telephone or Post)

[ fnUsemelaaun (Advertising e.q. Poster, Flyers, Mass Media (Website Included)
[ 89 ngau152y (Other, SPECify)..oome

4.3 ;:JsﬁLﬁumiﬂizmumiﬁuammﬁuaam (Person Obtaining Informed Consent)
[ lifinnsveaudusen (No Informed Consent Applied)

[ §33uman/i3dusau (Principal/ Co-Investigators)

(1 W wihii3de (Research Staff)

] 3146] N7UNTEY (Other, Please SPECIfY) ...

4.4 | SUEFUNSITENAANNEY (Expected NUMDET OF SUBJECTS) oo
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LUUBUVDSUNISNRITUNRIUFITUNISIFY (Submission form for Ethical Review)

4.5 FeRuvAEALAENI Andenan anuliasain ldaugliungsuniside (Subject Payment/
Incentives)
14 [ 1aidd
4.6 | msyaemnianIsuIny (Compensation for Injury/ lost)

= a
|:| 4 NI YTYaCIRYR

[ i
douil 5: ARIENTTUNTATIVARMUTBYARTUAINUABANY (Study Monitoring or DSMB, Data Safety Monitoring
Board)
[]4 [ i
g2yl 6 : asdvFRULBNENSTITY
aeu LoNaNT $1uau (yn) | Wmihineiu
6.1 [ wuudu (Submission Form) 4
62 | [ wuuresufiduldussifiumenuos Self-Assessment Form 4
63 | [ wnasdoyaresuiedmsudiunsideuarluduen 4
64 | [ Tassnsidwatudin (Full Protocol) 4
65 | [ Uszd3dendn Principal Investigator’s CV GCP training 4
66 | [ wuvdeuan dunwal/ SufindeyalQuestionnaire/Interview form/CRF) 4
6.7 ] wans ol wazUIY (Conflict of Interest and Funding Form) 4
68 | [ auuszana (Budget) 4
69 | [ lassmsidvatuge Wunmwlne pmenliaasiu 5 wih 4
6.10 | [ ¢iled3ds (nvestigator Brochure) i
611 | U onanseudilassdinendnusananznssunisineriinus/ 819156 1
3N
612 | [ enansvidefanililuisnssueraaing 1wy lonarsteyas 1
613 | [ ienans/lueysfedesiiounmdan oe. 1
614 | [ Tufusesansnsuigludsemegudn (Certificate of Free Sale) 1
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AR

615 | [ lueyi@lvidueniieglusswinamsinuide 1
6.16 | Mmgﬁasﬁumlﬁﬂummﬂ 4. (Drug Approval From Thai FDA) 1
6.17 [0 Tudusesidiugeu/senunanisiiansanain REC fidu 1
618 | [ ienanstheiulugudidalnsiind 1 CD ROM

a"am'?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; 0 1 2 >2

- Lecture for the staff of the sponsoring company; 0 1 2 >2

1A5IMTIRYMNEAY (REC. NO) v Y
N3U19198MINBaYT IR BINTRAM B UAMENTTUNMIITETTTUNTIAE ULy Ee Tsaneuia

TNFENI e, W
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[

a8Uy

=

k]

wuunasuN1sRN TN lAeNITUN133EsTTUNUNIUTATINGARY (WUULANYA)

BB ATINNT () oo

(ENGUISI ettt
= ya o
BBNADEVIRN .......oooeeeeeeoeeeee oo e
B oo
. HUsziliuvan
A Y a .
Fonssun1sEuszidiu it [ [J3e [ Full board review
A B NA | A = Appropriate
¢ da B = Inappropriate
UITLAUNNIITAUN oy
NA = Not Applicable #a18A1 103114
Aeademdelidod
o aes 11591 Clinical Trials Pl fia<dl
AMENURVDIEIVY

GCP Training

AR AULTIVIGY

q q

WiURINNTEUTH GCP

Declare COI

Uszliulasans (Protocol)

< v
ANULAU/VBLEUDLLUL

1. AA1YRNNWIYY (Research value / merit)

2. ANNABALIilvnNaTRINEITY (Research validity)

2.1 vanmsuaziuana (Rationale)

2.2 NT9RNULUULazsyiU8UITI9Y (Appropriate

Design and Methodology)

2.3 YUIANGNFI8E1e (Sample size)

2.0 MTIATIEINEDA (Statistical analysis)
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[

=

a8Uy

wuunauN1TRNTANAENIINN1TIIETTUENUNIUTATINGARY (WUULANYA)

3. WnuRAALn/ Anean (Inclusion/ Exclusion Criteria)

3.1 yiweduidenateefsssy (Assure Fair

Selection)

3.2 @1U15098UAIIUITY (Answer Research

Question)

33 Agndestunguidies (Concern About Risk Group)

R P RN (= SR 101 2 L )

5. U et (UL aBUIROMAT oo )

6. ANUUTIEUN (Vulnerability)
TEUUTEIO s e

ANIVINEaLYRINSAnwlunguUTe Uil

7. Wiunsshwanulasase (Additional Safeguard)

7.1 nMsTueanaslAsuIzay (Appropriate

Recruitment)

7.2 ATEUIUNITVOANUBUL UYL NEIND

(Adequate Informed Consent Process)

7.3 fmsnwudufisansu (Acceptable

Treatment available)

8. UDRNANNITANAIBY T ININ/VDANAINITNTIENS
AAlN (MTA/CTA (Material Transfer Agreement/Clinical

Trial Agreement)

Usziauninansan

NA

A = Appropriate
B = Inappropriate,
NA = Not Applicable vianganuanly

Weveansalifedl

nshianugugeulaglisudeya diuusznauvadanals (ICH GCP 4.8.10)

< v
ANULAU/VDLAUDLLUS

1. enasteyamduay/esuigdmiveaaliasiidnsiunsidy

v vV dl dl o a o
1.1 MIVBLIBINALNINITIVY
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wuUWa N1 TaNAENITNNTITESITUENUNIUIATINGIRE (LUULANYA)

1.1 FMUL599N9LYINN1I9Y

1.2 A lanlaane

1.3 ffearuszyindunuide

1.4 wmenafionanadasbasuldglmdisiulu

1A59NN5ITY

1.5 JnguszasAveddasinsivy

1.6 UNAE@NATTILUTUTATINNTITY

ad o a a a va | Y Y 1 a v
1.7 ']ﬁ@ﬁLu‘Llﬂ'ﬁV]‘i]%UQUWG]@NLGU’]i'JS'J’J"i]EJ

Y

1.8 syeziiarfenaadasuriavauazfoagly

1A59NN5ITY

1.9 waUseleaunnninastinduainnisidese
p1anasinslngnsanay/ nieustleviseyuyu/

daaw/ Wnausln

1.10 Anudee enuliauiensamnulddagain fiena

[y

et uknenaasasiunisinslulasansive

= 44 Y 44' aa
1.11 NADNNTBNTEUIUNTITINYIDUE) I‘Uﬂﬁmm

anaalAs kN nlulATINTIvY

1.12 ANSMRUIALTEAMAUNIY N1SLEeaT Au bl
azman ldauite wazsielandeluainnisa

NEAIASKINTIUNITINY AN ABALLIANT LA

1.13 ANFIANISSAWINGIUIANIDANYALYE  Liladl

AMULAYVNENIDOUNTIUTLANIINAITIVE

1.14 unaaluyide wazantunsulunisinide

1.15 n1539gnaiugmansaznelinisvening
fugaukarinistrausnwneInu Genetic

Counseling
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wuUWa N1 TaNAENITNNTITESITUENUNIUIATINGIRE (LUULANYA)

1.16 N1599LAUM0E1971ME091nN15398 way
sruzafiiuiiienisasaiiuifvlueuinn
wiowionsinwluilusuian desiinisve
anudugeuiialiusieg1siiinde wanasld

F19819UUILADY JULIDILAAUENTIUNT

385ITUNINTUN

[ ¢ a

1.17 yanaLasningauingdns faiunsainsele
naon 24 Talu9 lunsaNeraradiasiie

LY 1 =2 3
winnsalulaiieUseasn

1.18 Nu18LaUINSANNE1TNIIUAMENTTUNS

a a

N15UN1TYTIIUNTINY No1d1ddATaINITe

D

1 aa Y v a

ANNBDNTEUNVDIDILIYU

mnfinmsufuanlidulumdeya

Tutenansvinuaiuisasosseulen

1.19 fenanstaya atuiwiangdmsudners 7-12 U

(dnendnes dmsudnnazdilale)

2. NTEDLEANLANUNEULBUNTINATITY (Consent for

m)

2.1 Aveau “onanadnsidasynazuias wsenou
fanlassmsidedielails 1ngliinalag e
N135NINE1U181AI59LIATUALLINGFIU 150

godonauselevilag”

2.2 BULYANITINYIANEUYBITRYALAYINY

PRGRGRE

2.3 AU ANYDINTAIUNIAEELTINNTITY

way/ Y30 Hunulaeyoumengving

2.4 ANULRUIZANYDINITUANIAINNT UL DUUDY

AT Ideililanunsasuuazdeuls

2.5 ANUMUIZANVDINTUD assent LagN1TaUIU

(hinene7-18 V)
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nsenaule: Uszinnaanudes Uselewd (Decision: Risk/ Benefit Category)

av a o v v a = <@ 4 . . .. .
[ msideninendeatuanudsaiisadniies (Research involving not greater than minimal risk.)

