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9 (509/4935A1un5u1AsgIY SOPs iy neasUsENay
KPRU-REC | n15t@3eaisanilun1sunnsgiu 1-15 | AF 01-01, AF 02-01
01/1.0 Preparation of Standard Operating Procedures (SOPs)
KPRU- | 38n1sas1eiaaiunisuinsgiu 16-21 |-
REC02/1.0 | Construction of Standard Operating Procedure
KPRU- | lAseasemnienIsun1sasesssunsidelusywe 22-34 | AF 01-03
REC03/1.0 | 4" INgNSIIUAY AMUNILNYS
ConstitutingkKPRU-REC
KPRU- | 1@n@nsn1ssnenadnuay waen1sinwkeanianayselewil 35-44 | AF 01-04, AF 02-04,
REC04/1.0 | Confidentiality/Conflict of Interest Agreement AF 03-04
KPRU- | M3BUIUAMENTIUNNTY LATUAAINT 45-50 | -
REC05/1.0 | Training of NU-RREC Members and Staff
KPRU- | n1sideniiuSnwdase 51-59 | AF 01-06, AF 02-06
REC06/1.0 | Selection of Independent Consultants
KPRU- | nsudmsdanisiulassmsdiseiituvesunisfiansan 60-66 | AF 01-07
REC07/1.0 | Management of Protocol Submission
KPRU- | WuansmsnumukazUssiiulassnsidy 67-78 | AF 01-08, AF 02-08
REC08/1.0 | Protocol Assessment
KPRU- | n1s#i915aunlASanIsadsuuantIuLaghuuLsesn 79-105 | AF 01-09, AF 02-09,
REC09/1.0 | Exemption and Expedited Review AF 03-09, AF 04-09,
AF 05-09, AF 06-09
AF 07-09, AF 08-09
KPRU- | nsfiansaniasanisisonsausn 106-140 | AF 01-10, AF 02-10,
REC10/1.0 | Initial Protocols Review AF 03-10, AF 04-10,
AF 05-10, AF 06-10,
AF 07-10, AF 08-10,
AF 09-10, AF 10-10,
AF 11-10
KPRU- | msfiansanlassmsiseiendiuniesilownnsd 141-157 | AF 01-11, AF 02-11,
REC11/1.0 | Review of New Medical Device Studies AF 03-11, AF 04-11
KPRU- | msfinnsanlasmsidefidanduidnanniendansuiuuss | 158-167 | AF 01-12

8




AF 01-01/1.0

9 309/ BAIdunsuInsgIu SOPs i NA15UENAY

REC12/1.0 | wAla
Review of Revised Protocol

KPRU- | nsfansandiuudludisndulasinisise 168-180 | AF 01-13, AF 02-13,

REC13/1.0 | Review of Protocol Amendments AF 03-13, AF 04-13,
AF 05-13

KPRU- | N19f915007131891UAINAIRENTD9N 15398 181-189 | AF 01-14
REC14/1.0 | Progress Report Review of Study Protocols

KPRU- miﬁmimﬁwmmaqﬂwamﬁﬁa 190-195 | AF 01-15
REC15/1.0 | Review of Final Report

KPRU- | mssdunisiilaufi@audeau vie diily 196-203 | AF 01-16
REC16/1.0 | lassnsidy

Non-Compliance/Deviation/Violation Protocol

KPRU- | 199150019 UaUBINIT3 091381090 8Na0AT 204-209 | AF 01-17
REC17/1.0 | Responses to Participants Requests

KPRU- | M3fiansans1euniseilasansidenasummu 210-224 | AF 01-18
REC18/1.0 | Management of Study Termination

KPRU- | msfiansansneanmsnisalliiieUseasnsnenss 225-239 | CIOMS form,
REC19/1.0 | Review of Serious Adverse Event (SAE) Reports AF 01-19, AF 02-19,

AF 03-19

KPRU- | msnmiadesnilerniuguaniside 241-252 | AF 01-20
REC20/1.0 | Site Monitoring Visit

KPRU- | Maleseaunisusegaiagsneanunsussyy 253-271 | AF 01-21, AF 02-21,
REC21/1.0 | Agenda Preparation, Meeting Procedures and Minutes AF 03-21

