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NECAST

This is to certify that

Name of Surveyor/Trainee

was a surveyor/trainee in the

Course on The National Ethics Committee Accreditation System of Thailand
EC Name
City, Area/Country | Date

Survey Coordinator, NECAST
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SURVEY VISIT CERTIFICATE
This is to certify that the

The National Ethics Committee Accreditation

System of Thailand

2.
NRCT

NECAST

conducted a Survey Visit of the

NAME of the REC/IRB/IEC

on m/d/y

in accordance with the
WMA Declaration of Helsinki,

WHO Standards and Operational Guidance for Ethics Review
and Surveying and Evaluating Ethical Review Practices,
CIOMS International Ethical Guidelines,
International Council for Harmonization (ICH)-Good Clinical
Practice (GCP) Guidelines,

REC/IRB/IEC Standard Operating Procedures (SOPs),
and national requirements at the time of the visit.

Signature
Name

Survey Coordinator
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54.1, 'i"IEN"IuI‘I"I‘iU'iB“QJJ (uﬂ?'mﬂlly,‘iiﬁ ‘é"nm&11ﬂ"I‘EW'i]‘l‘ifﬂ‘ﬂﬂ'is‘iﬂﬂi?%ﬂﬂﬁ-ﬂlk‘a‘ﬂuazﬁﬂW.EN
U‘i‘.:l.ﬁ‘l.m'l‘jﬁiﬂ'imﬂ uﬂzﬂqiﬁﬂauﬂﬂﬂﬂmzﬂﬁﬁyﬂqi)
a e ol .
n15Uuann (Good Practices)

A25UTUUT (Weaknesses) Jatgualue (Recommendations)

5.4.2. maduauiuujuily (Amendments)
nN13UJURNA (Good Practices)

AITUIUYF (Weaknesses) Jalgualuy (Recommendations)

5.4.3. S9847UA2IUNAINLT (ATEUIUNISHAITNUN WASNITAAGY)

nﬁdﬁﬂ“ﬁﬁ!ﬁ' (Good Practices)

F!?ﬁ“l/ﬁ!d?d (Weaknesses) Jaiauauyy (Recommendations)

5.4.4. s180uman1safliWaUszasd (nsuenUssiani anzausEna 19 Onsite/Offsite
¥94 SAE, SUSAR uan13ufjuAvas REC/IRB/IEC Mmanzas)

= aAsy CJ!I
n15UHUANg (Good Practices)

ﬂ?ﬂfﬁ"’ﬂdﬂ (Weaknesses) datauaiiye (Recommendations)
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5.4.5. nM3A59108Y (YUnULATTI8UARIUTEYNANENTIHNTS)

n15UfURTA (Good Practices)

ﬂ?‘idﬁfﬂ?@ (Weaknesses)

datauaiiuy (Recommendations)

5.4.6. n1sidsauu/dtiulasenisise (MSEUILNISHAZNSIRNISYaY REC/IRB/IEC)

n15UfURMA (Good Practices)

ﬁ?‘iﬂf"ﬂifgé (Weaknesses)

Jaianaus (Recommendations)

5.4.7. sqmmfmﬁug‘mﬁ (NFTUUNTTUAZNITIANTTVDS REC/IRB/IEC)

n1sUfjUia (Good Practices)

ﬁ?‘iﬂfﬂﬂ?@ (Weaknesses)

Yatauaiye (Recommendations)

5.5. N15IANTSLONEITULATNISNUSNYNDNES

o o
NLNEIND)

5.5.1. dina1u REC/IRB/IEC (vunnvaswuil gunsal n1ssnunaudu wazmstlesiuaaulasais

n15UfURIA (Good Practices)

msﬂ%’uﬂga (Weaknesses)

Yaiauais (Recommendations)

< a w =
5.5.2. lena1susznaviiasauagy (uudalaseniside ulluanenssunms uasududuy)

n15UfURA (Good Practices)

ﬂ?iﬂ?ﬂﬂ?& (Weaknesses)

Yalaualus (Recommendations)
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5.5.3. STUUMNTIAAULENES

mﬁ@ﬁﬁﬁﬁ (Good Practices)

A25UTUUTI (Weaknesses)

Yaigualiuz (Recommendations)

5.5.4. Msduunuiuenashegserdndniiunisuazlalasanis (asan1side)

M5UURIR (Good Practices)

A2 ﬂf‘ayﬂif?\? (Weaknesses)

Jaiausuis (Recommendations)

5.5.5. ASAUNETS

msﬂﬁﬁs‘?ﬁ’ﬁ (Good Practices)

ﬁ?ﬂli"uﬂ‘g'\? (Weaknesses)

Yataualus (Recommendations)

5.5.6. gnutayadmiumsinniu (s1eazdeansufu)

mﬁ!ﬁﬂ?ﬁﬁ (Good Practices)

