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1.2 Folpsans3de (Protocol title) (English)
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[] Case-control [] Laboratory experiment [ ] Diagnostic test
[ Applied research L1 R/D L] Clinical trial
[] Bioequivalent [ ] Cohort L] Other (specify) .....cccooeee...
3.2 38015 / widesdle 7MAluns98 (Methods involved the followings) (Fanlénanado)
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[
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[J  Behavioral /psychological intervention
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O gtheniedn (Mentally ill subjects)
O ez vsedtessesiineaas®in (Cancer or terminally ill subjects)
[ 1fingau 150 Lﬁﬂmqﬁ‘hﬂdw 18 U (Neonates/infants/children, aged <18)
[0 §U3s HIV tand (HIV/AIDS)
O ﬂﬁjmuﬁ%’mlﬁasﬂuamuﬁ%a WU BnAIN3T (Institutionalized e.g. orphanage)
[] t}ﬂﬂifﬂﬁﬂﬁa %umjuﬁaa WU 1.7 (illiterate subjects or Minorities e.g. hilltribes)
O gladsdudayy wu dniSeu gnang s (Subordinate e.g. students, employees,
soldiers)
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LWNUNAI98 (Research staff)

000 O
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The Thaksin University Ethics Committee on Human Research

22 Moo. 2, Baan Prao Sub-District, Papayom District, Phatthalung, Thailand 93210.

Certificate of Approval
The Research Ethics Committee of ..............................has approved the following study which is to be
carried out in compliance with the International guidelines for human research protection as Declaration of
Helsinki, The Belmont Report, CIOMS Guideline and International Conference on Harmonization in Good Clinical

Practice (ICH-GCP)

Study title D s
Study code Do REC-..oierean.
Principal investigator : ...

Coinvestigator

Study center
Review method :  Expedited/Full board

Continuing report : At least once annually or submit the final report if finished/Every 6 months/...
Document reviewed : 1. Submission form version ............. dated ..o

Full protocol/proposal version ............. dated ..o

Participant information sheet version ............. dated ..o

Informed consent form version ............. dated ..o

Data record form version ............. dated ..o

Curriculum Vitae

(Others)..eneeenean.

N kR LN

SIGNATUIE e

Chairperson

Date of approval

Approval expire date



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

All approved investigators must comply with the following conditions:

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

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

3. Report to the REC Board any serious adverse event or any changes in the research activity, according to the
Standard Operating Procedures;

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

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

6. Complete and submit the final report form to the REC, as soon as possible after the completeness of

research.

* Alist of the REC members (names and positions) present at the meeting of the REC on the date of approval

of this study has been attached. All approved documents will be forwarded to the principal investigator
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The Thaksin University Ethics Committee on Human Research

222 Moo. 2, Baan Prao Sub-District, Papayom District, Phatthalung, Thailand 93210.

Certificate of Exemption
The Research Ethics Committee of .............cc..e.........has exempted 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, International Conference on Harmonization in Good Clinical

Practice (ICH-GCP) and 45CFR 46.101(b)

Study title D s
Study code D s
Principal investigator : ...
Co investigator D s
Study center D s
Document reviewed : 1. Submission form version ............. dated ..o
. Full protocol/proposal version ............. dated ..o

. Participant information sheet version ............. dated ..o

. Data record form version ............. dated ...cccoovevee

2
3
4. Informed consent form version ............. dated ..o
5
6. Curriculum Vitae

7

. (Others)..eenn..

SIGNATUIE e

Date of Exemption D s

Note No continuing review required
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(Protocol Amendment Form)

fuuzih: ngan v lugesiRedesuasiuuionans ddndy

Ialasanis

RHIDLAVIATING v : Study Code.....mrvvormrrrcer.

K{Aduman: UBU:

Sponsor:

1. d@ulpresnsiveninsasuniad (@190U1NNINTIeENe)

Which part of the study do changes apply? (more than one is possible)
Protocol

consent form

investigators

Other (SPecCify) ..oveeeieieeseeeees

2. seymsiasuwdasiazmena tnsaglusmnadssuiiey

(List all proposed change(s) and rationale for change(s) (detailed documents can be attached)

3. MswasundasiinansenuauanudsaasUselevuneanaadnnseg1als (How will the amendment

affect the risk and benefit for the subjects?)
arwidesens O increased O same O decreased

Uselowdena O increased O same O decreased
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(How does the amendment affect the informed consent?)
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1
2
3
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TUsANTU MIasuLUae i lanaaan e suA UL UIINAMENITUNITISEFITUNITITULAT

(Study amendments may not be instituted until written approval from the ethics committee is

received.)
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(Review Report of Amendment)

nuU8LalATINIG. Folpsans (ve)

..................... (English)

YoRITENAN

NUBY

F9ElATINTS (f13) atuayun1side

drufiudly Wasuulas AR O ICF OB O Others.........

O Wasuwlasdntes [ wWaguwlauin

Uii&lﬂ&laiﬂnﬂittmﬂ wasunUas (Descriptive summary of the amendment) :

UMANANITVIUNIULUY expedited review process: O o O Taile

Jafia15aun (Consideration):

O laiiedves

1. \N9ARY/AnBan Wdyay 0 T O lafly
N/A
L , o O ldifendes
2. 9ns@U risk/benefit g 0 T O lafly
N/A
- , o O ldifentdes
3. PNENSNNSVBALTULBUVL L AL 0 T O lafly
N/A
4. NSty Wasukuag O wWasuwlaadniae O wWasuwiasunn (@i full-board
5. NANITANTU O $uns1u (gilegf3d vi3e investigator brochure)
[ wiuveu
[ Winveunaawiludntias

O wwdmansanlupnenssunisiuga (full board)

d5unan1sNasan / Jalduauus (Suggestion/Recommendation)

ﬂiiilﬂ’]iﬁlelVIUVI’JUﬁ\‘l‘Uﬂ&I

( ) Yuil / /

wanewe e liviunsanANAnTinluluLNeft wdadandunng d1inuAnznssunMsAassINndY A1elu 5 Juinig




R . .. AF 06-03-R00
s AMZNITUNITIILFIINTINE TUAL URINeaevindes o
A Fuil 25 ey 2567
417) WUUTIB9UANNA TN TATINITITY ) 3
U1 1 U89 2 %N
(Progress Report Form)

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

IhSuanuiiueunsausniud : | lasuanuiiuveaunseaigaui AUDVBINITINGY
/ / / / L1 o 3ideu LI wn 6 iiteu
[ &uganiside vdeldiiu 17

MNUATLATING, oo UATUAAUA / /
olasens
(IVIB). ..o
(ENQUSI ettt
Hdevan:
1 | Have the data collection begun? Yes
No Goto7
2 | Have data been obtained directly from human participants? Yes Go to 4
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)..ceeeerreieeee s
6 | Have there been any unexpected adverse events previously Yes AFULLUUITIEIUY
reported to REC? Please specify No. of SAE No
FEPOM e
7 | Are there changes to the protocol or consent forms not previously Yes AFAULUUITIBIUY
reported to REC? No

8 | Explanatory Note: (if any)
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(Progress Report Form)
ﬂ??MLﬁuﬁUaﬂﬂiiuﬂﬂiéﬂUﬂ’Ju L ettt eeeee et eeeeeeeteeeeeeteseeeeeeetttaeeseeettttneeeetttteeetttt——.ttttt—eteetttt—eeetta———.—ttttaeetttaaeaetraraaeetrrrn.s
ALY DIANIENTIUNTS:
ST Y Y
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(NP} wuuasuTeumanIsallineUszasfsens
(Serious Adverse Event Report Form)
MBuas ngaunnsenuuuNefuLazuyuenasiiandy (Please fill in the form and attach documents if necessary).

o
¥alATINIg

MNWULasﬂiﬂiﬂﬂqi.
(lne)

1.