KPRU- | msuUsyyuamidu 272-276 | -
REC22/1.0 | Emergency Meeting

KPRU- miamﬁa%ama 277-282 | AF 01-23
REC23/1.0 | Communication Records

KPRU- | nmsudmsdanisienanstasesmsdisefirdasniuns 283-291 | AF 01-24
REC24/1.0 | Maintenance of Active Study Files

KPRU- | AMSAULAZNISAULENESIATINITIRY 292-298 | AF 01-25, AF 02-25
REC25/1.0 | Archive and Retrieval of Documents

KPRU- | nsssalifanissnwanuduvedassnsiseiidaivse | 299-306 | AF 01-26
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REC26/1.0 | NM3vNaelagnIseoevinaneLenans
Maintenance of Confidentiality and Shredding of
Documents
KPRU- mimswL?jsmﬂzusﬂismmm‘%aﬁﬁmmﬁ%’duwwé 307-329 | NECAST and/or
REC27/1.0 | 4MNINGNRYIIVALAIUNANYS SIDCER Self-
Survey and Audit of the KPRU-REC assessmenttool
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3555 NITe TNy BIu I
A NANYT
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UYWINNTINGNFUTIYA YA UNUNYT
AF 03-04 | Tannassnwnanudusazanudugiud
dwununiudiey ddunanisel vse
Hpsaidenes KPRU-REC
05/1.0 | NMIDUSUANEATIUNITT ey - -
UPAINT
06/1.0 | msideniiusnwdasy AF 01-06 ﬁw%’maﬂumi%’ﬂm%mﬁammé’wmﬁ
Usnwdasy
AF 02-06 | WUUTIEIUANNWILYRIRIUSnw Basy
07/1.0 | MsUsmsianisiulasenisise | AF 01-07 | WUUATIIERULATINITIAL UaENS
FuetunsRatsan UBUMINYRNNTANATINTIRY
08/1.0 | wuamuInsnuvulasUssdiu | AF 01-08 | WNaudin1siiansainlasenIsive
1A59N15798 AF 02-08 | Reviewer Assessment Form
09/1.0 | MSEALIUNNTUILIATINIGINY | AF 01-09 | Lnaustuseiliunumiulasinisideluy
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AF 02-09 | Exemption Review Report
AF 03-09 | Form of Certificate of Exemption
AF 04-09 | WBNEIT5UTBINITENLIUNAITUNRTLETIN
n53eluayud
AF 05-09 | tnausiUsziliunumiulasensiseluy
19959
AF 06-09 | Expedited Review Report
AF 07-09 | Form of Certificate of Approval
(Expedited)
AF 08-09 | 10Na133UTRINN1TNANTUIDTETITULUY
19959
10/1.0 | msfansanlasansidensausn | AF 01-10 | Submission Form for Ethical Review
AF 02-10 | Self-assessment Form for Pl
AF 03-10 | Conflict of Interest and Funding Form
AF 04-10 | Teyareduivdmsuenanadasves
1A59N19798
AF 05-10 | Teyadesuivdmsuenanadnsves
1A59N19998
AF 06-10 | Teyareturvdmiuenaadasves
1A34M15398 dunsuananadasaneny 7-
12 Y(information Sheet for Research
Participant)
AF 07-10 | wils@ouaniniudugauitisiu
1A59N19798
AF 08-10 | wilsdouaniniudugauitisiu
159n19338 dmsuananadiasineny 7-
12 Y(nformed Assent Form)
AF 09-10 | #ilsdouaniniudugauitisiu
1599338 dmsudunulaeveusssu/
HUNATDS
AF 10-10 | Form of Certificateof Approval (Full