A2 ?U‘E'Uﬂg'd (Weaknesses)

Yaiauaus (Recommendations)
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- - 1 ﬂ‘ 2
Section 6: Conclusions and Recommendationsau 6: waa‘gﬂua:{famuauuz

6.1. Over-all Assessment n15Uszliulae sy

msUsediulaenmsaiovasues ldde RECARBAFC S/l msUfEvthldmumanns
983 REC/IRB/IEC Fannuznssuns_ ldaasute  wasdwiididninen. lddedue  de
REC/IRB/IEC 31 SOP _ldf1aguns  Teevialunssuiunisiensaues 38 REC/RBAEC vil_1d
Aasuna(nsEauNsinnsan)  uar_ ldMmasuiamdinanszuiumsinnsan)  lnsvesda

6.2. Follow-up Action N1391379AAN Y

FIUNSHE 9 NBNTUUTIEABUEIANUVL IS AU U DA UDULY YBIAMER N TIVTUTBI
ﬁd ' o @ o e
lne 48 REC/IRB/IEC 2gaaununi1sUiulsiunly wioundngruenansmsuilunmuaiuzi
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daufl 7 : 1BnEsUUY

7.1. $99N15N1568u1 SOPs

4 s%d SOP/Aavii 39 sOP

01

02

03

7.2. $989N15NTUNATINSIRE

# SALASINITIVY AU Falasensine

01

02

03

7.3. 518M5AITATIBIIUNITUTEYY

"
=

# SWATIB9IUNITUTEYY /Uil

01

02

03

7.4. 599M IR TANTIBUWMAN 1S IlAUNIU LA (SAE)

# | svalasesnsisesavi Onsite Offsite SAE SUSAR

01
02
03

7.5. nsunaue luiRsUan13Uszgun1InIaaiusasRnnINY

msdnaueluRsUnnsUszgun1snTIssusesnan T damsenlnennedrsiasusoRun e uas
Ynauslaedniiafusesnmnn ves o RECARBAEC Waiuil Ju/fau/Al
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7.6. aydaiauauue

1A5985791a209AUTINDUVDIARIN TTUNT5D385T5UNTID8 Tunywd

01.

02.

03.

04.

05.

UfjURnanndasnuuluuisianas

06.

Q7.

08.

09.

10.

1

12.

35N1SNTUIMUNIU

13

14.

15.

16.

L7

18.

19,

20.

FBnsufinnasinisiuses

418

22.

23,

24,

25,

ANTIANITNEISHaZNITAUSh e e ngIs

26.

2

28.

29.

30.
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ﬁg:ggg REC/IRB/IEC ﬁ'l.ﬂ‘iumms'm'a'Uiaaﬂm.n1wmu*'nsiumifﬂ‘:ﬂﬁiiumﬂw’mqu NECAST
dlefuil Jusdeu/d Iﬂ&iﬂzu"n'swm‘mauﬁ:mmwlmwnuwmsmuavammsmumiﬂw'uia
uily uagldfuseslaguszsmu REC/IRB/IEC uda visil Idunuienasiifisadasiunisuiuusaufly
Lty

1. Iaseada aua::mﬁﬂiznawmﬂmznssu N3

1.1 TatmuansiluAnznssun159SEsITUNISATE

Joiauais nsvsugaunly Sudsgniunis
(Recommendations) (Corrective Action) (Compliance Date)

v o = ar o v 2 =l w
1.2 Yanmuadiunisuims (nMaaduayun1ansidu Wi uazdatineu)

valaualus msUiusunly Fuinuiduns
(Recommendations) (Corrective Action) (Compliance Date)
1.3 msiinsusuasduuardaidasyataniznssunsaiossanisisen

doiaualuz mavFinlyuily Fufigniduns
(Recommendations) (Corrective Action) (Compliance Date)

1.4 Msdnmsuauszluviiudau (uiﬂmmuasuu'm'\mﬁﬁ‘ﬁ)

dolauau
(Recommendations)

msUsusaunity
(Corrective Action)

Fuigudunis
(Compliance Date)

2. Adherence to Specific Policies

2.1 anuwionldaussumn wardaufjiAdmsunisdreda REC/RB/IEC

vaiauauus
(Recommendations)

msUSugadly
(Corrective Action)

ar d o =
AUNANYYNIT
(Compliance Date)

2.2 MUfuRnuuuInsEaunnazseiuang

valauaiuy
(Recormmendations)

msviugunly
(Corrective Action)

Fuisuduns
(Compliance Date)
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2.3 anunsouldeureddsanliunaunggiu SOPs (A msuauznIsUMS 1NITE LazaIs1Ine)

valaualue
(Recommendations)

msugaudly
(Corrective Action)

Juigudunis
(Compliance Date)