(English)
ussgnawsnsallificdsasd viselamiieusslaege (Brief description of the serious adverse event or

problem)

\de33n (death)

ANAINABAIN (life threatening)

2.

Y .
AU (Seriousness):

23y

N Y 1 Ve
fivoualuniian?
LT U Y

Useidiulag.

naaws (Outcomes):

n1suszliumanisal wselsyvn (Evaluation of event or problem)
(Ir¥nwlulsmenuiaviosglulsaneiuiauiuiiu) new/prolonged hospitalization
a1 (Already mentioned in-investigator brochure)

ﬁ%’agaszq“lumnms%’agaém%’uéﬁumﬁﬁﬂLLE’h (Already mentioned in the patient information sheet)
Taila

Taudunusnuen/asn1s/wnsediendnen (Relationship with the investigational drugs/procedures/devices):
Nt UAUUNI5ITY (sponsor)
11azLAeUes (probably)

Yazifieatos (probably)

ANIUTEMUAANEINTE (disability)

AN1TuFnLLR (congenital anomalies)
)

1

Wy

W

K338 (investigator)
#398

97191827049 possibly

Tains1u (unknown

9719LAYIB3 possibly
157U (unknown

131510 (Uunknown
13im57U (unknown

b4 ddy b4
2INITRYLA Y/ AVULLAD
(resolved/improved)

91 sdsliiluAsunyas (unchanged)
91NTueas (worsened)
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wuuasuTeumanIsallineUszasfsens

YN 2 DY 2 YU

(Serious Adverse Event Report Form)

\d@e330 (fatal)

ﬁsﬁaaﬂa (not available)

fa o ¢a v o

AudIdenineadas (Site involved): \Wnfigudideieglunnuuiinvauvaslssngua

Y

\infigudidedun (other sites)

N15W319U1Y895338  (Investigator considerations):

1. Iﬁ‘ﬁa;&ammaﬁmLLaz"Uammguaa:uLﬁmau (Notification to human subjects using new or additional informed

consent). AnluNgviudl (required immediately)
6‘1”1Lﬁuﬂ1iLﬁammaﬁﬂsumur;ﬁﬁ"aiumsﬁwmaﬂ%y’aﬁmiﬂ (required for the next appointment)

laidaauds (not required)

2. WaguuUas vsengan1533e (Change in or suspension of research). NYANTIIY suspension
fnsiasundas (change)

laifmemiiunis (no action required)

dm¥unsIuN15/aYnIsuNIs WNa15a SAE (SAE subcommittee considerations):

1. ndeyaoranainsuayvennudugauiiisiiu (Notification to human subjects using new or additional informed
consent). FUTUNIIUN (required immediately)
allumalenaadasumuidelunisdanineassdnly (required for the next appointment)

laifioauds (not required)

2. WaguuUas vsengan1533e (Change in or suspension of research NYANITIVY suspension
fimsasuulas (change)

laifiogeiiuns (no action required)

3. UNTU (Acknowledgement)

Comment :

Note: n1saifiunsynagnsfosindifinnsanlunsussyuanznssunsdugy (AU actions have to be referred to full
board).

UTEEMUDUNTIUNTTAIU I eeeennnnnennenseseesssssssssssssssssssessssssssssesssssees et seses e 1V R A

Chair of SAE subcommittee signature
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U 1 999 1 %N
(Serious Adverse Event Summary Sheet)
¥91n39015398 (Study Title) : wNeLAYlATINTG
SWALATINN5I8 613 (Study Code) : (REC NO)....0.cc.ce
i e YU | 5189U
anwmzmqmiﬂﬁuwe IJUNLAA — ATILIN 13 - ANLLUZU/NITUL UG
. | (CloMs . (Date of | AueIIY - o . UssiuaLie
a1y Useaan (Date of (Initial) | AARY NAANS (Opinion / Action
o Case Follow (Site) (Causality
7 (Description of Event) (No. of | (Follow | (Outcome) Suggested)
No.) up) Assessment) )
Adverse Events) (D/MYY) similar up) (AULWUVBY REC)
(D/M/Y) Y .
event)** | AIM
2
3
S A foe

FIITULAY (REPOITE DY) oo (oo )
NAFUMNUNIULAY (RevViEwed DY) ... (et e ). AT /e, YA
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]
wva o

wuussuNsisauy/nshivjiangenadas

W1 1 999 1 %N
(Deviation / Non-Compliance / Violation Report)

MNLEUlASINIG. HolAsenis
......................... (lne)
(English)

S9ELASINIS (013)

TPRVEIE Insdnsidnsie.:
anu: Insénvinnse.
AatiuayunsIde: InsAnsidnsie.
|:| Jeauuanlaseniside (Deviation from protocol) I:' Minor
[] awdin (violation) [] major
[[] lhisenadesiundnnis (Non-Compliance)

ussgeay (Description):

NAANS (Outcome): Afiun19ae19ls (Actions taken):

WULAE (FOuNd BY): oo 1891UlaY
(Reportedby).....ccovvvereereinnn.