Board)
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AF 11-10 | 10Na135UTDINITNANTUIATUSTTULUY
WYn
11/1.0 | nsersanlassmsiseiieatu | AF 01-11 | fhedrandesileffinmuidessi
wSesilownnd AF 02-11 | SegnaiATaelaninIudege
AF 03-11 | Reviewer Assessment Form for
Medical Device
AF 04-11 | PI Self-assessment Form for Medical
Device
12/1.0 | msfansanlasensisedidsndu | AF 01-12 | Resubmission Form for Ethical Review
WnnenaansUTuUgaule
13/1.0 | nsfmnsandrusdlodfisda AF01-13 | Submissionfor Study Amendmentiuu
Tasan1s33e enumssiluiudulasnside
AF02-13 mswaqﬂmim?{ammaﬂ
AF03-13 | Amendment Review Report
AF04-13 | Form of Approval of Documents
Related to Study Protocol
AF05-13 | ntldesusenanansiigideaiu
1ASINTINY
14/1.0 | MIATANTIBIUANNANINGY | AFO1-14 | Progress Report Submission Form
YRINITITY WUUTIB9TUAUANINTUDIN1TINY
15/1.0 | MIATUITIBUETY AF01-15 | Study Report Form (Final Report)
Nan1s338 WUUTINUFTURANNTIY
16/1.0 | msadumslduddaniy AF01-16 | Protocol
sy e driulasenisisy Non-Compliance/Deviation/Violation
Report Form
wuuduAinsenslduofeny
1ASINTINY
17/1.0 | NMSATUINBUEUBINTT AFO1-17 | wuuresususesdossounnenatatng
SONSTT NOR G A FE KAZNIINBUEAUDY
18/1.0 | MINITUNTIBNUNTYRA AF 01-18 | Study Termination Memorandum
TASIMSISenouUR e LLUUW@%@J%W*&muLﬁaqﬁIﬂNmﬁé’fadau
AU
19/1.0 | msfiarsanseaumanisall - CIOMS form
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NIUTEAIAIELT AF01-19 | Adverse Events and Problem Report
Form — Internal
AF 02-19 | Suspected Unexpected Serious
Adverse Event Summary Report Form
- External
AF 03-19 | Reviewer Assessment Form for
SAE/SUSARs Report
20/1.0 ﬂ’]i@i?‘\]L?JIEJML‘WIE]ﬁWﬁIU@JLLaﬂWi AF 01-20 LLUU'mmumimmL'?Jamﬁaﬁﬁugua
33y 15398
21/1.0 | MSHTUULHUNTUTEYU LAY AF 01-21 | 9RMN8LByUTEYd WagINTensUsEaY
F18UNTUTEY AF 02-21 | Tassmsadeimiudnfiansan
AF 03-21 | wuunlasusieaumsUseyy

22/1.0 | msUszyuanay - -

23/1.0 | msdndedeans AF 01-23 | Wuunesuduiinnishnnesywing
diinau/nssums Auidelaenig
nsdnyi

24/1.0 | N1SUSHITIANITLONENT AF 01-24 | @15Uayienans

Tassmsisefisdaiidunig

25/1.0 | MsiAukagnIAULenans AF 01-25 | Tuiintanuvediuendns

1AS9N1939% AF 02-25 | annuguadlulondns
26/1.0 | MsmsliBamssnwenudu | AF 01-26 | Tufindeanuverianeienans
voslasimsIveiianfiusenis
Manguarn1gReinaIgenans

27/1.0 | nMsnTndeunnEnIINNg ] NECAST and/or SIDCER Self-
P38555UMTINEluNYwd assessment Tool
UNINYIAYIIVA A UHANYT
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PERSONAL DETAILS

® First Name:

® Surname:

® Gender:

® Nationality:

® Address (including city and country, zip code):
- Office:
- Home:

® Contact e-mail:

® Mobile:
EDUCATION

® Post graduate (diploma, MS, PHD); Major field

® Bachelordegree (Major field)
CURRENT EMPLOYMENT/EC/IRB AFFILIATION

® Job Title:
® |nstitution/ Organization:
® EC/ IRB Membership:
® Name of EC/ IRB:
® Affiliation(fudana):
PREVIOUS PROFESSIONAL EXPERIENCE
® Academic Achievement(UsziRanulgnnisuasive):
® Administrative Experience (Us29RA1UN15USH19):

® Professional Membership (813N VDIBUTUIBIIN):
RESEARCH ETHICS, GCP and OTHER RELEVANT TRAININGS

Signature :
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KamphaengphetRajabhat University - Research Ethics Committee

N@(REC eﬁ KPRU-REC

Confidentiality/Conflict of Interest Agreement

Confidentiality Agreement Form for a Guest, Observer, or Surveyor at KPRU-REC

In the course of my activities as a guest, observer, or surveyor at the KPRU-REC,

| herein referred to as the “ Undersigned” sign this

document and voluntarily agree to hold all Confidential or Proprietary Trade Secrets and
Privacy information or materials prepared by the investigators and sponsors for the ethics
committee review either in written or verbal form. The “Undersigned” agrees not to disclose,
reproduce or utilize, directly or indirectly, any Confidential or Proprietary information and/or

research protocols under consideration to a third party in fulfilling this agreement.