& o | aso o v
2.4 Wufluazuthiiasauaqulasiddfiun1suinsgiu SOPs (Aruauysaluazaudenndes)

dolaualus
(Recommendations)

msUsusaunly
(Corrective Action)

w oo &
IUNAUYUNIT
(Compliance Date)

wnansiiaglu SOP)

2.5 AuN3a U YR I UUNBTILAZIIENITASIRERUNES (SAudemsiduuuasy wagsen1snsivdau

YalauaUYE
(Recommendations)

msUsusaudly
(Corrective Action)

Suiiguilunis
(Compliance Date)

2.6 ArwilumsuTuURIEFuliun1suIAsgIu SOP (Anuilumsufulsuasinaituuas SOP)

dalaualuy
(Recommendations)

mssudgaunly
(Corrective Action)

Juiigniuns
(Compliance Date)

3. ANNNATUAIUVDINTEUIUNTRITTUT

3.1. yaUnIEERTIINlATINITATElfinanva

dalgualiue

(Recommendations)

msUsusaunly
(Corrective Action)

Fuiguduny
(Compliance Date)

- a a =l
3.2. fluvuyszdiulaggnrsumuniuniasauagy

volauDUUs
(Recommendations)

msUsugaunly
(Corrective Action)

ar J o =
AUNANULNTT
(Compliance Date)

3.3. NI¥UIUNTTHRI5AUT (Expedited & Full Board)

Jalavauys

(Recommendations)

msvsusaudly
(Corrective Action)

Sungniuns
(Compliance Date)
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3.4. BAUTNBUVBNNTRTITUVAMNWYBINITAR1AN (Auivendans 25855 wasmsveaudugem)

volaualE
(Recommendations)

msUsuUzaunty
(Corrective Action)

JuiAuiduns
(Compliance Date)

al

3.5. NFEUUMSARAY (Ussinnvainisindy wilsdesuses wasmisindanuiindse)

Yalaualiue
(Recommendations)

msvFuaunly
(Corrective Action)

Sudiguiduns
(Compliance Date)

3.6. ATMATUAIUTAsHITBUNIINSUSEYN (Twezidenveennsn1sussya)

LRIEPEIIE nsusudsaunty uieniduns
(Recommendations) (Corrective Action) (Compliance Date)
e =t ar v ol 5
4. msUfUanaslinnsiusev/anuiiugeu

¢ = - & _ o
4.1. T18UMIUTEYN (ANUANYTAIVBIT189UNITUTEYN NUBRe N1TRISAASILSNLAZAaIlas Ussiiu
NSRRI LASNISANEUYDIAMZNTIUNIT)

JolaUBLLE
(Recommendations)

mSunlgaunly
(Corrective Action)

Suiiguiuns
(Compliance Date)

4.2 n'i‘il,ﬂuad"s"l.lﬂquﬂﬂ (Amendments)

valauaiilz
(Recommendations)

msUsuunly
(Corrective Action)

Fusiguidunis
(Compliance Date)

4.3, 31891UAUA NN (nssuuUn

1THINTUN UALNISANEY)

dalguaiu
(Recommendations)

msUsulaunly
(Corrective Action)

Fuinudunis
(Compliance Date)

4.4. sramumgnsalliieszaed (N1suenUsunsesdng Onsite/Offsite TA2uIMUNZEY SAE, SUSAR wag
n1sUfjUAves REC/IRB/IEC iwiunzaial)

Yol
(Recommendations)

nUSulgauily
(Corrective Action)

o ol o =
FUNAULUNTT
(Compliance Date)
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= ) . |
4.5. mInsruiioy (Vunauuasswnussfiusyuamznssung)

vatauale
(Recommendations)

msusugaunily
(Corrective Action)

WUNANTUNIT
(Compliance Date)

J 1 -l or
4.6. maUeauu/AiulasaIn1s3ve (N5TUUNTSUAZNITIANTTUDA REC/IRB/IEC)

YalgualLE
(Recornmendations)

msusuludly
(Corrective Action)

Fuinnidunas
(Compliance Date)

4.7. Twauatuauysal (N5EUUMLAZN15IANTSU8Y REC/IRB/IEC)

dalaualiue
(Recommendations)

msUsulgaunly
(Corrective Action)

Juisuduns
(Compliance Date)

5. MsIANTIstENaTTHaTNIsIUTnYenans

ar A ¥ o o a ool e
5.1. §11in9u REC/IRB/IEC (Wu#l aunsal ms§nwianudy wazmistasiuanudasaieiiieae)

dalaualiye
(Recommendations)

msususaunly
(Corrective Action)

SuBGUTUNT
(Compliance Date)

= = =
5.2. wnasUsznauiasauagy (luunulasen1side uluAmznIsuns uasuiluduy)