ST A Y ST A o

@ Ya .. .
mmmumimmsgwmsmmumu/muauuz (Opmlon/Recommendatlon)

NITUNTENUNTURIUI e (e ) W y—

ANTAIUAVDIAENTTUANT:

USEFNUAENTTUATTATU I e (o, )

ST A —
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wuuTenulasInsEIaENysal

(Final Report Form)

Y1 1 U0 1 UL

nueLaulAIINIG Halasenis (nwnlne)
..................................... (English)

Protocol Title (Thai) :

Eng. :

Study Code :

Principal Investigator:

Phone number:

E-mail address :

Sponsor’s Name

Address:

Phone :

E-mail :

Studly site(s):

Total Number of study participants :

No. of Study Arms:

Number of participants recruited in the study:

Study materials:

Treatment form:

Study dose(s):

Duration of the study

Objectives:

va o v
AU VUN. Y S YN

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

Reviewer’s comment:

Reviewer’s Signature..........ccccveeveveeveeieeeeenann (e, ) dated...../ .. YA
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3

3

Darvens p

KUUIIEIUNITVBNYALATINTINNBUNNIUA

(Report of Study Termination)

N 1 U89 2 BT

PINLLAY Holasens
1AS9ANS. (lne)
......................... (English)

YENIBNEN

NUILIY

PUNLAVINTANA

a s
RIXNG

N

Y

AUUAYUNNTINY

PUNLAUINTANA

=) | e

28
U

da

PUIUGTUM T muan LA ITenlasuay
AUYOU

Total Number of study participants :

UG

No. of Study Arms:

PuuTuMTIRenTutulunnside

Number of participants recruited in the study:

FrunudFunsideniasaauysel

Total participants completed

Puugsumadeiliaiauysel

Total participants not completed

SYYLIANYVININY U LABU BUAUNITINY LHDU U

Tnslaiigsun1s3dededldsu (Which procedures do active participants have to undertake?)
O wuvaeuau/dun1ual (Questionnaire/interview) O 1Aused1y/adns2a (Specimen/sample
collection)

O insesilndmsuitadeltnsnenie (In vivo diagnostic devices) O SURLNINUR (1TU 81 FDHGA 21ELE)

fimsyenumgnisallificlssanlianfn  ndinnenssunisisesssuluseninumsidy  (Have there been any

unexpected adverse events previously reported to REC?) 08 0Olud

fimsveunly Wasuwladlasinsidy wiseluBurenluseningn1side (Are there changes to the protocol or consent
forms not previously reported to REC? (18 [ laidl

WMAHANSVENYALATINITITENBURIMUA (Reason to terminate the study)

LHUN1FIANTS/Quarsun1sidentasudiunlun1s3de (Plan to manage the participants recruited)

P

FATEAIUIN oo T ). AU YA YA

(ﬂ@m%ﬁuﬁ%mwﬂmﬂaﬁ’w (Please retain copy of the completed form for your study record)
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~

KUUIIEIUNITVBNYALATINTINNBUNNIUA

N
?y,‘/
Durve u‘.v‘d

WU 2 909 2 N
(Report of Study Termination)

mmLﬁwuaaﬂismmsﬁﬁmmmumu:
1300700 PSSR (oo e )

ST oS o —

ANTAIUAYDIAUENTTUANST:
USEFIUAUSNTIUNITAIUI e (oo )

ST A —
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(NP} KUUIIEIIUNITTUITD39ITIULAZNITABUEUDY
(Report of Compliant and Responses)
U K1 A Yoo,
TASINTIFEVAUNGAY e A
DI IS DIE T oo e
GIMETERNE O snanasins O AUNATOY/NUNULAL YR U
L1 84 9 (550
EITULTOY cotneerrncersscenrssene s
( )
ITTADUBUD 1 veeeeeeee oo e e e e e e e e e e s e e e s e e e e e e e s e e s e eeeeeee e
A1 T NALTUNS
)
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“
A

% E
", “
Duryens

LUUSIEIUVBAULBNEI5IATINITINY

P11 VB9 1 YN

NE1SNABINS:

FGE

Yy
(39978:

o/

Wwasinsaninfnsale:

[

nnUszasAvaINIsYvaAULINEIS:

Yorouiln Tui
asuugTulenas: Tull
AUURAUENENS: Yu:

Y & o o
AsUNGIAULENENS: Tul
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RUUUUANNISVAULBNENS

Y1 1 U0 1 UHN

=p

IoLona1swaLsia

HueAuLeNans

Junve

Junsu

LONENT

ASuAuLAgLAY

b2NENT

v o &
AUNLAY

LONENT

WIRNANSYDAL
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LUUUUNNNISVRNNAELBNEITIASII19N1SIRY

7 1 999 1 Ut

Do
=)
c

1A59NNS N894

) = o =
TN ¥alATINIT AU/ LADU/N.FA.

U A
AU/ LABU/N.A. VUL

advasu 37 | aourlesanis

- 158U PUTUNILASAUSNTINNTT Lﬁ@ﬂ?ﬂﬂﬁ%ﬂiﬂﬂ

o A

- 191U dnauabuiusEs U e

Y

WIMTNEUNNUNINIFINTEFITUNTIE T uAY

AYIYNTAMENTTUNNTATEETIUNMTITE A

LA VINGVRY oo

USEFIUAMLATIUNITISEFITUNITINYIUAY UM INSFETINTe

.......... oooiiiid v,
VNN SUNVVAIBNENT oo

R LR Ta - SO OO O
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(Report of Site Monitoring Visit)

KUUTIIUNITATIANTYINBAINUALAIIUTY

Y7 1 999 8 Yt

1. %’agaﬁ"%‘lﬂ (General data)

1) s¥alasen1s (Protocol/Study No) 2) SAAlATINITVOIABIZNTTUNT

3) $9lAsanTise (Title)

4) %a&:ﬁﬁwé’ﬂ (Principal investigator) 5) Wwaslnsfny (Telephone)
6) %aﬁﬂﬁnu (Sponsor) 7) dnuivihiniside (Study site)
8) YuinsraiBun (Date of visit) 9) ALY LLazL’Jm?mqmmﬁm’m?jau (Time of visit)

10) ARMENIIUNTATINELL (Monitor’s name)

L T
3 N
) N

11.Q§UﬂﬁimijﬂL?qu (Person's met and their roles in the study)
[ T TIUNT] oo enene
22 WU e
) T

2. ueEENAsUN1SANYY (Number of subjects)

(1) IULEEIATNINGLEY (Planned to be recruited)

(2) IuBIEENASTAALERN (Screened)

(3) uueraEglAsN9ululASINSI9Y (Recruited)

(@) PrnusaalasioonaNnIsAnwINEUAIUA (Dropped out)

(5) Sruormatasiinseglunis@nw (Still in the study)

(6) InuoEalaTNAnnmauasULUluNSANYY (Completed the study)
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W,j:i N2

3 @'
%
-

(Report of Site Monitoring Visit)

VN 2 U89 8 UL

3. M3uianulases1en1sITenlisun1s3uses (Adherence to an approved study protocol)

{AfoufiRmulessnidoildunsiuseduidoseluil Tevisolsi 1o Lailad laifigados
(1) nM3fntene@aiing (Inclusion/exclusion criteria) (lonaIs n) O O O
(2) N3dneaadAsiiingy (Randomization and blinding process) O O O
(3) mﬁﬁsﬁaaﬂaLﬁamamm@uaaumﬂmmaﬁﬂi (Obtaining informed consent) O O O
(nNaT V)