a o d‘ d‘ ¥ (7 d' ! a v v = 6 1 C% . .
L] msisennendeatuanudsannninuniudlduanstaUsdloniveaaadnsinensdusuinn (Research involving

greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

a v d' d‘ 14 % d' ! a M v = € 1 C% 1
I:l ﬂ?i’l‘ﬂEJVILﬂEJ’JGU’eNﬂUﬂ’J’]ﬂJLﬁENiI’]ﬂﬂ’J’]UﬂG]LL@BI&II@LL?WNﬂﬂﬂﬁ%lﬂ%um@@’]ﬁﬂﬁm@ﬂ@EJGﬁﬂu@‘N’]ﬂﬁ] BANATITU
<, v o v o A a a o Yo v d' v
JululinagthanudineiiusesanuiausnivsenngvedsavesenaadasiuldiugUisauduqld (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)

d3UNaN1INANTAN de31891uAU1ITA
[ 1 Susedaglidomdly [ 9n 3 deou
[12 susemdaudlouds [ 90 6 biou
3 uwAloudrdufiansanln [ Augnnside sidelsifu 1 T
(14 Lisuses

Farauanuy/ Auwuztihiusuugansetiuas (nganusniu 4 @ ldun Protocol, Information Sheet, Consent Form,

o v

Others L3u CRF, Poster, Questionnaire, aqﬂamﬁuﬁﬂﬂﬁzmau 19°)

P O OO, ettt ettt et ettt e et e e e et et e et et et et et eueeueeueeu e et e ea et et et et et eat et et et eae et et e et e et e e e eae e et et et ee e ene
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wuunauN1TRNTANAENIINN1TIIETTUENUNIUTATINGARY (WUULANYA)

[y

[ drwdlsifiduladmudes videnauselombivdou (COI) laq fulasainsive

De

AU e NITUNSHUTEIEI
G )
JUNNAVTUNNUNIY e
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WUUWESUNITNNTANTABNTTUNITIIEFTINENUNIUIATINGIRY (WUUIF)

BB ATINNT (V) oo
(ENGUSN) oot

y s AUsLEUMan ] .
YanssunSEUTIETY O Oy o Expedited

LUNANLNINITRIVTUNUULSD VD oo (waulauinnin 1 99)

Uss818a3UNgIiUlATINI5398 (Descriptive summary of the ProtoCol): ...

A B | NA | A = appropriate, B = Inappropriate,

Usziduiinansan NA = Not applicable #ngA1331
LiRedemieliidesd
AMENUAYIRITY M3¥in Clinical Trials PI fiaasl GCP
Al ATy
AURIN5OUTH GCP
Declare COI
Usziliulaseanis (Protocol) AL/ TDLAUDIUE

1. AuANYRIUITY (Research Value/ Merit)
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WUUWESUN1TNNTANTAENTTUNITATETITNENUNIUIATINGIRY (HUUIF?)

2. ANUNABIALIMANAYD1UITY (Research validity)

2.1 vanmsuasiuana (Rationale)

2.2 MI0oNUWUULarTzLlsUITId8(Appropriate Design and

Methodology)

2.3 wAnguiieg1s (Sample size)

2.4 MINATIENNEDA (Statistical analysis)

3. gAY/ Anoan (Inclusion/ Exclusion Criteria)

3.1 yiigesiuindenaeegfsssu (Assure Fair Selection)

3.2 @1U15099UANDINIY (Answer Research Question)

3.3 Aadaafiungudns (Concern About Risk Group)

4. AULFGS GFLIADEAT oo

5. Uselovtd (Uselovumol@as o

6. AMUUTIZUN (Vulnerability) (szyUszian..

ANUMNIZANYDINTANY NGNS IE U

7. Wiunssnwaulasase (Additional Safesuard)

7.1 nMsiuananaslasmunzay (Appropriate Recruitment)

7.2 ATEUIUNITVOANNDUYDUDYIUNEIND

Informed Consent Process)

(Adequate

7.3 fins$nwnluiieeusu (Acceptable Treatment Available)

8. YaNNAINITAIRIBE 1T INTN/VOMNAINITIINITENIIAALN

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

nshianugugeulaglisudeya diuusznauvadanals (ICH GCP 4.8.10)

1. lonansteyadduay/esungdmivenanalinsiinsiuniside

L4 ﬂl dl o a o
1.1 MIUBLIDIVIALVININIFIY

1.2 Mt ladne

1.3 fifoaruszyindunuide

1.4 winnafieanadaslasuidglidisiululasenside

1.5 InUseaenvadlAsIin1siae
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1.6 uIUA@ATITuIUlATINSITY

1.7 Faufiun1snasufUndeniinsinie

Y

1.8 szpgnaionanainsudazaulziedeglulasinisidy

1.9 HaUselesUNAININLLAATUIINATTIVUADD1ENAN AT

lngnsaiay/ vieUslevusoyuyy/ dpy/ inanusln

1.10 anudse anuldauie visemnuliazein fenaindu

wAenaalAs Tunisiinsululasinisise

1.11 Madenuianszuaun1sinwdug Tunsalfioranadasll

s lulasansive

1.12 NTIARUBALEALAENIY A1Suasan Anuluazain i
aune warsielanmdsluannnisienanaliasitisiunisg

338 AFnslvkaziia Nl

1.13 NSNS NEINEIUIaIRANTALYY LadAuLdenie

PIDOUNTIYTLNAIINAITIVY

1.14 unaaluyide wazantunsilunsinide

1.15 M3ITen1aiugaansaziedinisvenudusstLagil

MslANUSNYILAEIAY genetic counseling

1.16 N15URLAUAIE19TNEDINNNITIVY LAZTLLLIANMLAU
~ a a = = P |
Wansasatiuinluauian uIaian1sAnuntnalu
AUNAA  HOITIN1SVDANUTULDULABLAUFIDEINNE D
LANISIEA08190UILADY JuLSeelrAENTSUNIS

385ITUNINTUN

1.17 yanakaznu1eavlnsdny faiuisofnselanasn

24 il Tunsdinenanadinsiinmnnsalduliiadsyasd

1.18 MUV INIFANNFIUNITUAULNTTUNITRINITUNDIUFITU

AN5398 Ne1AdLATANNNSORAMABNSMLTDI DY

(nimsufualiduluanudeya

Tuenansvinuanunsasssseulaqn..)

1.19 fienanstoya « atufumungdmsuinety 7-12 U

[ I o (% & a ¥ 2,
(gnmndnes) dwsunniasdlale)
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WUUWESUN1TNNTANTAENTTUNITATETITNENUNIUIATINGIRY (HUUIF?)

2. M9HaLENLIAUNEUENLT132N15998  (Consent form)

2.1 oAy “U1mdddaseNavuias n3000uf137n
Tassnsidedielaila Ingldinalag sonissnuineuia

~ Yo = =) )
msaglasumuninggu viegadonalsslevile 1

2.2 YaulANSSNWIANLEUveayanediueaalns

2.2 ANUMINEANYDINTANIAgLINTINNTITY waE /M3

AuNUlAgYBUMIEN I

2.3 ANUMNNEANYBINTTUANIAINTUIBUVRIHLIITINAT

FduildanunsoounaziBeuls

2.5 ANUMNULENVRINTTVD Assent LhagN1TaauId

(hneg7-18 V)

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

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

Aav a a v Y a | a M v P & 1 o . .
D ﬂ"li']‘r\]ﬁﬁ/]LﬂEJ']‘SUENﬂ‘Uﬂ'J’]lILaﬂ\‘iﬂqﬂﬂjqﬂﬂmLLWI@LLaﬂQﬂﬂﬂﬁgistﬂu@@@qaqamﬂiimﬂmiﬂiuau’]ﬂm (Research IﬂVOLVIﬂg

greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

[ ns3defifendestuanuidssinnninnfvaglilduanadalsslovineanaainslnensalueuan uadiaudululs
A:{I -] ¥ A:{I (2 dll a a A C% Y Y1 r.ﬂ' 14 . .

NagiAuifgItuisesnuiausnansen1izvelsavesearadinsluldiuguigauduqla (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)

[] 1 5useddaglisoudls d93189uANAIMTN
R [] 2 Susewdaunlouan L1 90 3 fiou
agunan1InaNTan — »
[1 3 uAlvudrdiuiansanln [ 90 6 iou
[1 4 lsisuses [] fuannnside elaiu 1 9
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Farauanus/Auusin liuTuUTansatuas (ngauenidu 4 du lun Protocol, Information Sheet, Consent Form,

Others wu CRF, poster, Questionnaire, a@ynanduiinusganiu 1a=)

P O OO, ettt et ettt et e et a et et et et et et euteueeueeueeaeea et et et et et en e et et et eut e et e et e et e e e e et et et et et eneene

UTRDVTUINUIIIU oo
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$189UNSNUNIUUUVLALIUNTTNANTAN (Exemption Review Report)

NANTASISIINTTIENAIUTALASUNITENLAUNDITUININTUIRIYSTTUNITIY

(Y [

1A59919N1539 8@ LA S UL NIUNITRAITUIS8555UNT5I8 LA NIASISI9N1TIFeNT AN Wl

fasaluil
v =

1. MATEsunsany Tnedaadulasenisiteneidunisiuan1dunisaneflasunissuses

WINIFIU NITRiUNTEUIUNSIS UM aoUMNUNAkazaATegnsmansludniensfinyauuleuiy

9
[ YY)

YRIENTU LYU FF8N15USTUITNN5T 99 A0 lsnULnSeu D8R NITUT 91998 S8 ULNEUA LU K30

(%
LY

UszAnSnnvesiniseu 18n adutluneinladymilanuiulaeuismsasy massunangns s
UseiuAmNIMNSAnyY)
2. mu"‘;%’wizqﬂﬁ%%ﬂizLﬁumiﬁﬂwﬂuéfm cognitive, diagnostic, aptitude, achievement
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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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$189UNSNUNIUUUVLALIUNTTNANTAN (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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IMANANISNUNIULUY (Expedited Review Process): O O iy

bt}

JaNna158u1 (Consideration):