Jolduous mafiulgaunly (Corrective Suiinudunns
(Recommendations) Action) (Compliance Date)
5.3. sLUUn1sdaiiuenans

dalavaius msUsugaunly Fuiguilunts
(Recommendations) (Corrective Action) (Compliance Date)

o al Y i o = oo
5.4. Msduunuiuenaragssndnaniiunisuazlalasinis (1assn1side)

valdualiue
(Recommendations)

msusudgeunly
(Corrective Action)

Fuisuduns
(Compliance Date)
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5.5. NSLAVENEISa17S

Jaiaveuus msuSinssoudly (Corrective Sumanidunts
(Recommendations) Action) (Compliance Date)

5.6. gudayadmiunisiiany (swazdoansuiiu)

dolguauu msUiugaunily Fuiendunis
(Recommendations) (Corrective Action) (Compliance Date)

Inviuaunsuiududluloe :

s

=
AU :
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N1IATITAAAIUNIITUTBIAMAINAUENTINNTITB533UN5398Tunywe (Follow up)
@1"1Lﬁumsmu%muauusmnTlm'mﬂﬁm’m%’wmqmnmmusn‘:ﬁumsﬁ}%aﬁﬁumﬁfﬁ’a’luuwe?
o : o o o ar o
UaAUMSUSUUTIUALY8Y ...... 30 REC/IRB/IEC....... Wiaduil .. Su/dauAl...

] g ununTUSUU Uy :
UDLAUDUUSHAN YDLaUBLUY
; g o e REC/IRB/IEC
Major Recommendations . p Comments
Corrective Action
=
UIRNIFIUN 1: O wmaneay
InssaiauazesrUsenaues O Blwisrze
ARIENTINNTTI385TIUNTITE Ty (58U......)
=
HNIFIUN 2 O wiza
UfjURaenadasiuulauisans B Wommes,
i (3gy.........)
=
U6l N 3: O wuvau
BNMIAsUINUMIL @ lilinrns
) (8%, i)
=
ANATFIUN 4 O wiugau
TMsUfuRnadanssuseyay & i,
Wuzey (s¥y........ )
19537 : O wnvau
o & ar
N15INNIILBNAITUAZAISIAUTNIN - A—
Lenans (5 )

! dmdenussiiuiiasnnulnegnraeiuses
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UDLAUDLULINULAY
O lLififaudluiudiy
O TUTAAUUATUEATOY (S )

O fiusediud Ay ATIBITTOUALY (53U )

HARTAAAMIN :

= a2 o
(99 LagareLyun)

SN - T B
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Z RECOGNITION
WARD

-,-;'{,;},%_ - el -&»\\
"”f;‘!?-fj;1-111[1-i7,\‘~'\1\\\’ '

National Ethics Committee Accreditation System of Thailand (NECAST),

National Research Council of Thailand (NRCT)

hereby presents this certificate to

Name of the REC/IRB/IEC

in recognition of its compliance with international and local standards on ethical review
at Thailand Research Expo ...., Bangkok, Thailand
Date/Month/Year

Executive Director
National Research Council of Thailand

Approval and Expiry Date : 20XX XX XX - 20XX XX XX

&

ST




&\'L \

"‘f/;;»% AW

by s

National Ethics Committee Accreditation System of Thailand (NECAST),
The National Research Council of Thailand (NRCT)

hereby presents this award to

Name of the REC/IRB/IEC

in recognition of its compliance with international and local standards on ethical review
at Thailand Research Expo 2023, Bangkok, Thailand
Date/Month/Year

(vorereerere.Name................)
Executive Director
National Research Council of Thailand
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57897 U 52T U URIANIEN TTUN1TTIUSTTUNTT AN LA TUNITTUTDIUSERNT Wbl

Formznssunis (ne)
Name of REC/IRB/IEC
(English)

anufinase
(Contact Address)

FoRUszanuduLay UL
(Contact Person and
Position/E-mail)

ANIENTIUNITIILETIU finsunsieelusivioli [ 14 [ ] lud
REC/IRB/IEC Is there an appointment of a new REC/IRB/IEC [ ]Yes [ 1No
o1&l TUsauuy Membership roster 178 (If yes, please attach membership roster)
fnsustsdenssunsaulmiunusufuvdsl] [ 14 [ 1%
Is there an appointment of new members [ 1Yes [ 1No
il nesumsenbnifidrouioa............au (f yes, number of new members is......
Jousvsun
(Chair)/E-mail
%aLamL‘lmﬂ
(Secretary)/E-mail
Feudunsinsgiu (Sops) | fn1susuuse SOPs viel [ 14 [ 1k
Is there SOP revision [ ]1Yes [ INo

adl Wunis [ ]U%’uﬂqeﬁgwm [ ]Usuugeunaum
If Yes, revision is [ ] All SOPs [ 1Some SOPs
Tusauuude SOPs ﬁﬂ%’uﬂqa wag3y Version/Date 1A

Please attach list of revised SOPs with version/date

Tasansideitasalui
Useau (Protocols approved
through full board review)
(lRWILIEAU 2)

Usztnvilesansideanlugidu (Common types of
protocols reviewed at full board is)

[ ] #1(Drug)

[ ] wiesflounyd (Medical device)

[ 1 msifedmsuwnedu q (Other type of

AIIUNIMUA (Total)...........

biomedical research)
[ 1 Seccial science/behavioral research
[ 1 Educational research
[] #u g (2 N
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Trssnsiteiifesanlagis
L39RIUAT95R (Protocol
approved by expedited
review)

FuIUanLA (Total)...........