(4) ﬂﬁ‘i’lmﬂum{é}ﬂﬂimﬂﬂﬁdﬂizaﬂﬁ (Adverse event reporting) O H O

4. minsadeudayaiuianaisdiuatu (Source Data Verification)
Joyafinugndes lowsalai (lenans a) 1o lail laifeades
(1) Yoyavetoranading wu Fore e Twin Sufidudnlunisine O O O
(2) Teyaluwuutiuiin (Case Report Form) gnsissmssiutenanssualiu O O O

5. nsmiuguasn unsal wazionansilHlun1s398 (Control of drugs and other study materials)
gunsal waztenansildlun1side lisunsquasgramnzan Tavsel 19 lafld Liideades
(1) 8 uazgUnsel fifivawe Sruauivdegndes laigame (Quantity) O O O
2) filiuginzauuasifiesme (Storage facilities) O O O
(3) ewazaUnsal Tduuneny (Not expired) O O O
(4) UnyTen viuasly (Drug accountability log kept up to date) O O] O
(5) wuuduiindaya (Case Report Form) fduiuiiesne O N O

6. M3iNIANNTUYaITaYa (Confidentiality arrangement)
finms¥hweanuduvesteyaesauanyan Toviseld 14 laflad Lideadas
(1) wuuduiindeya (Case Report Form) O N O
(2) Toyauazsiia fgnAnnses uazgidaidrlun1side (dentification code list) O O O
(3) Teyasansdu (Randomization code list) O O N

7. Ltﬁm’aﬂﬁ'ﬁmméaffﬂ (Investigator’s study file)
(1) wilsenansvesfideiionansifetosnsui Tvvsol 1o Laile Taiifiadios

O O O
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VN 3 Y99 8 UL

(Report of Site Monitoring Visit)

8. winnsalluisuszasAviindrauss (Serious adverse events, SAE)

(1) fwmnsalliifisUssasduiingionss (SAE) Wintunsell (oneans 1) i Laidi Litheadas

O O O

9. masavunialiufuifiniulaseienisidenldiun1siuses (Protocol deviation) vsaliufUiAnuuumamsugiinig

aa da

AaunNA (ICH GCP)

(1) dmsdsauunisliufiRnulasesinsidediladunisiuses wieldufiRnm Laidi Lihgates

a aa

i
WWININSUGUANAGRENTR (ICH GCP) w3alil (1enans ) O O O

10. @AUs18 (Comments)

11. Yawduanue (Recommendation)

LONENSARUULIRIY O wnas n mensesanumusaaiasiidndond lunsise

(Attached documents) | [ tenans v sremsasianumuenansasuudugeuinsuilunsitevesenaadng
O wenens @ stemsasranumueunssfuszwizwuutuiindeyauasienansiuatiu
O wenans ¢ stemsmumusisanumgnsadldfisuszasduiiniionss

O wnans e s1enunsifissuundelivfifnulasesnmsidenlsfunisiuses

AnizginTIRTeN

AU e AU

( ) ( )
AU e AU
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Yl
\?a WUUTBNUNMIATIRBIar A UguaYITe
(Report of Site Monitoring Visit)
LONEIS N
sen1sAsIANUNILEasasTidadendlunside
Verification of eligible subjects
NUBLAY ATINLLNUNNITAN AUENTID oAUTY
UGAGHGE 1WlunsAnw (Monitor) (Comments)
(Subject’s ID) (Eligibility)
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~
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L §
Durvens™

,1:\'§\}\u,,_
AN

KUUTIIUNITATIANTYINBAINUALAIIUTY
(Report of Site Monitoring Visit)

LONETT U
$18ATATIINUNIULBNANTAILINBUBDULIN3 TUNNTIVY VR 10 1ENHIIAS
Verification of informed consent
MELaY Fuiirsaily Fuitasumnily AIUNENTIA aiusY
Danaag NSAN NS UL (Monitor) (Comments)
(Subject’s ID) (Date of enrollment) | (Date of consent)
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W
77
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Duryens™

KUUTIIUNITATIANTYINBAINUALAIIUTY
(Report of Site Monitoring Visit)

LaN&1s A
FIENIATAINUNIUANUATITUTENILULTUTIndayauazienasiuaty
Agreement between Case Report Form; CRF and Source data
mnelavenaadiag Poyaluwuutudin (CRF) 8ius1g (Comments)
(Subject’s ID) wazdayalulenaissuatu (Source data) A9UUFATI (Monitor)
BHG nsduiin
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V’Z‘z i '
17) KUUTIIUNITATIANTYINBAINUALAIIUTY
(Report of Site Monitoring Visit)
BHGRER
F8N1TMUNIUTIBUAInIsalliineUszaerviinieuss
Verification of serious adverse event (SAE) reporting
mnelavenaadiag SAE Tuwuutudinteya asafuluenansiuaty aiusY
(Subject’s ID) (CRF) awmé’maa (Monitor) (Comments)
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V’Z‘z i '

17) KUUTIIUNITATIANTYINBAINUALAIIUTY

(Report of Site Monitoring Visit)
1aNd13 9
MesunsidsavuriolivfiAnulaseimsadeildiunisiuses
Verification of protocol deviation/violation

MngLare1aaling semsmsidsauy AAUURTI aiusy

(Subject’s ID) (Deviation) (Monitor) (Comments)
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SELF-ASSESSMENT FORM

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 NECAST Accreditation programme, 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 THE IEC/IRB/REC:

ADDRESS OF IEC/IRB/REC:

MAIN CONTACT (NAME) FOR IEC/IRB/REC: :

BRIEF INTRODUCTION OF THE IEC/IRB/REC:

Year established: ...........
Frequency of meetings: .............. per month or per year

Type (e.g. Biomedical, product development etc.)
O Clinical Research
O Biomedical Research
O Social and Behavioral Sciences Research
O Others, please SPeCifY........ccoiiriiiii e

Number of protocols reviewed/ 3years or per year: ......

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

After Approval Review
Amendment . /3 years Or per year
Continuing Report ... /3 years Or per year

Final Report .. /3 years Or per year
SAEReport L /3 years or per year
Violation/Deviation/Non-compliance ... /3 years or per year

Page 1 of 18



Alternate member

Alternate member

@ AF 09-01-R00
SELF-ASSESSMENT FORM
BRIEF INTRODUCTION OF IEC/IRB/REC STAFF AND MEMBERS
IEC/IRB/REC Composition

No. Name Position Pé)(z;e;srs;grell I\G/lende; AggéatloNnés)
1 Chair O O O O
2 Vice-chair O O O O
3 Member O O O 0O
4 Member O O O O
5 Member O O Od O
6 Member O O Od O
7 Member O O Od O
8 Member O O Od O
9 Member O O Od O
10 Member O O O 0O
11 Member O O 0O 0O
12 Secretary Member O O O 0O
13 Assm}\zjlr;tm S;ecrretary 0O 0O 0O m
14 Alternate member O O O O
15 Alternate member O O O 0O
16 Alternate member O O 0 0O
17 Alternate member O O 0 0O
18 Alternate member O O 0 0O
19 Alternate member O O 0 0O
20 Alternate member O O 0 0O
21 Alternate member O O 0 0O
22 Alternate member O O O O
23 Alternate member O O O O
24 Alternate member O O O O
25 Alternate member O O O O