1. InauaiAALYY/ ARgaN LANNZEY AR O il O Lideades N/A
2. 9n31d7U risk/benefit WNIEY O 1+ O il O LiRendas N/A
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Rajamangala University of Technology Thanyaburi

39 Moo 1, Klongé, 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 ettt es s

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

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

STUAY CONLEET: ..ottt bbbttt s s

DOCUMENT APPIOVAL: ..ottt bbbt b bbbt s bbbt s se s

Date of Approval
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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..........cc.cc.vuee.. )
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LBNEIAINENINIAUIITINITEITITYUIAUW s el iunangu

3. enumgnsalldfislsrasneusaiifiadunienisidsundasianssuddelag deamuznssunis
#91501938555UM 5398 nelu 5 Fuvins

4. @18NUANNATIVEREAMENITUNITITETTIUNTINE AunATInvuarTolalasunisiesne

5. wnmidelianinsosfiumsasaduneluiiun {Ifededuvesuii@lml newmeergliiu 1 Hou
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KUUTI9IUAMUAIMENTATINNSIY (Progress Report Form)

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

lesuanuitureunswmsniud: | lasumnuiuseuasangniui:

AUDYBINITINBIU:

[ wn3den  [yn 6 ideu

.............. Jeovveneninoeind oo | v i e, :
[1 dugnniside wioliiiu 1 Y
WIVIAULATINT oo TUATUANUA ... /s Y
1t 1) N
(ENGUISN) ettt
BTN evevereceeeseeeeseesesese e
1 Have the data collection begun? Yes
No Goto 7
2 Have data been obtained directly from human participants? | Yes Gotod
No
3 How many data have you been collected so far? ........... %
4 Total participants expected to be recruited at the beginning
Number of participants recruited
Number of participants expected to be recruited from now
Total drop-out or loss follow-up
Total participants still active or in contact
Total participants completed
5 Which procedures do active participants have to undertake?
Questionnaire/interview
Specimen/sample collection
In vivo diagnostic devices
Interventions: e.g. drug trial, surgical procedure, radiation, isotope,......
OthErs (SPECITY)..cvuierriiiieiieeieeee e
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KUUTI9IUAMUAIMENTATINNSIY (Progress Report Form)

6 Have there been any unexpected adverse events previously Yes NIULUUIIBIU
reported to REC? Please specify No. of SAE report.......cccc.c...... No
7 Are there changes to the protocol or consent forms not Yes NIULUUIIBIU
previously reported to REC? No
8 EXPLAaNatory NOE: (if @NY) oottt e
9 HITUTBIUD (REGUESE FOD: orverrrerivrsssscrssessssessssess s
FATERIUI eeereecreeseressernsessensssessssenssssess s iV YA Y

[ o

(ngaunAvdunlinving 1 g)

mﬁmﬁmaqmimmiﬂmmu L ettt ettt ettt ettt eu et et e e ettt e et eae et en et et et st ea et er et en et er et ereeerenn
T IR T L O N[ YS A Rt Xaie Ao
YT NUADENTTHNITATUIH oo FU VA S,
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KUUTI9IUAMUAIMENTATINNSIY (Progress Report Form)

STUAY QOB ittt sttt s bbbt h st s st eee

PriNCIPAL INVESTIGATON: ..ttt

PRONE NUMDET: et E-mail @dAreSS: oot

SPPONSOTS INAMNE. .ttt ettt s et s e s bttt st s et s et st s e

AT ettt ettt a e et et ettt et et et et et et ene et et et e eneereeneanenns

P O ettt BT et

SEUAY SIEE(S): covrvtiieiiiieiseie ettt st

Total Number of study participants: .......cccoceevercnnienennes No. of Study Arms: ...

Number of participants recruited iN the STUAY: ..o

STUAY MALTETIALS: ettt bttt s bbbt s e

T AT N F O N ettt ettt ettt et e et e et e et e et et e e e e e e e e e e e e et e et eeteae e et eeeeeeeeeeeeeeeee e et e et ene et e et eaeeneeaeeaenaee

SEUAY AOSEIS): vttt

DUTATION OF TN@ STUAY . e bbb

OBJECEIVES: ottt a st s sttt bbb s e bbbttt s et et b b st s s s s s s

AIDUAIUIL e ssesessnnee e 17— YA YA—

(Please retain copy of the completed form for your study record)

ROV BV TS COMIMEINT: ettt et et e e e s e e e e e e s e e e e s e s et et et eaeeaeeneaseeeeeeeeaeeaeeaeeneeaeeaeeneeeseneeseasensennenen
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wuusgaunsileauy/ mshivjianaanades

RUNLAULATINT oo

BOLATINTT (DVVITIVIE) e eeoeoeeeoeoeeoeeeeeeeeeeseeeeeeeeseeeeee oo eeeeeeeeeeeeeeeeeeeee e
(ENGUISI ettt
swalasans (d):
HIENAN: nsfnsiRnee:
GRRLITE nséniifnsie:
Aatiuayunside: InsAnsidnsie:
[] Jeavuanlasaniside (Deviation from protocol) [] Minor
[] azudla (Violation) [] Major
[] liaeandeatundnnis (Non-Compliance)
UTTUWEATU (DESCHIDTION): oottt
HAGNS (OULCOME): oo ATUNIT0ELT (Actions taken): ..o,
WULAE (FOUN BY): oo F189ULAY (RePOrtedbY): oo

TN e YA 173 OO Y2~
mmL‘ﬁuﬂiiumiﬁﬁmimmumu/muaLLuz (Opinion/Recommendation) ...
NTTUNTINUNIURIU I e

(oo ) TUD. oo e AR
TR RAUDIAEUEATTUATT: oo eeeeeeeeeese e eeeseseese e eeeseeeese e e eeeeeeseeeee s eeeeseseeeeee eeeeoesseeeseseeee
UTEBTUABIENTIUATTAIUI oo

(o ) U e Y
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LUUSIE9IUNITIULTD950 9058 URATNITABUAUDY

LUUNDSUSUISD9509158UINDNENENATHAZNISADUAUDY

U XL} P Yoo,
TASINTIFEVUNGEY e oo,
LT DI IS BIETEU e ooeeeeeee oo e oo e s e e e e e e oo oo
GARMEERNEHEM) O eranasing O funasevgunulagvousssy
[T 84 9 (55U
RTINS
(oo )
VTS DUBUD. . 1ve oo oo e e e e e e e e e e e e e e e e e e e e e e e e e s e oo e
i1 T NANLIUNIT
(oo )
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WUUTIB9UNTTVBNYALATINITITERBUN VLA

NUBAVIATINT oo

FOLATANNT (MUTINE) oo
(ENGUSN) ettt e
TOEIVEVIAN rrvvvveeeeerrsseessess e
BIEL oo
MR SENIA: BLa:

RatiuayunsIde: mneaulnIAni:

flog: BLa:
Sunugsumiteroamamaleasmiferildsummiugeu: DRI 191315
Total Number of study participants: ........cceceeeienreneeeee e, No. of Study Arms: .....cccoeveverine.

° Yo aw A & ¢

FruugFunAFenTuta U 8e: PMUAUFTUMTIOMATAYGTAL o
Number of participants recruited in the study: ......c.cccccceenne. Total participants completed: ..o
SOV ... LY Ao P eitiesasn ol o
FUSUNTITE FOU LU RO Total participants not COMPIEted: .o

Tnslangsun1sidunaslasu (Which procedures do active participants have to undertake?)
[ wuvaeuana/duniwal (Questionnaire/interview) [ 1Ausegny dedemsna (Specimen/sample collection)

[ \nSesiiedwsuifadudngnane (n vivo diagnostic devices) [ Suaunsnuas (1Wu &1 3oWdn aneuas)

fimssgaumensalifisszasdilinnfn ndinmugnssun1sasesssulusendineniside (Have there been any

unexpected adverse events previously reported to REC?): a0

finmsveunly Wasuwladlasinsidy vseludueuluseninensidy (Are there changes to the protocol or

consent forms not previously reported to REC?): Bt

Lwﬁlwaﬂﬁimaw&gﬂiﬂiﬁmﬁﬁafiauﬁ’muﬂ (Reason to terminate the Study): ..o,
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WUUTIB9UNTTVBNYALATINITITERBUN VLA

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

m’mLﬁusuamiim’ﬁ;ﬁﬁaﬁmmumu: .....................................................................................................................................
AU e e
(oo ) U Y Y
YT A B DT PG NNTTHNTT. et e e e e e e e e e e e e e s e e e e e e e e e s e s e s ee e e e e e e s e s e e s s s s s s e s e e e e e eee e e e e e eeeeean
M A AR o r Ua 1o S GV T
(oo ) WA Y YA
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AUNGAULATINTT e

A1YLAY NFANTINWUUNOTULAZULULENATSTISLTY (Please fill in the form and attach documents if necessary)

DL RTINS DV I I8 oo

(BNGUISIND 1ot bbbt
1. UiiaﬁaLM@ﬂﬁiﬁﬂlﬁﬁﬂﬂizadﬁ nIatlgyni31uusslaege (Brief description of the serious adverse event or

PIODLEIM): oo s8R

2. ﬂﬁﬂimﬁmmmiai aetgyn (Evaluation of event or problem)

ALY (Seriousness):
LABTIN (AEATN: oo
ANANUADYIN (UIfe TATEATENING): .rvvvvvvrrrer i
WNNTVTONUAAIIIATUNTO (ISADIIEY): .o
LSéTw%’ﬂwﬂﬁ,ﬂ,iqwstmw’%aagﬂu‘lsqwmmauwfu new/prolonged hospitalization: ......................e.eccceeeiesesrrerereeeee.
WAITUAAITR (CONGENITAL ANOMEUES): ...