Uszivlasansisedulvgiliu (Common types of
protocols reviewed at full board is)

[ ] @1 (Drug)

[ 1 winaliouwne (Medical device)

[ 1 msidedanisunngdu q (Other type of
biomedical research)
Social science/behavioral research
Educational research

Bu S o

A15UseYs (board meetings)

73U (humber)...........AS

o o a a4 I3 '
Shuuivesenidniiiosainesrussyulinsu (number

canceled due to quorum not met).............

Puidiiunswdnaseny
ukuNsUUUsiauerony
F¥UUIUTBIRMNINY (Work
accomplished according to
approved corrective action
plan)

yfigalalldfniiums vie
audunisliuduaianiu
uaun1sUsuUgeTaussiany
FYUUTUTOIRUNTN

(Work in progress or not
yet initiated according to
approved corrective action
plan)
nyanszymaNalunsaiiilsl
annsasiuniseananle

Usudussussnndetiymitny
(Ethical issues/challenges)

AU (SIBNatUre) o e,
o (Printed Name)
Fuft (DAt : e
ALY (POSTHON) 2o

K31897 (Report submitted by) :
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dmiuidvitiafl NECAST (For NECAST Officer)

[] ﬁagaﬁﬂ‘iaﬂﬂwﬁ’m oAU (Information provided is complete and clear)

P £ ) ) .
[ 1wnarsidndudoawuuinsie asudau (All reguired documents are attached)
[ 1 vetoya/Aona siRadsl Y. s

ALY NUTEUUSUTE Y

[ 1 wauslinisSusesaiidas
ey IJ L3 l‘
[ 1 auslinisnsaadend Wowin. ...



s
@2“”’ SIDCER SELF ASSESSMENT TOOL

(T~

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 recognition
programme, an IEC/IRB will complete this form as an initial step of surveying and evaluation to be

recognized by SIDCER.

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:

NAME OF THE EC:

ADDRESS OF EC:

MAIN CONTACT (NAME) FOR EC:

BRIEF INTRODUCTION OF THE EC:

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not complete/never, D: N/A



T

AR

%gg%eﬁ SIDCER SELF ASSESSMENT TOOL
[

Year established:

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

BRIEF INTRODUCTION OF IEC/IRB STAFF AND MEMBERS

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not complete/never, D: N/A



T

AR

%gg%eﬁ SIDCER SELF ASSESSMENT TOOL
[

Q
(0]
mn =

Affiliation(s)
Yes No

L] [

Name Profession & Credentials

N
Y Y Y e Y e O e e Y e Y
Y Y Y e Y Y e Y e Y e e Y Y

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not complete/never, D: N/A



e,

W SIDCER SELF ASSESSMENT TOOL
e

N
e T Y Y e e e B

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not complete/never, D: N/A

I Y Y e e e Y B O
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STRUCTURE AND COMPOSITION OF EC
(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)

All

Does the EC have at least 5 members?
I oo 0| [P RN

Al.2

Do the members contain a diversity of
N L] L g

gender?

Al3

Does EC have at least one non affiliated

member?
(ICH 3.2.1, |:| |:|

WHO 4)

[ ]
[]

Al.d

Does the EC membership contain non scientific

member or lay person?

[ ]
=]
[
[]

(ICH 3.2.1,
WHO 4)

Al5

Does EC membership consist of members with
appropriate expertise for the research reviewed?

(ICH 3.2.1, WHO 4)

Al6

Does the EC describe the party responsible for
appointing members? (WHO 4.1.1)

ALl.7

Does the EC members posses the required
experience, knowledge, skill and relevant

abilities to perform their duties?  (WHO 4)

Al1.8

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

(WHO 4.1.2, ICH 3.3.1)

[ ||| (5 T
[ [ ||
Wy Cr Ny
1| i N

Al19

Do the EC terms describe the duration of

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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7

appointment for its members?

(WHO 4.2.1)
A1.10 Do the EC terms describe the policy for the
renewal of appointment for its members?
(WHO 4.2.2)
Al.11 Do the EC terms describe the disqualification
procedure of its members?
(WHO 4.2.3)
Al.12 Do the EC terms describe the resignation

procedure for its members?  (WHO 4.2.4)

A1.13 Do the EC terms describe the replacement

procedures for its members?