O O 0 0

O O 0 0
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

A

ITEM

A B C D

STRUCTURE AND COMPOSITION OF EC
(structure, composition and skills of the EC and staff are appropriate to the amount and

nature of research reviewed)

COMMENTS

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?
(ICH 3.2.1)

[

[

[

[

Al?2

Do the members contain a diversity of
gender? (WHO 4)

Al3

Does EC have at least one non affiliated

member?
(ICH 3.2.1, WHO 4)

AlA4

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)

Al.6

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

Al7

Does the EC members posses the required
experience, knowledge, skill and relevant
abilities to perform their duties?  (WHO 4)

Al8

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

Al9

Do the EC terms describe the duration of
appointment for its members?
(WHO 4.2.1)

Al.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)

Al.13

Do the EC terms describe the replacement
procedures for its members?
(WHO 4.2.5)

Al14

Does the EC maintain a list of all its

| T I I I A W O O O O

| T I I I W O A N R O

| s O O R O

| s O O R O
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION ITEM A B C D | COMMENTS
members with their current CV.?
(ICH3.2.1)
Al.15 Does EC member sign a confidentiality
agreement? (WHO433) |[ 1|11 ][]
Al.16 Are EC members willing to publicize full
name, profession and affiliation? L1
(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 HEIENERE
responsibilities? (WHO 4.4)
A2.2 Does the EC have a description of
requirements for holding offices? L1
(WHO 4.4)
A2.3 Does the EC policy describe duration,
disqualification, resignation and HEEIRERE
replacement procedures for its offices?
(WHO 4.4)
A2.4 Does the EC have documentation
explaining the duties, obligations and HEEIRERE
responsibilities of its offices?
(WHO 4.4)
A25 Does the EC have an office space?
(WHO 4.4) E N
A2.6 Does the EC have the necessary
equipments to run the office? HEERE
(WHO 4.4)
A2.7 Does the EC have available budget to meet
its functions and responsibilities? E N EE
A2.8 Does EC document reimbursement for
work and expenses and is this made alinlintln

available to the 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 introductory and ongoing

[

[

[

[
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AF 09-01-R0O0

SELF-ASSESSMENT FORM

SECTION | ITEM A B C D | COMMENTS
training? (WHO 4.7)
A3.2 Did members of the EC receive an
introductory training? wHo47) |[]|[]]|[]
A3.3 Are EC members continually being trained
to enhance their capacity for ethical HEEE
review? (WHO 4.7)
A3.4 Does the EC review and document
trainings obtained by its members and HEEIRERE
staff? (WHO 4.7)
A4 MANAGEMENT OF CONFLICTS

(EC should have a policy to address conflicts of interests)
A4l Does the EC have a process of managing,
minimizing or eliminating conflicts of HEEIRERE
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

EC MANAGEMENT
Bl

(EC to have terms of reference)

B1.1 Does the EC have terms of reference which
includes its scope, objectives, activities, HEEIRERE
organization and management?

(WHO 4)

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

B2.1 Does the EC have written SOP?
(ICH 3.2.2. WHO 4) Ep .
B2.2 Does the SOP cover all functions and
reviews undertaken by the EC? HEEIRERE
(ICH 3.2.2. WHO 4)
B2.3 Does the EC comply with the written SOP?
(ICH 3.2.2. WHO 4) Ep .
B2.4 Is the SOP reviewed and revised as
necessary? HEERE
B2.5 Does EC make their SOP publicly
available? HEERE
(ICH 3.2.2))
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION ITEM A B C D | COMMENTS
B3 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) HEERE
B3.2 Does the EC have an application form?
(WHO 5.2.2) EEp
B3.3 Does the EC indicate the format for
submission? (WHO 5.2.3) Ep NN
B3.4 Does the EC indicate the number of copies
of application to be submitted? HEERE
(WHO 5.2.6)
B3.5 Does the EC indicate the application
procedures for protocol amendments and HEERE
continuing review? (WHO 5.2.2)
B3.6 Does the EC have an informed consent
guidance/template which it made available
to investigators to help with the EN N EE
preparation of the document?
B3.7 Does the EC have a registration procedure
(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 HEEIRERE
application should be submitted?
(WHO 5.2.1)
B3.9 Does the EC have means of
acknowledging applications made to them? | [ ] [ [] | [] | L]
(WHO 5.2.8)
B3.10 Does the EC communicate the
incompleteness of an application? Ep NN
B3.11 Does the EC indicate fee structure, if any,
for reviewing an application?
(WHO 5.2.11) b\gjgig
B3.12 Does the EC indicate that application
forms should be signed and dated? HEERE
(WHO 5.3.1)
B3.13 Does the EC request that protocol be
submitted together with supporting 100100
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM

documents and annexes?
(ICH 3.1.2, WHO 5.3.2)

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 the study product?
(ICH 3.1.2 WHO 5.36)

B3.18

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

B3.19

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

(ICH 3.1.2 WHO 5.3.8)

B3.20

Does EC request submission of the
informed consent form?
(ICH 3.1.2 WHO 5.3.10)

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 relevant guidelines?
(WHO 5.3.15)

B3.25

Does EC request submission of all
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AF 09-01-R0O0

SELF-ASSESSMENT FORM

SECTION A B C D | COMMENTS

significant previous decisions by the EC or
regulatory authorities for the proposed
study?

(WHO 5.3.16)
MEETING REQUIREMENTS
B4 (EC should have documented meeting requirements which they comply with, quorum and
professional requirements)

B4.1 Does the EC meet regularly on scheduled
date announced in advance? HEEIRERE
(ICH 3.2.2 WHO 6.1.1)
B4.2 Does the EC form a quorum before holding
its meeting? (WHO45) | |00
B4.3 Does the EC require that at least one non

affiliated member and a non scientist be HEEIRERE
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 HEEIRERE
approval procedure for the minutes?
(WHO 4.5.2)

COMPLETENESS OF ITS REVIEW PROCESS
C (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)
Cl1 Does the EC follow the operating
procedure for review? []
(ICH 3.3, WHO 6)

Cl1.2 Does the EC review protocols and all

relevant documents within a reasonable []

time frame? (ICH 3.1.2, WHO 6.1.2)

Cl3 Does the EC have an established procedure

for 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

I 0 0 O O O
I 0 0 O O O
I 0 0 O O O
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM

be eligible for expedited review?
(ICH 3.3.5, WHO 6.3.1)

A B C D

COMMENTS

Cl5

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)

[

[

[

[

Cl6

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)

Cl38

Does the EC have terms of reference for
independent consultants? (WHO 4.6)

Cl19

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

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

scientific design and conduct and ethics)

C2.1 Does the EC have a policy and procedure
for reviewing protocols? HEEIRERE
(WHO 6.2)
C2.2 Does the EC review the scientific design
and conduct of the study? HEEIRERE
(WHO 6.2.1)
C2.3 Does the EC review the justification for the
use of control arms? HEEIRERE
(WHO 6.2.1.3)
C24 Does the EC review the criteria for
prematurely withdrawing research HEEIRERE
participants?
(WHO 6.2.1.4)
C25 Does the EC review the criteria for
suspending or terminating the research? L1
(WHO 6.2.1.5)
C2.6 Does the EC have justification of L1
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM

predictable risks and inconveniences
weighed against the anticipated benefits for
the research participants and concerned
communities? (WHO 6.2.1.2)

A B C D |

COMMENTS

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)

C2.38

Does the EC review the manner in which
the results of the research will be 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 arrangements for obtaining
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 subjects are protected in the
consent process?