Agreement on Confidentiality and Privacy

Please sign and date this Agreement, if the Undersigned agrees with the conditions set
forth above. The original (signed and dated Agreement) will be kept on file in the
custody of the KPRU-REC.

1, , have read and accept the aforementioned conditions as

explained in this Agreement.

aaq



( )

Undersigned Guest, Observer, Surveyor
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Reviewer’s Name Primary Reviewers LI Exemption
D st DZ”dD?er O Expedited review
L] Full board review
A B | NA | A=appropriate, B=Inappropriate, NA=Not

Item for review

applicable nunemuIldingtemseolinadl

Investigator’s Qualification: (1591 Clinical Trials PI @asil GCP Training)

Protocol

Opinion/suggestion

1. Research value / merit

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (to WhoM....coovvveeeiriennn. , risks by nature and expected

events i.e. physical, psychological, financial, social, etc.)

5. Benefit (o WhomM...ooooeeeeeeee. , both direct and indirect)

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

7.3 Acceptable treatment available

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

9. Others (Advertising, CRF, etc.)

10. Conflict of Interest

ICF (Informed Consent Form) daudssnauvadanads (ICH GCP 4.8.10)

Opinion/suggestion
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1.3 fidomuszyindunuide
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L] Research involving not greater than minimal risk
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generalizable knowledge about the subject’s disorder or condition

[IResearch not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem

affecting the health or welfare of children
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Criteria for Exemption from Ethical Review of Research Protocol

byKamphaengphetRajabhat University - Research Ethics Committee

Research protocols that can be exempted from ethical review of the IRB are mandatorily required to be under the

following criteria:

1.

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

assurance of educational quality.

Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude, achievement, survey on
generalized public opinions, interviews or behavior observation of a specific group of people; the research protocols

are exempted from ethical review under the following conditions:
2.1 Data collection process and the data are not related to any private information or not personally identifiable.

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

carrier of a person.

Research on known results which are non-specific and non-identifiable to any person such as a retrospective study of

the ten years cumulative pathological findings of biopsied kidney specimens.

Research related to micro-organisms that are cultured in laboratory or on micro-organisms that have been isolated

from samples which are not related to any identifiable personal identity.

The research is related to the study of commercially available human related cell lines and laboratory isolated

human cell, which product resulted from the study will not be used in human.

Research on policies, strategies which are commissioned under the approval of the institutes to search for new
alternatives of organization reengineering, development of efficiency in work to achieve certain intemnational standard

that are not related to any identifiable personal data, and not against any rule of law.

Research on flavor, quality of food and consumer satisfaction in general, given that the food sample is safe and

conformed to the standard of the Office of Food and Drug Administration.
Case Report
Note.

1. The exemptions do not apply to research involving vulnerable participants. The CIOMS International Ethical

«

Guidelines for Biomedical Research define “ vulnerable persons” as “those who are relatively (or absolutely)
incapable of protecting their own interests. More formally, they may have insufficient power, intelligence,

education, resources, strength, or other needed attributes to protect their own interests”
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2. Any research that is conducted specifically to a public group or candidates running for public offices, the

research protocol is not exempted from ethical review.

AF 02-09/1.0

: )
N@REC @ KamphaengphetRajabhat University - Exemption Review Report

Research Ethics Commmittee

For the
record only

REC Protocol | protocol title :
No.

Principal
Institution

investigator

Criteria for exemption: (indicate the item of criteria met) .......ccoeueeeee.

Descriptive summary of the protocol:

Justification for using exemption process: L] Yes L] No

Suggestion/ Recommendation:

Reviewer Date............. S VA
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COE No. 000/0000
REC No. 000/00

NUGRREC @

KamphaengphetRajabhat University - Research Ethics Committee
69 Moo 1 NaKhonChumKamphaengphetRajabhat University, Kamphaengphet62000, Thailand,Tel 66 5570 6555.