(WHO 4.2.5)
Al.14 Does the EC maintain a list of all its members
with their current CV.?
(ICH 3.2.1)
Al.15 Does EC member sign a confidentiality
agreement? (WHO 4.3.3)
Al.16 Are EC members willing to publicize full name,

[ NSRS
) [T | | el S
[ I
R 1 W N O O Y - Y

profession and affiliation?

(ICH 3.4. WHO 4.3.1)

ADMINISTRATIVE REQUIREMENTS.
A2 (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 meet its functions and I:' I:' I:' I:'
responsibilities? (WHO 4.4)
A2.2 Does the EC have a description of requirements
for holding offices? I:' I:' I:' I:'
(WHO 4.4)

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A




A2.3
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Does the EC policy describe duration,

disqualification, resignation and replacement I:' I:' I:' I:'

procedures for its offices?

(WHO 4.4)

A2.4

Does the EC have documentation explaining the

duties, obligations and responsibilities of its

[]
[]
[ ]
iy

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?

(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

IS [
-5 R
PPPEEY ™, N
L1 O O | O

public upon request?

(WHO 4.3.2)

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 I:' I:' I:' I:'

introductory and ongoing training?

(WHO 4.7)

A3.2

Did members of the EC receive an introductory

training? (WHO 4.7)

A3.3

Are EC members continually being trained to

enhance their capacity for ethical review?

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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(WHO 4.7)

A3.4 Does the EC review and document trainings

obtained by its members and staff? |:| I:' I:' I:'

(WHO 4.7)
MANAGEMENT OF CONFLICTS

Ad
(EC should have a policy to address conflicts of interests)

Ad.1 Does the EC have a process of managing,

minimizing or eliminating conflicts of interest? I:' I:' I:' I:'

(WHO 4.1.3)

ADHERENCE TO SPECIFIC POLICIES

(EC to have appropriate management and operational procedures for optimal and systematic conduct of

ethical review)

EC MANAGEMENT
o (EC to have terms of reference)
B1.1 Does the EC have terms of reference which
includes its scope, objectives, activities, I:' I:' I:' I:'
organization and management?
(WHO 4)
AVAILABILITY OF SOP
i (EC should have an SOP that covers its function and activities which they comply with)
B2.1 Does the EC have written SOP?
(ICH 3.2.2. WHO 4) |:| |:| |:| |:|
B2.2 Does the SOP cover all functions and reviews
undertaken by the EC? I:' I:' I:' I:'
(ICH 3.2.2. WHO 4)
B2.3 Does the EC comply with the written SOP?
(ICH 3.2.2. WHO 4) |:| |:| |:| |:|

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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B2.4 Is the SOP reviewed and revised as necessary?

[]

[]

[]

[]

B2.5 Does EC make their SOP publicly available?
(ICH 3.2.2.)

u

[]

N,

[]

SUBMISSION GUIDELINES AND PROCESS
B3
(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)

£ LA

B3.2 Does the EC have an application form?

(WHO 5.2.2)

B3.3 Does the EC indicate the format for submission?

(WHO 5.2.3)

B3.4 Does the EC indicate the number of copies of
application to be submitted?

(WHO 5.2.6)

B3.5 Does the EC indicate the application procedures
for protocol amendments and continuing

review? (WHO 5.2.2)

i~ ) 2 e
B -5 N
FripeEmL =, O\ =
AN\ RO

B3.6 Does the EC have an informed consent

guidance/template which it made available to

b |
[]
L]
[]

investigators to help with the preparation of the

document?

B3.7 Does the EC have a registration procedure

[y
L]
[ ]
[]

(tracking system) for the applications made for

review?

B3.8 Does the EC specify the name and address of

the EC secretariat to whom the application I:' I:' I:' I:'

should be submitted?
(WHO 5.2.1)

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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B3.9 Does the EC have means of acknowledging

applications made to them? I:' I:' I:' |:|

(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?
wosziy | |LILIL

B3.12 Does the EC indicate that application forms
should be signed and dated? I:' I:' I:' I:'
(WHO 5.3.1)
B3.13 Does the EC request that protocol be submitted
together with supporting documents and I:' I:' I:' I:'
annexes?

(ICH 3.1.2, WHO 5.3.2)

B3.14 Does EC request submission of the project

summary and diagrammatic representative (flow I:' I:' I:' I:'

chart) of the protocol? (WHO 5.3.3)

B3.15 Does EC request submission of a description of

the ethical considerations involved in the I:' I:' I:' I:'

research? (WHO 5.3.4)

B3.16 Does EC request submission of case report

forms, diary cards and other questionnaires I:' I:' I:' I:'

intended for research participants?

(WHO 5.3.5)

B3.17 When a research involves a study product does

the EC request submission an adequate I:' I:' |:| I:'

summary of the study product?