(ICH 3.1.5)

C2.15

Does the EC have and follow the
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM

established procedure in reviewing the
consent process in emergency situation in
research protocol?

(ICH3.1.2)

A B C D

COMMENTS

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?

(ICH3.1.3, 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 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
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM
or not? (WHO 6.2.2)

A B C D |

COMMENTS

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 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 vulnerable populations?
(ICH3.1.6,3.1.7)

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? (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?
(WHO 6.3.6.3)
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION
C2.34

ITEM

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

A B C D |

[

[

[

[

COMMENTS

C2.35

Does the EC review the extent to which
research contributes to capacity building
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 concerned
communities 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

(EC to document and follow procedures of reviews of amendments, continuing, SAE

reports )

C3.1

Does the EC have continuing review?
(ICH3.1.4,3.3.3, WHO 9)

[

[

[

[

C3.2

Does the EC have and follow an

established procedure for determining the

frequency of continuing review?
(ICH3.1.4, WHO9.2)

[

[

[

[

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)

C34

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)

C3.6

Does the EC have and follow an
established procedure to notify
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM
investigators when it will conduct a

continuing review?
(ICH 3.1.4, WHO 9.4)

A B C D |

COMMENTS

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)

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 9.3c)

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 (ADRs) that are
both serious and unexpected?
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM
(ICH 3.3.8)

A B C D |

COMMENTS

C3.14

Does the EC specify that the investigator

should 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?
(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 and a summary of the
study results? (WHO 9.7)

[

[

[

[

C4

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

TES

actions taken during the meeting)

C4.1

Does the EC record and keep minutes of its
meeting? (ICH3.2.2, WHO 6.1.3)

[

[

[

[

C4.2

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 disapproval and termination/suspension
of any prior approval? (ICH3.1.2)

[

[

[

[

C4.4

Does the EC have an approval procedure
for its minutes? (WHO 6.1.3)

[

[

[

[

C5

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 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 the decision?

(ICH 3.2.4, WHO 7.5)

[

[

[

[

C5.3

Are all relevant documents required for
full review available and considered before
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM
a decision is made? (WHO 7.4)

A B C D |

COMMENTS

C5.4

Does the EC have a predefined method of
arriving at a decision e.g. by consensus or
vote? (WHO 7.6)

[

[

[

C5.5

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
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)

D11

Are the conclusions of a decision
communicated in writing to the 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?
(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)?
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM
(WHO 8.4)

A B C D

COMMENTS

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?
(WHO 8.7)

D1.8

Does the decision letter include a statement
of the responsibilities of the applicant?
(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) and date?

(WHO 8.14)

I 0 0 O O O
I 0 0 O O O
I 0 0 O O O
I 0 0 O O O

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)

[

[

[

[

DOCUMENTATION AND ARCHIVING
(EC systematically document and archive its

activities for a good

time period)

El.l

Does the EC have and follow operating
procedures for record keeping and
archiving of 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, files or archives?

(ICH 3.4, WHO 10)

E1.3

Does the filing, archiving, accessing and
retrieving of the documents meet the
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SELF-ASSESSMENT FORM

AF 09-01-R0O0

SECTION

ITEM

established procedures?
(ICH 3.4, WHO 10)

A B C D |

COMMENTS

El.4

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

(WHO 10.7)

E15

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)

[
[
[
[

El.6

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

E1l.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?
(WHO 10.4)

E1.10

Does the EC document the agenda and
minutes of its meetings?
(WHO 10.5, 10.6)

O | 0O oo o
O | 0O oo o
O | 0O oo o
O | 0O oo o

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)

E1.14

Does the EC document the final report of
the study? (WHO 10.12)
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SELF-ASSESSMENT FORM

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:

NAME OF THE EC:

ADDRESS OF EC:

MAIN CONTACT (NAME) FOR EC:

BRIEF INTRODUCTION OF THE EC:

Year established:

Frequency of meetings:

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

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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NRCT

SELF-ASSESSMENT FORM

BRIEF INTRODUCTION OF IEC/IRB STAFF AND MEMBERS

IEC/IRB Composition

Gender Affiliation(s)
Yes No

Name Profession & Credentials

N I A
I O O
N 0 0 v
N 0 0 v

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D | COMMENTS
STRUCTURE AND COMPQOSITION 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)
All Does the EC have at least 5 members?
(ICH3.2.1) E N
Al.2 Do the members contain a diversity of
gender? (WHO 4) Ep NN
Al.3 Does EC have at least one non affiliated
member? HEG NN
(ICH 3.2.1, WHO 4)
Al4 Does the EC membership contain non
scientific member or lay person? C1 O
(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)
Al.6 Does the EC describe the party responsible
for appointing members? (WHO 4.1.1) Ep NN
Al.7 Does the EC members posses the required
experience, knowledge, skilland relevant | [ ] [[] | [] | ]
abilities to perform their duties?  (WHO 4)
Al8 Does the EC policy and procedures
describe the selection process of its HEEIRERE
members? (WHO 4.1.2, ICH 3.3.1)
Al9 Do the EC terms describe the duration of
appointment for its members? HEERE
(WHO 4.2.1)
Al1.10 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)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D | COMMENTS
Al.12 Do the EC terms describe the resignation
procedure for its members? (WHO 4.2.4) EpE N
Al.13 Do the EC terms describe the replacement
procedures for its members? L1
(WHO 4.2.5)
Al.l4 Does the EC maintain a list of all its
members with their current CV.? HEERE
(ICH3.2.1)
Al.15 Does EC member sign a confidentiality
agreement? (WHO433) |[]|0]10]10]
Al.16 Are EC members willing to publicize full
name, profession and affiliation? L1
(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 HEIENERE
responsibilities? (WHO 4.4)
A2.2 Does the EC have a description of
requirements for holding offices? HIEEEE
(WHO 4.4)
A2.3 Does the EC policy describe duration,
disqualification, resignation and HEEIRERE
replacement procedures for its offices?
(WHO 4.4)
A2.4 Does the EC have documentation
explaining the duties, obligations and HEEIRERE
responsibilities of its offices?
(WHO 4.4)
A25 Does the EC have an office space?
(WHO 4.4) E N
A2.6 Does the EC have the necessary
equipments to run the office? HEERE
(WHO 4.4)
A2.7 Does the EC have available budgettomeet | [ ] |[]|[ ]| []