5‘14‘1 (F2Y) (OIS, SPECIY): ..o
i ya;&aiu@jﬁaéﬁﬁauéj’; (Already mentioned in-investigator brochure): e O Tl

fveyasyyluenarsteyadmiugsun1539euad (Already mentioned in the patient information sheet)

9 O Lils
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AUNGAULATINNT e

Hauduiusiuen/Asn15/4nseslendne (Relationship with the investigational drugs/procedures/devices):

Useiiulag
19015

va o

Hatiuayun153dY (sponsor) 5398 (investigator)

gnaieadas (Possibly)

Waziiedes (Probably)

T3ins7U (Unknown)

Naaws (Outcomes):

DINITNBUAY/ATULAD (RESOWVED/IMPIOVED): ...
DN TTULUREULUBY (UNCNENGEA): ...oeeeeeeeoeeeeeeeeeeeeeeeeeesesseessesssesesseeeeeeseeeeeeeeeeeeeee oo oo

DN TTUIAT (WOTSEINEA): oo e e e e e e e e e e e e e e s e s s e s e e e e e s s s oo s oo e s s s

AANANITEND G IUANIUTURATBUUBIANTTU: oo

=

uﬂ%%’aéuﬁ] (OFNEI SHES): vt e

N15WA50UV09KITY (Investigator considerations):

1. "Lﬁéﬁ’a;ﬂammaﬂm wazURAUBULEULRY (Notification to human subjects using new or additional informed consent).
ANTUNTITHUT (ReQUIrEd IMMEIALELY): ..o eeeeeeenee
@i’wLﬁumnﬁammaﬁmmwUﬂiﬁaiuﬂwsﬁﬂmmwm%é’mlﬂ (required for the next appointment): ........................
TURADILTY (NOT REGUITEO): ..o

3, \WasuuUa W3eM8AN15398 (Change in or suspension of research).

VEANTTIVY (SUSPEINSION): eerrrviieeeeeerreereesssssssssssssssesessse e sssssssesseees s

TINTTUUBBURUBE (CRANGE): oo e

TADIANTUNT (NO ACHON REGUIFEA): .ovvveroeeeeeeeeeeeeeeeee e eoeeeeeee oo
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wuuTeumgNsallinsUszasiiianse (@aadasluanidu)

PUNGLAULATINT oo,

d1M3UNIIUNS/BUNTTUNIS N5 SAE (SAE Subcommittee Considerations):

1. ioyamanadinsuazveninudugeuiianiy (Notification to human subjects using new or additional

informed consent).

ANTUNITIUT (ReQUIrEd IMMEILELY): ... eeeeeeseenns
Afiunsllieaaadiasumuidelunistanuneasadiall (Required for the next appointment): ...
TUADIUTI (NOT REGUIMEA): ...oooeeeeeeeeeeeeeeeeeeeseeeeseeessesssssseee e eeee e

2. Wasuuwlas ¥3818AN15338 (Change in or suspension of research)
PNEUANTTITY (SUSPEINSION): w.coeveirvveeeeeeerereeeeessssessssssseessess s ssssssseessesee e
TINTTUUBBULUAE (CRENGE): oot es e e e e s
TUADIANTUNTT (NO ACHON REGUIFEA): ...ooooooooooeoeeeeeoeeeeoeeeeeeeeeeseeeeeseeeeeeeseeeeeeeeeeeeee e eeeeeeee e oeseeeneeeeereeeeee
3. FUNTIU (ACKNOWLEAGEMENL): ...ooooooo oo

G BDUUBDUE (COMIMIEII): oo,

Note: n1sansiunisynegississdndrfiansanlunisussgunnznssunisfugy (Al actions have to be referred to

full board).

U oS e o,

Chair of SAE subcommittee signature
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lusgaumanisallaiieUszasriieuss (aranaiasuananiu)

BOUATINITITY (SEUTY THLE): +reereeseseeseses e ses e ses e s e ettt et ettt e nneavlAsInIg
5 Ay v oA (REC NO).veeeeveerie
FHALATINITITY D11 (SEUAY COUR): oot eesseseseeess e ee s ses s eeee e
il anuouvisNadlifg -
. T B s s $1897UNT o .| Ussilluanive . . o
L | (@oms Uszaan AR | Tuidae | Audive F1EUATILTN - o 4 | WadWs ALUrd/NSULUR
a9y AANINATIVI (Causality B
Case No.) (Description of O/MY) | D/MY) (Site) | (No. of similar event)** (Outcome) (AULAUVBY REC)
(Follow up) Assessment)
Adverse Events)
1
2
3
FIE9NULAY (REPOIE DY) oo (v ) ST VAR VA
NAIUNUNIULAE (Reviewed DY) ..o e (e ) N YA Y2
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........................................................... VY OO (V. SO AUy A,
ffu | el Fuil Study Code | vinelaulasans Yo309/¢33y GRA
swaw O saes [ susars [ Others.ceeocccc,
NV T 31891U
tu Initial Report........vvvvvvvveveeeeeeeeeen 578914
[ 170 on siteem 57897
BV ENT et
Date OCCUIME. ...
Date reported to IRB.....cocvieiircceceee e
Causal RelationShip.....ccoiiiicieeeece e
LEUDADTITI . oeeeeeeeeeeeeensssssseseeeeeeeeeeeeeeeeeeesseeeseeesesees s oo
........................................ (RS V(R eYeY: £ ) N
O Aaluusenet . 189U
a3u Events uag Causal Relationship.......c.coocwecveeneiiineceireccieceiane.
LEUDADVITU. e eeeeeeseseeeesesesesseeeseseeseeseesseesesseeseseeeeseee

.........................................................................................................................
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$78N1568N&15 U Protocol File.doc

a1Au 518015 1 (y)
1 | nilsde3uses Approval Letter
1.1 fuii¥usedlasenis Initial COA Date
1.2 fuil3usesreenglasanis Extension COA Date
2 | wnansivisadies Related Official Letter
3 quﬁumamiﬁmmm%ﬂmﬂ Initial Review Application FUT e

3.1

WUUBUVTUNITNAITAUNATILIA Initial Review Application Form

3.2

Laﬂmﬁuawmaéﬁmmﬂ Member Reviewers Assignment Sheet

3.3

LUUIIEINUNITUTLLEUAULDY Pl Self-assessment Form

3.4

WUULIIRAaUSE evLviugau Pl COI declaration form

3.5 lasesngivsatuge awilng Protocol Synopsis Thai

3.6 1As991939atuLdu Full Protocol

3.7

YALeNANTEULoIIN3IIATINITIRY  Informed Consent Package
3.7.1 wnansteyadesungdmiuinTidlulasmsidy

Information Sheet for Research Participant

3.7.2 Wnashansmnudugaudnsinlulasan1sise Consent form

3.8

nanstuiindeyaeianadns Case Report Form (CRF)

39

nasUsErduRusSiasuaiasenadlns

Advertisements for Research Participant Recruitment

va Ya o

3.10 UsgTaridevianuazAy Current CV of Pl/co-Pl/Research Team
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318N13

3.11 mivdesuseInsHNoUTUYREITeNaNUuAL ALY

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

3.12 filog338 Investigator’s Brochure

3.13 yvgauad Questionnaire

3.14 suUszuned Budget

3.15 enasunellounti ua/An3eedlonsnsunmed License of Drug/Medical Device

3.16 L@NEIAAUYIIBAUILALLAT BN INITUNNE

Annex and Information of Drug/Medical Device

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

2.18 WANTISNANTULALNISEDES Result and Communication
3.18.1 wuuduiinuan1susziiu (Useiiiuaui 1)

Reviewer Assessment Form (First Reviewer)

3.18.2 uuuduninuan1suseiiu (§ussiiiuaui 2)

Reviewer Assessment Form (Second Reviewer)

3.18.3 NtldOUIHARIY Letter to Pl

3.18.4 L@ﬂmimﬂé‘i{fﬂ Correction From PI

3.19 Laﬂmiﬁ'uq Other

3.19.1 Uannain1511Iden1eadiln Clinical Trials Agreement

3.19.2 tonansuseiunIsIden1enatn (and)

Insurance of Clinical Trial (if available)

3.19.3 WUULANBYRRYIIALATISIINENTNUS

Approval Letter for Thesis Proposal

3.19.4 usuduiindeya Data Record CD Rom
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NM5BUVETUNITAINY1 Resubmitted Document Review Application

[
aov o

4.1 WUUBUYeSUNISNANTUNIATISINNITITEEN

Resubmitted Document Review Assessment Form

4.2 LaﬂmsuaUﬁmaﬁﬁmim’] Member Reviewers Assignment Sheet

4.3 WUUTI8UNISUTELHUAULDY Pl Self-assessment Form

4.4 wuuUkIIRaUsElemliugau Pl COl Declaration Form

4.5 1ase51939satude nMwlnyg  Protocol Synopsis Thai

4.6 Tasas135watuLdy Full Protocol

4.7 YaLenanseueeauiinsIulAsINIITe Informed Consent Package
4.7.1 wnansteyamesugdmsudidniinlu lasin iy

Information Sheet for Research Participant

4.7.2 @na1sLhanaANUdugaunIIululATIN1TIde Consent Form

4.8 nanstuiinteyasanadins Case Report Form (CRF)