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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(ICH 3.1.2 WHO 5.36)

B3.18

Does EC request submission of the investigators |:| |:| |:| |:|
CV? (ICH 3.1.2 WHO 5.3.7)

B3.19

Does EC request submission of the materials to

be used for the recruitment of potential
[ 4

research participants?

(ICH 3.1.2 WHO 5.3.8)

B3.20

Does EC request submission of the informed

consent form? I:' I:' I:' I:'

(ICH 3.1.2 WHO 5.3.10)

B3.21

Does EC request submission of a statement

describing any compensation for study I:' I:' I:' I:'

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? I:' I:' I:' I:'

(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 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 proposed study?
(WHO 5.3.16)

B4

MEETING REQUIREMENTS

(EC should have documented meeting requirements which they comply with, quorum and professional

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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requirements)

Bd.1

Does the EC meet regularly on scheduled date

announced in advance? I:' I:' I:' |:|

(ICH 3.2.2 WHO 6.1.1)

B4.2

Does the EC form a quorum before holding its

meeting? (WHO 4.5) |:| I:' I:' I:'

B4.3

Does the EC require that at least one non

affiliated member and a non scientist be part of I:' I:' I:' I:'

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 I:' |:| I:' I:'

procedure for the minutes?

(WHO 4.5.2)

COMPLETENESS OF ITS REVIEW PROCESS
(EC review protocols and its supporting documents in a timely fashion according to an established

procedure to protect the interest of research participants)

C1

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

which is complied with)

Cl.1

Does the EC follow the operating procedure for

review? I:' I:' I:' I:'

(ICH 3.3, WHO 6)

C1.2

Does the EC review protocols and all relevant

documents within a reasonable time frame? I:' I:' I:' I:'

(ICH 3.1.2, WHO 6.1.2)

C13

Does the EC have an established procedure for

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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expedited review?

(ICH 3.3.5, WHO 6)

Cl4

Does the EC indicate the nature of the
application, amendments, continuing review
and other considerations that 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)

Cle6

Does the EC have an established procedure for

full board review? (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)

C18

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)

C2

ELEMENTS OF REVIEW

conduct and ethics)

(EC to have a policy and procedure for review, elements reviewed should include the scientific design and

c2.1

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

(WHO 6.2)

[]

N

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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C2.2 Does the EC review the scientific design and

conduct of the study?

(WHO 6.2.1)
c23 Does the EC review the justification for the use
of control arms?
(WHO 6.2.1.3)
c24 Does the EC review the criteria for prematurely

withdrawing research participants?

1] ][ o O
My, ™ S
I N SRR Nl |
Cv NG

(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 I:' I:' I:' I:'

data safety and monitoring board (DSMB)?

(WHO 6.2.1.6)
c2.8 Does the EC review the manner in which the
results of the research will be reported and
published? |:| |:| |:| |:|
(WHO 6.2.1.8)
C29 Does the EC review whether the risk posed to

research subjects is reasonable in relation to its |:| |:| |:| |:|

anticipated benefits?

(WHO 6.2.1.2)

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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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 arrangements for obtaining I:' I:' I:' I:'
consent?

(ICH 3.1.6, WHO 6.2.5.3)

C2.14 Does the EC have and follow the established

procedure to determine if the vulnerable
[l N

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 I:' I:' I:' I:'
research relevant to their participation?

(WHO 6.2.5.4)

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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Cc2.17 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)

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 I:' I:' I:' I:'
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 I:' I:' I:' I:'
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
L O

subjects are properly protected?
(ICH 3.1.6)

C2.23 Does EC have and follow procedures of
HiEEN

determining whether the method used to

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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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)

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 from which participants are I:' I:' I:' I:'

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 in research involving I:' I:' I:' I:'

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 |:| |:| |:| |:|

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 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 offered to participants?

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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(WHO 6.3.2.3)

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 individuals? I:' I:' I:' I:'

(WHO 6.3.6.3)

C2.34 Does the EC review proposed community

consultation during the course of the research? I:' I:' I:' I:'

(WHO 6.3.6.4)

C2.35 Does the EC review the extent to which

research contributes to capacity building within I:' I:' I:' I:'

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 concerned communities I:' I:' I:' I:'
following the research?

(WHO 6.3.6.6)

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

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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(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)
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
L e

(amendments) of research protocol?

(ICH 3.2.7, WHO 9.3)

C34 Does the EC have documents required for

continuous review and is this list made
L0 O

available to investigators?

C3.5 Does the EC consider the submitted relevant
information and documents in its continuing
. < B | | (=
(WHO 9.3)
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 I:' I:' I:' I:'
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

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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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 I:' I:' I:' I:'
opinion of an appropriate amendment?

(ICH 3.3.7)

C3.11 Does the EC specify that the investigator should
promptly report to the IRB/IEC any deviations I:' I:' I:' I:'
from, or changes of, the protocol to eliminate
immediate hazards to the trial subjects?