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

its functions and responsibilities?
A2.8 Does EC document reimbursement for
work and expenses and is this made
available to the public upon request? EN N EE
(WHO 4.3.2)

TRAINING OF EC MEMBERS
A3 (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 forthem | [ ] [[]|[] | ]
to receive 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? (WHO 4.7)
A3.4 Does the EC review and document
trainings obtained by its members and HEEIRERE
staff? (WHO 4.7)
Ad MANAGEMENT OF CONFLICTS

(EC should have a policy to address conflicts of interests)
A4l Does the EC have a process of managing,
minimizing or eliminating conflicts of HEEIRERE
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)
B1l.1 Does the EC have terms of reference which
includes its scope, objectives, activities, HEEIRERE
organization and management?

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS
wHo4) | | | | |

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

B2.1 Does the EC have written SOP?
(ICH 3.2.2. WHO 4) Ep NN
B2.2 Does the SOP cover all functions and
reviews undertaken by the EC? HEEIRERE
(ICH 3.2.2. WHO 4)
B2.3 Does the EC comply with the written SOP?
(ICH 3.2.2. WHO 4) Ep .
B2.4 Is the SOP reviewed and revised as
necessary? HEERE
B2.5 Does EC make their SOP publicly
available? HEERE
(ICH3.2.2)

B3 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) HEERE
B3.2 Does the EC have an application form?
(WHO 5.2.2) E N
B3.3 Does the EC indicate the format for
submission? (WHO 5.2.3) E N
B3.4 Does the EC indicate the number of copies
of application to be submitted? HEERE
(WHO 5.2.6)
B3.5 Does the EC indicate the application
procedures for protocol amendments and HEERE
continuing review? (WHO 5.2.2)
B3.6 Does the EC have an informed consent

guidance/template which it made available
to investigators to help with the EN NN
preparation of the document?

B3.7 Does the EC have a registration procedure | [ ] |[]|[ ]| []

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D | COMMENTS
(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 HEEIRERE
application should be submitted?
(WHO 5.2.1)
B3.9 Does the EC have means of
acknowledging applications made to them? | [ ] [[] | [] | L]
(WHO 5.2.8)
B3.10 Does the EC communicate the
incompleteness of an application? E N
B3.11 Does the EC indicate fee structure, if any,
for reviewing an application?
(WHO 5.2.11) b\gjgig
B3.12 Does the EC indicate that application
forms should be signed and dated? HEERE
(WHO 5.3.1)
B3.13 Does the EC request that protocol be
submitted together with supporting HEIENERE

documents and annexes?
(ICH 3.1.2, WHO 5.3.2)

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 HEEIRERE
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 HEEIRERE
adequate summary of the study product?

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B |C D | COMMENTS
(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) 0 \gjgig
B3.19 Does EC request submission of the

materials to be used for the recruitment of
potential research participants? EN N EE
(ICH 3.1.2 WHO 5.3.8)

B3.20 Does EC request submission of the
informed consent form? HEERE
(ICH 3.1.2 WHO 5.3.10)
B3.21 Does EC request submission of a statement

describing any compensation for study HEEIEEN
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? b\gjgig
(WHO 5.3.13)

B3.23 Does EC request submission of a

description of the arrangements for

insurance coverage if applicable? EN N EE
(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? EN N EE
(WHO 5.3.15)

B3.25 Does EC request submission of all

significant previous decisions by the EC or
regulatory authorities for the proposed HEEIEEN
study?

(WHO 5.3.16)

MEETING REQUIREMENTS
B4 (EC should have documented meeting requirements which they comply with, quorum and
professional requirements)

B4.1 Does the EC meet regularly on scheduled
date announced in advance? HEEIRERE
(ICH 3.2.2 WHO 6.1.1)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B |C D | COMMENTS
B4.2 Does the EC form a quorum before holding

its meeting? (WHO45) | |00
B4.3 Does the EC require that at least one non

affiliated member and a non scientist be HEEIRERE
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 HEEIRERE
approval procedure for the minutes?

(WHO 4.5.2)

COMPLETENESS OF ITS REVIEW PROCESS
C (EC review protocols and its supporting documents in a timely fashion according to an
established procedure to protect the interest of research participants)

Cl REVIEW PROCESS (enough time for protocol review, EC to have documented and
detailed review process which is complied with)

Cl1 Does the EC follow the operating
procedure for review? []
(ICH 3.3, WHO 6)

Cl.2 Does the EC review protocols and all
relevant documents within a reasonable
time frame? (ICH3.1.2, WHO 6.1.2)

ClL3 Does the EC have an established procedure

(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)

I I I O e I O
I I I O e I O
I I I O e I O

[]
for expedited review? []
[]

Cl5 Does the EC have policies and procedures
that describe the process used to evaluate | [ ] [[]|[] | ]
whether research reviewed by the

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D | COMMENTS
expedited procedures meets the criteria for
review?
(ICH 3.3.5, WHO 6.3.3)
Cl6 Does the EC have an established procedure
for full board review? (WHO 6.2) E N EE
Cl1.7 Does the EC have an established process

for obtaining additional expertise when HEEIRERE
reviewing specific protocols?
(ICH 3.3.6, WHO 4.6)

Cl8 Does the EC have terms of reference for
independent consultants? (WHO 4.6) E N EE

Cl1.9 Does the EC have an established process
for inviting applicants/investigators to HEIENERE
elaborate on specific issues when
applicable?

(ICH 3.2.5)

ELEMENTS OF REVIEW
C2 (EC to have a policy and procedure for review, elements reviewed should include the
scientific design and conduct and ethics)

C2.1 Does the EC have a policy and procedure
for reviewing protocols? HEEIRERE
(WHO 6.2)
C2.2 Does the EC review the scientific design
and conduct of the study? HEEIRERE
(WHO 6.2.1)
C2.3 Does the EC review the justification for the
use of control arms? HEEIRERE
(WHO 6.2.1.3)
C24 Does the EC review the criteria for
prematurely withdrawing research HEEIRERE
participants?
(WHO 6.2.1.4)
C25 Does the EC review the criteria for
suspending or terminating the research? HEERE
(WHO 6.2.1.5)
C2.6 Does the EC have justification of HEERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

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 EN NN
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? EN N EE
(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? EN N EE
(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 EN N EE
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 EN N EE
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 EN NN
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 | [ | ] | ] | L]
consent?

(ICH 3.1.6, WHO 6.2.5.3)

C2.14 Does the EC have and follow the HEERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 11 of 21
Version 3.2-May-2008



AF 09-02-R0O0

SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

established procedure to determine if the
vulnerable subjects are protected in the
consent process?