4.9 pnansuserdunusifiasuatinsonanating

Advertisements for Research Participant Recruitment

A VYA v v

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

Y

4.11 wiladeTusensHinouTIVeII e NLAL AR

Certificate of GCP and Other Trainings for Pl/co- Pl/Research Team

4.12 ﬁﬁa@%ﬁa Investigator’s Brochure

4.13 yvdaun1d Questionnaire

4.14 quusrunad Budget

4.15 12NaASIUNLLTYUNBANIN / LATDILBNIINITWINNE

License of Drug / Medical Device
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4.18 Nan1IWAITU1 Assessment Result
4.18.1 LLUUﬂ’uﬁﬂmamiUizLﬁu(ﬁﬂimﬁuﬂuﬁ1)
Reviewer Assessment Form (First Reviewer)
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5 | msfiesanmsudlufindnlases1aniside Amendment Review Application
5.1 maudlufisdudiere3un1siuses Amendment for Approval Letter
5.2 $189UMsRasawAluAindy Amendment Assessment Report
5.3 s 1auansTeazdenneu-ndensei i
Table : Comparison of The Previous Detail and After Amendment
5.4 lona1satuLiumaInIsunly New/Update Document (After Amendment)
55 5146’] Others
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NMNITUTIENUAIINATINLNIVDINITINE  Continuing Review

6.1 ﬁ’uﬁm’mpﬁ%’a Letter From PI

6.2 WUUTIBUAIILNATINTY Continuing Review Report

6.3 WUUUTLLIUTI89IUAINNTINLN

Assessment Form for Continuing Review Report

6.4 TUTINLAINANITRAITAUT Report of Review Result to Pl

6.5 ﬁuq Others

ANUAANALAABU/NSENHUTEAIMUA  Deviation/Violation

7.1 9989UANAANALARDL/NTHIEY Tofuua Deviation/Violation Report

7.2 TUPNUANanN1SRaI5U Report of Review Result to Pl

7.3 gus] Others

n15323UlATIN1911939899A51 Termination/Suspension Application

8.1 ﬁuﬁﬂmﬂﬁg’ﬁa Letter From PI

8.2 LUUTIUNTT2IUTATINITNNTIT8EIATIT Termination/Suspension Report Form

8.3 YUNNUWIIMaNITNATUN Report of Review Result to Pl

nsasunalasenside  Final Report

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

9.2 miﬁﬁ]1iimiﬂmmaiﬂmaimﬁﬂﬁmﬁ% Final Report Assessment Report

9.3 3146] Others

10

NIATINTLUNNTIVY Site Visit

10.1 Jufinudel3de Letter From IRB

10.2 ﬁmumﬂ'ﬁmsmfm%m Site Visit Schedule

10.3 JUNLIINANISNAISaUN Letter to P

10.4 guﬂ Others

211




AF 03-07

AIZNTTUNTIIETTINNTIVE IuNYBE

[ =)

UNINYIBUNALULATTIVNIAAS YU

v 9

$78N1568N&15 U Protocol File.doc

Gl 518015 1 (y)
11 m'iﬁmim’li’lEN’lquﬂ’lﬁmﬂlﬁ,JﬁQﬂizaﬂﬁ (Review of Serious Adverse Event Report)
11.1 wvusenumamsailifislszasdiifnamzly KOMH SAE at KCMH
11.2 TuAnuAINan1ThaITan Report of Review Result to Pl
11.3 S‘us] Others
12 ?ius] Miscellaneous
HOTIDEHOU.rrvverrrreernsnicrs s o Y Y
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1. %’agaﬁ"'ﬂﬂ (General data)

1) %alasen1s (Protocol/Study No) 2) SWAlATINITVBIABIENTINAT

3) Folpsensise (Title)

a) G?J'a%lj‘i 818N (Principal investigator) 5) LUasnsANY (Telephone)
6) ol (Sponsor) 7) anuivhins3e (Study site)
8) Yuiinsaaudo (Date of visit) 9) AIFY LLammﬁuqﬂmimam?jw (Time of visit)

10) AENSTUNNSASIANBBY (Monitor’s name)

(1) e
(2) e
(B) o

11) ﬁ%umwmm?jsm (Person's met and their roles in the study)
G L WU oo
620 VUMD oo
(B) o VUMD oo

2. IMUIUDNEEUATIUN15ANEY (Number of subjects)

(1) IUIUDIEANATNINLEY (Planned to be recruited)

(2) NUIUBNAAIATNARMLEDN (Screened)

(3) UIUBNAAIATANIUTUTATINNGIFY (Recruited)

(@) SnuIEEIATNIoNINAITANYINBUNIMUA (Dropped out)

(5) Sruuenanasinsinseglunisdne (Still in the study)

(6) IUEEIATIRAANIUATUSIUTUNSANYT (Completed the

study)
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3. MU UANULAT9319n1538NLATUN155UTDS (Adherence to an approved study protocol)

fAfeUfTRnulAsasenSiTefldsunsuseduidaseluil Tavielsi T Lild | Laifgadas
1) nsAntianeaadas (Inclusion/exclusion criteria) (W@Na15 n) [ [ l
2) Msdnoraadasiingy (Randomization and blinding process) ] ] O
3) mﬂﬁ%’agalﬁamamm@uaaumﬂmmaﬁm (Obtaining informed consent) O ] O

(tonans )

4) m3seaumansallifisszasd (Adverse event reporting) [ [ [

4. nsnssaudayaiuena1siualtiu (Source Data Verification)

Joyatianugneies Tensalad (onans a) Ty Lily | Lifeades
1) Yoyavesenanasing WU Tede e Fuin Tuisudlunsdne [ [
2) Foyaluiuuduiin (Case Report Form) gnasinssiuienansiuadu [ [ O

5. nMsmifiuguasn aunsal wazianansnldluniside (Control of drugs and other study materials)

gunsal uaztenanslilumside Iésunsquasdravanzan Toviseli Ty Lild | ldieadas
1) uargungal Tifieane Suaufivdognsies ligymne (Quantity) [ [ O
2) ffiuemneauuazifisane (Storage facilities) ] ] O
3) uazaunsal lununey (Not expired) [ [ l
4) Ugyden viuasis (Drug accountability log kept up to date) | ] O
5) wuutuiindeya (Case Report Form) d31uiuiilgans | ] O
6. N33NEIANAUVeTBYA (Confidentiality arrangement)
fimsdnwanuduvesteyasgiauvanzay livsalyl Ta Tailag Tsifientias
1) wuutuiindeya (Case Report Form) [ [ O
2) ayauarsia HOnARNTa Lo fiadlun15798 (dentification code list) | ] O
3) Goyasian15gdu (Randomization code list) [ [ l
7. uiluiena159096338 (Investigator’s study file)
1) wilenansvesfiseiiienansiiivadosnsui Tivisela Ta Taila Tsifientas
] ]
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8. ms;nwsm“lsjﬁwszmﬁﬂjﬁﬂ%ﬁmm (Serious adverse events, SAE)

1) TmgnisallifiaUszasdviindeunss (SAE) AnTuvsell (onans )

=

E\l

O

laidi

O

laingadag

O

9. nMstauunIaliufianulasesnanisideilasunisiuses (Protocol deviation) nalsiujifnuuua

n1n1sUfTANNeAaTn?A (ICH GCP)

1) Inslssuunseliuifnulasesnensidentasunisiuses vield

U URmNLuImIeNIsUuavn1endtinga (CH GCP) wiseld (wnans )

p=d)}

i
.
22D

O

laineadag

O

10. 8AUs18 (Comments)

11. YarduBUs (Recommendation)

217




AF 01-08

AIZNTTUNTIIETTINNTIVE IuNYBE

[ =)

UNINYIBUNALULATTIVNIAAS YU

v 9

WUUTIBUNTATATBILNEANUALAIUTRY

12. nasuuuNngae (Attached documents)

O wnas n srenmsesranumueaadasisaidenidilunisive

D WBAEIT U SIUNTITATIINUNIULBNATAIUILTUYDINTINTUNTITUUD 0@ AR

[ wenans @ sremsasramumuarunssiusswinsuuuduiindeyauasienansduatiu

O wenans ¢ stemsmumusisnumanisallifissvasdaindeonse

O wnens @ swnunsidesuwieliufiinulasssansidenlsfunisiuses

v =
ﬂmzﬂdﬁl'ﬁ')ﬂlﬂﬂﬁl
AUTH e, AU oo
( ) (
':ﬁ«!ﬁ ....................................................... 'Bjuﬁl .......................................................
AUTH e, AU o
( ) (
'?Uﬁ ....................................................... "j"uﬁl .......................................................
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LWONETS N
S78NITATIINUNIUBEFLATNAALEBNLTTUN5IY

Verification of eligible subjects

PUYLAVDEANAS
(Subject’s ID)

ATWUNUNMTAADT | ARSI GhiTrgt]

TunsAnwn (Eligibility) (Monitor) (Comments)
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L@NE1T VU
$189N1IATINNUNIULBNENTAIUINT U3 INTUN1SIT8 VR R EadAT

Verification of informed consent

PUILRVDIFFLAT
(Subject’s ID)

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

(Date of consent)
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LANEIT A

318N1IATRNUNIUANUATIAUTEN I IMUUTUindayauasianaisiuadu

Agreement between Case Report Form; CRF and Source data

PUYLAVDEALAS
(Subject’s ID)

Joyaluwuuduiin (CRF)

wazdayaluenaisiuatu (Source data)

e

QG nsUuiin

2AUS18 (Comments)