(ICH 3.3.8, WHO 9.3c)

C3.12 Does the EC specify that the investigator should
promptly report to the IRB/IEC changes I:' I:' I:' I:'
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 I:' I:' I:' I:'
reactions (ADRs) that are both serious and
unexpected?

(ICH 3.3.8)

C3.14 Does the EC specify that the investigator should

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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promptly report to the IRB/IEC any new
information that may affect 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 completion of a study? I:' I:' I:' I:'
(WHO 9.6)
C3.16 Does the EC require the applicant to submit in

writing at the completion of the study a final

report describing how the study was conducted I:' I:' I:' I:'

and a summary of the study results?

(WHO 9.7)

a 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)

ca.2 Does the EC record in its minute members

present for each meeting, members voted and |:| |:| |:| |:|

all the actions 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 I:' I:' I:' I:'
disapproval and termination/suspension of any

prior approval? (ICH 3.1.2)

c44 Does the EC have an approval procedure for its |:| |:| |:| |:|
(WHO 6.1.3)

minutes?

cs DECISION MAKING PROCESS
(EC should have a procedure for decision making and members should participate in the process)

C5.1 Are decisions only made in meetings where a

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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quorum is present?

(ICH 3.2.3, WHO 7.3)

C5.2

Does EC ensure that only members who

participate in the review should participate in

[]
4
[ ]
[]

the decision?

(ICH 3.2.4, WHO 7.5)

C5.3

Are all relevant documents required for full
review available and considered before a

decision is made? (WHO 7.4)

c54

Does the EC have a predefined method of
arriving at a decision e.g. by consensus or vote?

(WHO 7.6)

C55

Does the EC ensure that members with conflicts
of interest are not part of the decision?

(WHO 7.1)

C5.6

Do the EC members have sufficient time to
review and discuss before a decision is made?

(WHO 7.2)

C5.7

When a decision is made to re-review a

(1) SNSRI || | ||
| | RS L[S
LI Fimmmm) . =
ISP [ N N O I P

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? I:' I:' |:| I:'

(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)

D1.1

Are the conclusions of a decision

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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communicated in writing to the applicant within I:' I:' I:' I:'

14 days?
(WHO 8)

D1.2 Does the EC clearly specify areas that need to

be revised when communicating a provisional I:' I:' I:' I:'

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?

(WHO 8.1)

D14 Does the decision letter include the specific

]
[
LN
[]

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)? |:| |:| |:| |:|
(WHO 8.4)
D1.6 Does the decision letter include the date and
place of the decision? I:' I:' I:' I:'
(WHO 8.6)
D1.7 Does the decision letter include the name of
the EC taking the decision? I:' I:' I:' I:'
(WHO 8.7)
D1.8 Does the decision letter include a statement of
the responsibilities of the applicant? I:' I:' I:' I:'
(ICH 3.3.6, 3.3.7, WHO 8.11)
D1.9 Does the decision letter include the signature of
the chairperson (or other authorized person) I:' I:' I:' I:'

and date?

(WHO 8.14)

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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D1.10 Does the EC inform investigators of its re-review
procedure, schedule/plan of ongoing review? I:' I:' I:' I:'
(WHO 8.12)
D1.11 Does the EC issue suspension or termination

letters with reasons for suspension or |:| |:| I:' I:'

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 I:' I:' I:' I:'

with the EC?
(WHO 8.11)

DOCUMENTATION AND ARCHIVING

(EC systematically document and archive its activities for a good time period)

E1.1 Does the EC have and follow operating

procedures for record keeping and archiving of I:' I:' I:' I:'

all records and communication documents?

(ICH 3.4, WHO 10)

E1.2 Does EC have and follow operation procedure

for the access or retrieve of various documents, I:' I:' I:' I:'

files or archives?

(ICH 3.4, WHO 10)

E1.3 Does the filing, archiving, accessing and

retrieving of the documents meet the I:' |:| |:| |:|

established procedures?

(ICH 3.4, WHO 10)

El1d Does the EC maintain a complete file or

database of all the relevant materials in each |:| |:| |:| |:|

research protocol?

(WHO 10.7)

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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E1.5 Does the EC follow the requirement to retain all

the records for at least 3 years after the

)
ol
[]
[]

completion of investigation?

(ICH 3.4, WHO 10)

E1.6 Could all the relevant records be inspected by
the appropriate authority?
(ICH 3.4, WHO 10)

of its meetings?

L O L
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? I:' I:' I:' I:'
(WHO 10.4)
E1.10 Does the EC document the agenda and minutes
L0 L

(WHO 10.5, 10.6)

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 I:' I:' I:' I:'
termination of study? (WHO 10.11)
El.14 Does the EC document the final report of the
study? (WHO 10.12) |:| |:| |:| |:|

A. complete/adequate/always, B: partially complete;sometimesnot adequate, C: not completenever, D: N/A
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