(ICH3.1.5)

C2.15 Does the EC have and follow the
established procedure in reviewing the
consent process in emergency situationin | [ | ] | ]| ]
research protocol?

(ICH3.1.2)

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 EN N EE
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 EN N EE
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? EN N EE
(ICH3.1.3, 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 HEERE
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? EN NN
(WHO 6.2.3.5)

C2.21 Does EC have and follow an established
procedure in evaluating the protection of E N EE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

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? EN NN
(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 b\gjgig
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 EN N EE
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? EN N EE
(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 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 HEERE
involving vulnerable populations?
(ICH3.1.6,3.1.7)

C2.28 Does the EC review payment for research

participants to determine if it will unduly

influence them to participate in research? EN N EE
(ICH 3.1.8, WHO 6.3.2.10)

C2.29 Does the EC review compensation for
research participants to determine ifitthey | [ ] | ]| [] | ]
adequately compensated for injury?

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION | ITEM A B C D | COMMENTS
(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 HEERE
participants? (WHO 6.3.2.3)
C2.31 Does the EC review the impact and
relevance of research on the local mlisliniln

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 EN N EE
research? (WHO 6.3.6.2)

C2.33 Does the EC review the influence of the
community on the consent of individuals? | [ ] | ] |[] | ]
(WHO 6.3.6.3)

C2.34 Does the EC review proposed community
consultation during the course of the HEERE
research? (WHO 6.3.6.4)

C2.35 Does the EC review the extent to which
research contributes to capacity building L1
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 concerned | [ ] | ]| ] | ]
communities 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 EN N EE
rights, safety and/or well-being of the
subjects? (WHO 6.2.5.4)

AFTER PROTOCOL APPROVAL
C3 | (EC to document and follow procedures of reviews of amendments, continuing, SAE
reports )

C3.1 Does the EC have continuing review? Inlinlinlin]

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 14 of 21
Version 3.2-May-2008



AF 09-02-R0O0

SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS
(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? EN NN
(ICH3.1.4, WHO9.2)

C3.3 Does the EC have and follow an
established procedure for handling
modification (amendments) of research HEERE
protocol?

(ICH 3.2.7, WHO 9.3)

C34 Does the EC have documents required for
continuous review and is this list made
available to investigators? EN N EE

C3.5 Does the EC consider the submitted

relevant information and documents in its

continuing review? EN N EE
(WHO 9.3)

C3.6 Does the EC have and follow an
established procedure to notify
investigators when it will conduct a HEERE
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 EN NN
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 EN NN
the study?

(WHO 9.5)

C3.9 Does EC do a follow up review when HEERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

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 b\gjgig
appropriate amendment?

(ICH3.3.7)

C3.11 Does the EC specify that the investigator
should promptly report to the IRB/IECany |[ ] |[]|[]|L]
deviations 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 HEIENERE
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 (ADRs) that are
both serious and unexpected?
(ICH3.3.8)

C3.14 Does the EC specify that the investigator

should 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 astudy? | [] | [ ]| ] |[]

(WHO 9.6)
C3.16 Does the EC require the applicant to HEERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

submit in writing at the completion of the
study a final report describing how the
study was conducted and a summary of the
study results? (WHO 9.7)

C4 COMPLETENESS OF IEC/IRB MEETING MINUTES
(minutes should be a complete record and reflect actions taken during the meeting)

C4.1 Does the EC record and keep minutes of its
meeting? (ICH3.2.2, WHO 6.1.3) 0 \gjgig
C4.2 Does the EC record in its minute members

present for each meeting, members voted
and all the actions that took place during EN N EE
the meeting? (ICH3.1.2)

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)

C4.4 Does the EC have an approval procedure
for its minutes? (WHO 6.1.3) Ep NN

DECISION MAKING PROCESS
C5 (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 quorum is present? HEIEpEnRN
(ICH 3.2.3, WHO 7.3)

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 before | [ ] |[ ]| [ ][]
a decision is made? (WHO 7.4)

C54 Does the EC have a predefined method of
arriving at a decision e.g. by consensusor | [ ] [[]|[] |
vote? (WHO 7.6)

C5.5 Does the EC ensure that members with

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SECTION | ITEM A B C D | COMMENTS
conflicts of interest are not part of the HEEIRERE
decision? (WHO 7.1)
C5.6 Do the EC members have sufficient time to
review and discuss before a decision is HEEIRERE
made?
(WHO 7.2)
C5.7 When a decision is made to re-review a

protocol, does the EC clearly documentthe | [ ] | ] || ]
areas needed to be revised?

(WHO 7.8)
C5.8 Are negative decisions supported with
clearly stated reasons? HEEIRERE
(WHO 7.9)

D 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
communicated in writing to the applicant | [ ] [[] | ] | ]
within 14 days?

(WHO 8)

D1.2 Does the EC clearly specify areas that need
to be revised when communicating a HEEIRERE
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? HEEIRERE
(WHO 8.1)
D1.4 Does the decision letter include the
specific identification number of the C1 O

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)? HEIENERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS
(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?
(WHO 8.7)

D1.8 Does the decision letter include a statement
of the responsibilities of the applicant?
(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) and date?

I 0 0 O O O
I 0 0 O O O
I 0 0 O O O
I 0 0 O O O

(WHO 8.14)

D1.10 Does the EC inform investigators of its re-
review procedure, schedule/plan of HEEIRERE
ongoing review?

(WHO 8.12)

D1.11 Does the EC issue suspension or
termination letters with reasons for HEEIRERE
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 HEEIRERE
communicate with the EC?

(WHO 8.11)

E DOCUMENTATION AND ARCHIVING
(EC systematically document and archive its activities for a g_]ood time period)

E1l.1 Does the EC have and follow operating
procedures for record keeping and HEEIRERE
archiving of all records and
communication documents?

(ICH 3.4, WHO 10)

E1.2 Does EC have and follow operation

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS

procedure for the access or retrieve of HEEE
various documents, files or archives?
(ICH 3.4, WHO 10)

E1.3 Does the filing, archiving, accessing and
retrieving of the documents meet the HEEIRERE
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? EN N EE
(WHO 10.7)

E15 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)

[
[
[
[

E1.6 Could all the relevant records be inspected
by the appropriate authority?
(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?
(WHO 10.4)

E1.10 Does the EC document the agenda and
minutes of its meetings?
(WHO 10.5, 10.6)

0| 0O oot
0| 0O oot
0| 0O oot
0| 0O oot

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? b\gjgig

(WHO 10.10)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SELF-ASSESSMENT FORM

SECTION ITEM A B C D COMMENTS
E1.13 Does the EC document the notification of

completion, premature suspension or HEERE

termination of study? (WHO 10.11)
El.14 Does the EC document the final report of

the study? (WHO 10.12) E N EE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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