89UIUERTIT (Monitor)
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GHGRER
e snunIuTenumgnsallinsszasdsiinireuse

Verification of serious adverse event (SAE) reporting

PUYLAVDEALAS
(Subject’s ID)

SAE Tunvuduiindeya | sseiuluenansduadu aiuse

(CRF) 29UERTIT (Monitor) (Comments)
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LANE1T 3
sgaunsilsauunsabivfianiulasesnamsidenlasunisiuses

Verification of protocol deviation/violation

PUYLAVDEALAS
(Subject’s ID)

emsnsidesuy AAUIUERTI pAUNY

(Deviation) (Monitor) (Comments)

223




AF 01-09

AIZNTTUNTIIETTINNTIVE IuNYBE

[ =)

wIngraemalulagsnvuenasyys

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: ..o ettt et e et e e et e et e ee e et et et e e e e et e e e e e e eaenaene

YA @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 SPECITY ...t

Number of protocols reviewed/ 3 YEars OF PEI YEAI: ....ccceirieeirieieentieeeeseesseesee s
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NECAST Self-Assessment Tool

Initial Review
Full board ... / 3 years or per year
Expedited .. / 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 L. /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
q 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 O O 0O O
12 Secretary Member D D D D

Assistant Secretary

13 e O O O 0O
14 Alternate member O O O O
15 Alternate member O O O O
16 Alternate member O O O O
17 Alternate member O O O O
18 Alternate member O O O O
19 Alternate member O O O O
20 Alternate member O O O O
O O O 0O
O O 0O 0O

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)

Al MEMBERSHIP REQUIREMENTS (at least 5 members, gender balance, experience, non-scientific

and affiliated members and terms and conditions of appointment)

A 1.1 | Does the EC have at least 5 members?

(ICH 3.2.1) oo oo
Al1.2 | Do the members contain a diversity of
gender? (WHO 4) O o oo
A1.3 | Does EC have at least one non affiliated
O 0O 0| g

member? (ICH 3.2.1, WHO 4)

Al.4 | Does the EC membership contain non-

scientific member or lay person? O O glg
(ICH 3.2.1, WHO 4)

A1.5 | Does EC membership consist of members

with appropriate expertise for the O O golg
research reviewed? (ICH 3.2.1, WHO 4)

A1.6 | Does the EC describe the party

responsible for appointing members? O O 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)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

Al.8

Does the EC policy and procedures
describe the selection process of its | [ | O | O | O
members? (WHO 4.1.2, ICH 3.3.1)

Al1.9

Do the EC terms describe the duration

of appointment for its members? O O g g
(WHO 4.2.1)

Al1.10

Do the EC terms describe the policy for
the renewal of appointment for its O O g g
members? (WHO 4.2.2)

Al.11

Do the EC terms describe the
disqualification procedure ofitsmembers? | O | O | O | O
(WHO 4.2.3)

Al.12

Do the EC terms describe the
resignation procedure foritsmembers? | O | O | O | O
(WHO 4.2.4)

Al1.13

Do the EC terms describe the

replacement procedures for its O O g g
members? (WHO 4.2.5)

Al.14

Does the EC maintain a list of all its
members with their current CV.? O O g g
(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? O O g g
(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) to meetits 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 g 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 g 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)

229




AF 01-09

AIZNTTUNTIIETTINNTIVE IuNYBE

[ =)

wIngraemalulagsnvuenasyys

NECAST Self-Assessment Tool

SECTION ITEM A B C D COMMENTS

A3 TRAINING OF EC MEMBERS (EC needs to state and observe the provisions available for its

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 ojo
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
B (EC to have appropriate management and operational procedures for optimal and systematic

conduct of ethical review)

B1 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 O O 0|0

management? (WHO 4)
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NECAST Self-Assessment Tool

SECTION ITEM A B C D COMMENTS

AVAILABILITY OF SOP (EC should have an SOP that covers its function and activities which

B2
they comply with)

B2.1 | Does the EC have written SOP?
(ICH 3.2.2. WHO 4)

O 0|00

B2.2 | Does the SOP cover all functions and
reviews undertaken by the EC? O O g g
(ICH 3.2.2. WHO 4)

B2.3 | Does the EC comply with the written

SOP? (ICH 3.2.2. WHO 4) s 0o oo
B2.4 | Is the SOP reviewed and revised as
OO0 00
necessary?
B2.5 | Does EC make their SOP publicly
OO0 00

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

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

submission? (WHO 5.2.3)

B3.4 | Does the EC indicate the number of
copies of applicationtobe 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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NECAST Self-Assessment Tool

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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NECAST Self-Assessment Tool

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) = 0o
B3.19 | Does EC request submission of the
materials to be used for the
O 0O 0|0

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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NECAST Self-Assessment Tool

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 g 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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NECAST Self-Assessment Tool

SECTION

ITEM

COMMENTS

B4.2

Does the EC form a quorum before

holding its meeting? (WHO 4.5)

B4.3

Does the EC require that at least one
non affiliated member and a non
scientist be part of a quorum for each

of its meeting? (WHO 4.5.2)

B4.4

Does the EC require that meetings
should be minuted and there should
be an approval procedure for the

minutes? (WHO 4.5.2)

O

O o0

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)

C1

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

review process which is complied with)

C1.1

Does the EC follow the operating
procedure for review? (ICH 3.3, WHO 6)

O

Cl1.2

Does the EC review protocols and all
relevant documents within a reasonable

time frame? (ICH 3.1.2, WHO 6.1.2)

O

Cl3

Does the EC have an established
procedure for expedited review?

(ICH 3.3.5, WHO 6)

235




AF 01-09

AIZNTTUNTIIETTINNTIVE IuNYBE

[ =)

wIngraemalulagsnvuenasyys

NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

Ccl4

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)

C15

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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NECAST Self-Assessment Tool

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) oo oo
C2.3 | Does the EC review the justification for
the use of control arms? (WHO 6.2.1.3) = O oo
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 terminatingtheresearch? | O | 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 b oo
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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NECAST Self-Assessment Tool

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 | 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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NECAST Self-Assessment Tool

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 O 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 O 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 OO 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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NECAST Self-Assessment Tool

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 6.2.2.4, 6.2.2.5)

C2.26

Does the EC have and follow

established procedure for evaluating
the characteristics of the population O O 0 0O
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

. S O O/ 00
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 0 0

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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NECAST Self-Assessment Tool

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 buitding | 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 g g
concerned communities following the

research? (WHO 6.3.6.6)
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NECAST Self-Assessment Tool

SECTION ITEM A B C D COMMENTS
C2.37 | Does the EC review the rights to give
subjects additional information when
the additional information would add
O 0O 0|0

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
established procedure for handling
modification (amendments) of research

protocol? (ICH 3.2.7, WHO 9.3)

C3.4

Does the EC have documents required
for continuous review and is this list

made available to investigators?

C3.5

Does the EC consider the submitted
relevant information and documents in

its continuing review? (WHO 9.3)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

C3.6

Does the EC have and follow an
established procedure to notify
investigators when it will conduct a

continuing review? (ICH 3.1.4, WHO 9.4)

C3.7

Does ERC have and follows policies
and procedures for suspending or
terminating previously approved
research if need be based on findings
in monitoring or continuing review?

(WHO 9.4)

C3.8

Does the EC require the investigator to
notify the EC in writing of the reasons

and a summary of theresearchresults | O | O | O | O
when applicant prematurely suspend

or terminate the study? (WHO 9.5)

C3.9

Does EC do a follow up review when
serious and unexpected adverse events
occur as a result of the conduct of the
study or study (test) product and
necessary steps need to be instituted

to protect participants? (WHO 9.3b)

C3.10

Does the EC specify that no deviations
from, or changes of, the protocol
should be initiated without prior
written IRB/IEC approval/favorable
opinion of an appropriate amendment?

(ICH 3.3.7)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

C3.11

Does the EC specify that the
investigator should promptly report to
the IRB/IEC any deviations from, or
changes of, the protocol to eliminate
immediate hazards to the trial

subjects? (ICH 3.3.8, WHO 9.3¢c)

C3.12

Does the EC specify that the
investigator should promptly report to
the IRB/IEC changes increasing the risk
to subjects and/or affecting significantly
the conduct of the trial?

(ICH 3.3.8, WHO 9.3c)

C3.13

Does the EC specify that the
investigator should promptly report to
the IRB/IEC all adverse drug reactions O O g g
(ADRs) that are both serious and
unexpected? (ICH 3.3.8)

C3.14

Does the EC specify that the investigator
should promptly report to the IRB/IEC

any new information that may affect O O g g
adversely the safety of the subjects or

the conduct of the trial? (ICH 3.3.8)

C3.15

Does the EC require the applicant to
notify the EC the time of completionof | O | O | O | O
a study? (WHO 9.6)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

C3.16

Does the EC require the applicant to

submit in writing at the completion of the
study a final report describing how the O O g g
study was conducted and a summary of

the study results? (WHO 9.7)

ca

COMPLETENESS OF IEC/IRB MEETING MINUTES (minutes should be a complete record and

reflect actions taken during the meeting)

ca1

Does the EC record and keep minutes

of its meeting?  (ICH 3.2.2, WHO 6.1.3)

O 0| 0|0

c4.2

Does the EC record in its minute

members present for each meeting,
members voted and all the actions O O g g
that took place during the meeting?

(ICH 3.1.2)

c4.3

Does the minutes record protocols and
documents reviewed, the dates of
approval, modifications required prior
to its approval or disapproval and
termination/suspension of any prior

approval? (ICH 3.1.2)

ca.a

Does the EC have an approval procedure

for its minutes? (WHO 6.1.3)

O 0|00

Cc5

DECISION MAKING PROCESS (EC should have a procedure for decision making and members

should participate in the process)

5.1

Are decisions only made in meetings where

O 0| 0|0

a quorum is present?  (ICH 3.2.3, WHO 7.3)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

C5.2

Does EC ensure that only members
who participate in the review should
participate in the decision?

(ICH 3.2.4, WHO 7.5)

C5.3

Are all relevant documents required for
full review available and considered O O g g
before a decision is made? (WHO 7.4)

C5.4

Does the EC have a predefined method
of arriving at adecisioneg.byconsensus | O | O | O | O
or vote? (WHO 7.6)

c5.5

Does the EC ensure that members with
conflicts of interestare not partofthe | O | O | O | O
decision? (WHO 7.1)

C5.6

Do the EC members have sufficient
time to review and discuss before a O O g g
decision is made? (WHO 7.2)

C5.7

When a decision is made to re-review a
protocol, does the EC clearly document
the areas needed to be revised?

(WHO 7.8)

C5.8

Are negative decisions supported with

clearly stated reasons? (WHO 7.9)

AFTER REVIEW PROCESS

(EC should adequately and effectively communicates its decision to investigators)

D1

COMMUNICATING A DECISION (EC have an effective and timely way of communicating a

decision with clearly stated reasons)
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SECTION

ITEM A B C D COMMENTS

D1.1

Are the conclusions of a decision
communicated in writing to the O O g g
applicant within 14 days? (WHO 8)

D1.2

Does the EC clearly specify areas that
need to be revised when communicating
a provisional approval decision to

investigators? (ICH 3.3.9, WHO 7.4)

D1.3

Does the decision letter include the
exact title of the protocol reviewed? O O g g
(WHO 8.1)

D1.4

Does the decision letter include the
specific identification number of the
documents reviewed including the

informed consent form? (WHO 8.2)

D1.5

Does the decision letter include the

name and title of the applicant(s)? O O g g
(WHO 8.4)

D1.6

Does the decision letter include the date

and place of the decision? (WHO 8.6)

D1.7

Does the decision letter include the
name of the EC taking the decision? O O g g
(WHO 8.7)

D1.8

Does the decision letter include a
statement of the responsibilitiesofthe | O | O | O | O
applicant? (ICH 3.3.6, 3.3.7, WHO 8.11)
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NECAST Self-Assessment Tool

SECTION

ITEM

COMMENTS

D1.9

Does the decision letter include the
signature of the chairperson (or other

authorized person) and date? (WHO 8.14)

D1.10

Does the EC inform investigators of its
re-review procedure, schedule/plan of

ongoing review? (WHO 8.12)

D1.11

Does the EC issue suspension or
termination letters with reasons for
suspension or termination (or the
conditions of lifting suspension or
termination) clearly stated?

(ICH 3.3.9, WHO 9.5)

D1.12

Does the decision documentation
clearly explain how the applicant can

communicate with the EC? (WHO 8.11)

O

O

O

O

DOCUMENTATION AND ARCHIVING (EC systematically document and archive its activities

for a good time period)

El.1

Does the EC have and follow operating
procedures for record keeping and
archiving of all records and
communication documents?

(ICH 3.4, WHO 10)

El.2

Does EC have and follow operation
procedure for the access or retrieve of
various documents, files or archives?

(ICH 3.4, WHO 10)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

E1.3

Does the filing, archiving, accessing and
retrieving of the documents meet the
established procedures?

(ICH 3.4, WHO 10)

El.4

Does the EC maintain a complete file
or database of all the relevant
materials in each research protocol?

(WHO 10.7)

E1.5

Does the EC follow the requirement to
retain all the records for at least 3 years
after the completion of investigation?

(ICH 3.4, WHO 10)

El1.6

Could all the relevant records be

inspected by the appropriate authority? | [ | O | O | O
(ICH 3.4, WHO 10)

E1.7

Does the EC document its SOPs and
terms of reference? (WHO 10.1)

E1.8

Does the EC document the CV of all its
members? (WHO 10.2)

E1.9

Does the EC document its published
guideline for submission of protocols? O O g g
(WHO 10.4)

E1.10

Does the EC document the agenda and

minutes of its meetings? D D D D

(WHO 10.5, 10.6)
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NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

E1.11

Does the EC document copies of its
decision and any advice or
requirements sent to the applicants?

(WHO 10.9)

E1.12

Does the EC document all the written
documentations received during the O O g g
follow-up? (WHO 10.10)

E1.13

Does the EC document the notification

of completion, premature suspension O O g g
or termination of study? (WHO 10.11)

El1.14

Does the EC document the final report

of the study? (WHO 10.12)
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SIDCER-NECAST Self-Assessment Tool

This tool is intended for use by research ethics committees or Institutional Review
boards (IEC/IRB) associated with a SIDCER member Regional Forum. This is part of the process of
SIDCER-NECAST recognition programme, an IEC/IRB will complete this form as an initial step of
surveying and evaluation to be recognized by SIDCER-NECAST

The person completing the assessment should have extensive knowledge of the IEC/IRB
being assessed (usually the secretariat) and be able to answer questions or provide

documentation regarding the following topics:

NAMNE OF TN EC: oottt et ettt et et et et et et et et e e e e e e e e e e e e et eateaeeaeeeeeaeeaeeeeereeaeseesaenaene

Brief Introduction of the EC:
Y AT ESTADUISNEA: ..ottt e e et et et e e e e e e e e e e e et e e eee et eeeeeeeens
FreqUENCY Of MEETINGS: ...

Type (e.g. Biomedical, product development etc.) and number of protocols reviewed/year:

NOTE; A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not
complete/never, D: N/A
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SIDCER-NECAST Self-Assessment Tool

Brief Introduction of IEC/IRB Staff and Members

IEC/IRB Composition

Name Profession & Credentials

Gender

Affiliation(s)

Yes

O00000000000000o0ooooono

O00000000000000o0ooooono

O00000000000000o0ooooono
O0O0000000000000O0ooooOooon s
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SIDCER-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) oo oo
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 ooo
Al.4 | Does the EC membership contain non-
scientific member or lay person? O O glg
(ICH 3.2.1, WHO 4)
A1.5 | Does EC membership consist of members
with appropriate expertise for the O O golg
research reviewed? (ICH 3.2.1, WHO 4)
A1.6 | Does the EC describe the party
responsible for appointing members? O O golg
(WHO 4.1.1)
A1.7 | Does the EC members posses the
required experience, knowledge, skill and
O 0 0 0

relevant abilities to perform their duties?

(WHO 4)
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SIDCER-NECAST Self-Assessment Tool

SECTION

ITEM A B C D COMMENTS

Al.8

Does the EC policy and procedures
describe the selection process of its | [ | O | O | O
members? (WHO 4.1.2, ICH 3.3.1)

Al1.9

Do the EC terms describe the duration

of appointment for its members? O O g g
(WHO 4.2.1)

Al1.10

Do the EC terms describe the policy for
the renewal of appointment for its O O g g
members? (WHO 4.2.2)

Al.11

Do the EC terms describe the
disqualification procedure ofitsmembers? | O | O | O | O
(WHO 4.2.3)

Al.12

Do the EC terms describe the
resignation procedure foritsmembers? | O | O | O | O
(WHO 4.2.4)

Al1.13

Do the EC terms describe the

replacement procedures for its O O g g
members? (WHO 4.2.5)

Al.14

Does the EC maintain a list of all its
members with their current CV.? O O g g
(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? O O g g
(ICH 3.4. WHO 4.3.1)
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SIDCER-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) to meetits 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 g 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 g 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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SIDCER-NECAST Self-Assessment Tool

SECTION ITEM A B C D COMMENTS
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 ojo
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 O O 0|0

management? (WHO 4)
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SECTION ITEM A B C D COMMENTS
AVAILABILITY OF SOP (EC should have an SOP that covers its function and activities which
B2 they comply with)
B2.1 | Does the EC have written SOP?
(ICH 3.2.2. WHO 4) oo oo
B2.2 | Does the SOP cover all functions and
reviews undertaken by the EC? O O g g
(ICH 3.2.2. WHO 4)
B2.3 | Does the EC comply with the written
SOP? (ICH 3.2.2. WHO 4) oo oo
B2.4 | Is the SOP reviewed and revised as
necessary? = O ojo
B2.5 | Does EC make their SOP publicly
available? (ICH 3.2.2.) O o oo
SUBMISSION GUIDELINES AND PROCESS (EC should have a submission guideline including its
B3 requirements and forms)
B3.1 | Does the EC have any guidance on how
to submit protocols? (WHO 5.1) 0o oo
B3.2 | Does the EC have an application form?
(WHO 5.2.2) s 0|0
B3.3 | Does the EC indicate the format for
submission? (WHO 5.2.3) o oot
B3.4 | Does the EC indicate the number of
copies of applicationtobe 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) = 0o
B3.19 | Does EC request submission of the
materials to be used for the
O 0O 0|0

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 g 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

COMMENTS

B4.2

Does the EC form a quorum before

holding its meeting? (WHO 4.5)

B4.3

Does the EC require that at least one
non affiliated member and a non
scientist be part of a quorum for each

of its meeting? (WHO 4.5.2)

B4.4

Does the EC require that meetings
should be minuted and there should
be an approval procedure for the

minutes? (WHO 4.5.2)

O

O o0

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)

C1

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

review process which is complied with)

C1.1

Does the EC follow the operating
procedure for review? (ICH 3.3, WHO 6)

O

Cl1.2

Does the EC review protocols and all
relevant documents within a reasonable

time frame? (ICH 3.1.2, WHO 6.1.2)

O

Cl3

Does the EC have an established
procedure for expedited review?

(ICH 3.3.5, WHO 6)
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SECTION

ITEM A B C D COMMENTS

Ccl4

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)

C15

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

C2

ELEMENTS OF REVIEW (EC to have a policy and procedure for review, elements reviewed

should include the scientific design and conduct and ethics)

c21

Does the EC have a policy and
procedure for reviewing protocols?

(WHO 6.2)

O

O

O

O

Cc2.2

Does the EC review the scientific design

and conduct of the study? (WHO 6.2.1)

C2.3

Does the EC review the justification for

the use of control arms? (WHO 6.2.1.3)

c2.4

Does the EC review the criteria for
prematurely withdrawing research

participants? (WHO 6.2.1.4)

c2.5

Does the EC review the criteria for
suspending or terminating the research?

(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
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,
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)

265




AF 02-09

%
§
-3

AIZNTTUNTIIETTINNTIVE IuNYBE

[ =)

wIngraemalulagsnvuenasyys

SIDCER-NECAST Self-Assessment Tool

SECTION

ITEM

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 information during
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

COMMENTS

C2.19

Does the EC review any plans to
withdraw or withhold standard
therapies for the purpose of the
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
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

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
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 6.2.2.4, 6.2.2.5)

C2.26

Does the EC have and follow

established procedure for evaluating
the characteristics of the population O O 0 0O
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

. S O O/ 00
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 0 0

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 buitding | 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 g g
concerned communities following the

research? (WHO 6.3.6.6)
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SECTION

ITEM A B C D COMMENTS

C2.37

Does the EC review the rights to give
subjects additional information when
the additional information would add
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)

(R R

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
established procedure for handling
modification (amendments) of research

protocol? (ICH 3.2.7, WHO 9.3)

C3.4

Does the EC have documents required
for continuous review and is this list O O g g

made available to investigators?

C3.5

Does the EC consider the submitted
relevant information and documentsin | O | O | O | O
its continuing review? (WHO 9.3)
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SECTION

ITEM

COMMENTS

C3.6

Does the EC have and follow an
established procedure to notify
investigators when it will conduct a

continuing review? (ICH 3.1.4, WHO 9.4)

C3.7

Does ERC have and follows policies
and procedures for suspending or
terminating previously approved
research if need be based on findings
in monitoring or continuing review?

(WHO 9.4)

C3.8

Does the EC require the investigator to
notify the EC in writing of the reasons
and a summary of the research results
when applicant prematurely suspend

or terminate the study? (WHO 9.5)

C3.9

Does EC do a follow up review when
serious and unexpected adverse events
occur as a result of the conduct of the
study or study (test) product and
necessary steps need to be instituted

to protect participants? (WHO 9.3b)

C3.10

Does the EC specify that no deviations
from, or changes of, the protocol
should be initiated without prior
written IRB/IEC approval/favorable
opinion of an appropriate amendment?

(ICH 3.3.7)
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SECTION

ITEM A B C D COMMENTS

C3.11

Does the EC specify that the
investigator should promptly report to
the IRB/IEC any deviations from, or
changes of, the protocol to eliminate
immediate hazards to the trial

subjects? (ICH 3.3.8, WHO 9.3¢c)

C3.12

Does the EC specify that the
investigator should promptly report to
the IRB/IEC changes increasing the risk
to subjects and/or affecting significantly
the conduct of the trial?

(ICH 3.3.8, WHO 9.3c)

C3.13

Does the EC specify that the
investigator should promptly report to
the IRB/IEC all adverse drug reactions O O g g
(ADRs) that are both serious and
unexpected? (ICH 3.3.8)

C3.14

Does the EC specify that the investigator
should promptly report to the IRB/IEC

any new information that may affect O O g g
adversely the safety of the subjects or

the conduct of the trial? (ICH 3.3.8)

C3.15

Does the EC require the applicant to
notify the EC the time of completionof | O | O | O | O
a study? (WHO 9.6)
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SECTION

ITEM A B C D COMMENTS

C3.16

Does the EC require the applicant to

submit in writing at the completion of the
study a final report describing how the O O g g
study was conducted and a summary of

the study results? (WHO 9.7)

ca

COMPLETENESS OF IEC/IRB MEETING MINUTES (minutes should be a complete record and

reflect actions taken during the meeting)

ca1

Does the EC record and keep minutes

of its meeting?  (ICH 3.2.2, WHO 6.1.3)

O 0| 0|0

c4.2

Does the EC record in its minute

members present for each meeting,
members voted and all the actions O O g g
that took place during the meeting?

(ICH 3.1.2)

c4.3

Does the minutes record protocols and
documents reviewed, the dates of
approval, modifications required prior
to its approval or disapproval and
termination/suspension of any prior

approval? (ICH 3.1.2)

ca.a

Does the EC have an approval procedure

for its minutes? (WHO 6.1.3)

O 0|00

Cc5

DECISION MAKING PROCESS (EC should have a procedure for decision making and members

should participate in the process)

5.1

Are decisions only made in meetings where

O 0| 0|0

a quorum is present?  (ICH 3.2.3, WHO 7.3)
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SECTION

ITEM A B C D COMMENTS

C5.2

Does EC ensure that only members
who participate in the review should
participate in the decision?

(ICH 3.2.4, WHO 7.5)

C5.3

Are all relevant documents required for
full review available and considered O O g g
before a decision is made? (WHO 7.4)

C5.4

Does the EC have a predefined method
of arriving at adecisioneg.byconsensus | O | O | O | O
or vote? (WHO 7.6)

c5.5

Does the EC ensure that members with
conflicts of interestare not partofthe | O | O | O | O
decision? (WHO 7.1)

C5.6

Do the EC members have sufficient
time to review and discuss before a O O g g
decision is made? (WHO 7.2)

C5.7

When a decision is made to re-review a
protocol, does the EC clearly document
the areas needed to be revised?

(WHO 7.8)

C5.8

Are negative decisions supported with

clearly stated reasons? (WHO 7.9)

AFTER REVIEW PROCESS

(EC should adequately and effectively communicates its decision to investigators)

D1

COMMUNICATING A DECISION (EC have an effective and timely way of communicating a

decision with clearly stated reasons)
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ITEM A B C D COMMENTS

D1.1

Are the conclusions of a decision
communicated in writing to the O O g g
applicant within 14 days? (WHO 8)

D1.2

Does the EC clearly specify areas that
need to be revised when communicating
a provisional approval decision to

investigators? (ICH 3.3.9, WHO 7.4)

D1.3

Does the decision letter include the
exact title of the protocol reviewed? O O g g
(WHO 8.1)

D1.4

Does the decision letter include the
specific identification number of the
documents reviewed including the

informed consent form? (WHO 8.2)

D1.5

Does the decision letter include the

name and title of the applicant(s)? O O g g
(WHO 8.4)

D1.6

Does the decision letter include the date

and place of the decision? (WHO 8.6)

D1.7

Does the decision letter include the
name of the EC taking the decision? O O g g
(WHO 8.7)

D1.8

Does the decision letter include a
statement of the responsibilitiesofthe | O | O | O | O
applicant? (ICH 3.3.6, 3.3.7, WHO 8.11)
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SECTION

ITEM A B C D COMMENTS

D1.9

Does the decision letter include the
signature of the chairperson (or other O O g g
authorized person) and date? (WHO 8.14)

D1.10

Does the EC inform investigators of its
re-review procedure, schedule/planof | O (O | O | O
ongoing review? (WHO 8.12)

D1.11

Does the EC issue suspension or
termination letters with reasons for
suspension or termination (or the
conditions of lifting suspension or
termination) clearly stated?

(ICH 3.3.9, WHO 9.5)

D1.12

Does the decision documentation

clearly explain how the applicant can O O g g
communicate with the EC? (WHO 8.11)

DOCUMENTATION AND ARCHIVING (EC systematically document and archive its activities

for a good time period)

El.1

Does the EC have and follow operating
procedures for record keeping and

archiving of all records and O O g g
communication documents?

(ICH 3.4, WHO 10)

El.2

Does EC have and follow operation
procedure for the access or retrieve of
various documents, files or archives?

(ICH 3.4, WHO 10)
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SECTION

ITEM A B C D COMMENTS

E1.3

Does the filing, archiving, accessing and
retrieving of the documents meet the
established procedures?

(ICH 3.4, WHO 10)

El.4

Does the EC maintain a complete file
or database of all the relevant
materials in each research protocol?

(WHO 10.7)

E1.5

Does the EC follow the requirement to
retain all the records for at least 3 years
after the completion of investigation?

(ICH 3.4, WHO 10)

El1.6

Could all the relevant records be

inspected by the appropriate authority? | [ | O | O | O
(ICH 3.4, WHO 10)

E1.7

Does the EC document its SOPs and
terms of reference? (WHO 10.1)

E1.8

Does the EC document the CV of all its
members? (WHO 10.2)

E1.9

Does the EC document its published
guideline for submission of protocols? O O g g
(WHO 10.4)

E1.10

Does the EC document the agenda and

minutes of its meetings? D D D D

(WHO 10.5, 10.6)
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SECTION

ITEM

COMMENTS

E1.11

Does the EC document copies of its
decision and any advice or
requirements sent to the applicants?

(WHO 10.9)

E1.12

Does the EC document all the written
documentations received during the

follow-up? (WHO 10.10)

E1.13

Does the EC document the notification
of completion, premature suspension

or termination of study? (WHO 10.11)

El1.14

Does the EC document the final report

of the study? (WHO 10.12)
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