Certificate of Exemption

The KamphaengphetRajabhat University - Research Ethics Committee, Kamphaengphet, Thailand, 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

Study Code

Principal Investigator

Co-Investigator

Study Center

Document Reviewed

( )
Chairperson

KamphaengphetRajabhat University - Research Ethics Committee

Date of Exemption

Note. 1.No amendment, progress report, final report required

2. Any major approved exemption protocol modification, require new protocol submission
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AMENIINNITILTTTUNM IV TUNYBIUMIMENTE T BAY AUWINYS

KamphaengphetRajabhat University Research Ethics Committee

69 1y 1 ANUALATYN B1LNBLAIDY JNIAMUNINYS 620001UB5INTANII055706555

1Na15TUTBINITENLIUNITANITYSTIULATINITIRY
ANNENIIUNITD3E535UNTITeTuNYd WIne1desvdgiiunames andunishinissuseaniseniunasanasesssulasinIsIdunuLwInmen
5u555un15338Tunudmduun IgUdIN alaun Declaration of Helsinki, The Belmont Report, CIOMS Guideline International Conference on

Harmonization in Good Clinical Practice %58 ICH-GCP) wa¥ 45CFR 46.101(b)

Folasans - (lne)
Study Title : (English)
aafilasansise
RRCIE - (lne)
Principal investigator . (English)
dananiigau
Rt R Ty - (lng)
Co-investigators . (English)
dananiigau
LONEIT5USDY
1.
2.
LA 0
( )

UE5IUANENTTUNITITESTIUNTIAE TUNYLE A IMENTe VA AUNINYS

Jufisusesnseniuiansanasessse ()

Date of Exemption : (English)

1 liffesdsdnudluiiuifnlasin1side (Amendment) 31891UAUATINEN (Progress Report) Wag31841ua3UNan 15338 (Final Report)

2. ynfimsudlulasinsidenendnisiuses WiRdedudunisdavhidulasinisidelvl
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Criteria for Expedited Review of Research Protocol

byKamphaengphetRajabhat University - Research Ethics Committee

Expedited review is a review process set by the board to review protocol (DHHS,FDA).

1. Expedited review will be conducted by chair or experienced board member whom appointed by chair.

2. Applicability:

2.1
2.2

2.3
24
2.5

The research activities that present no more than minimal risk.

If identification of the subjects or their responses place them at risk, the reasonable and appropriate protection must be
implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.
Minor changes in previous approved research which no additional risks involved.

Recruitment materials which the standard requirements of informed consent have been applied.

Research activities that are not directly involved with living human e.g. study of donated organs or bodies.

3. Research activities that involve procedures listed in the following categories may be reviewed through expedited review process.

3.1

32

33

34

35

3.6
3.7

3.8
3.9

Collection of blood samples by finger stick, heel stick, ear stick or venipuncture from healthy, non-pregnant adults who weigh at
least 50 kg (110 pounds). For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection
may not occur more frequently than 2 times per week.

Blood samples taken from volunteers other than 3.1, age, weight, and health condition of the volunteers must be considered. In
general, 3 ml/kg body weight within 8 weeks and collection not occur more frequently than 2 times per week is possible;
however, total blood quantity should not exceed 50 ml.

Prospective collection of biological specimens for research purposes by noninvasive means e.g. hair or nail clipping in a non-
disfiguring manner, teeth if routine patient care indicates a need for extraction, external secretion (incl. sweat), placenta
removed at delivery, amniotic fluid obtained at the time of rupture of the membrane prior to or during labor, mucosal and skin
cells collected by buccal swab or scraping or mouth washing, sputum collected after saline mist nebulization, etc.

Collection data through noninvasive procedures routinely employed in clinical practice (excl. x-rays or microwaves) e.g. physical
sensors that are applied either to amounts of energy into the subject or an invasion of the subject’s privacy, magnetic resonance
imaging, ECG,EEG, ultrasound, Doppler blood flow, echocardiography, moderate exercise, body composition measurement.
Examining materials (data, records, documents, specimens) that have been collected or will be collected solely for non-research
purposes (such as medical diagnosis or treatment).

Collection of data from voice, video, digital, or image recordings made for research purposes.

Research on individual or group behaviors or research employing survey, interview, oral history, focus group, program evaluation,
or quality assurance methodologies.

Continuing review of protocol previously approved withoutnon-compliance/deviation/violation.

Protocol amendment with which no additional risks have been identified.

4. Expedited reviewers can exercise all of the authorities of the board except disapproval. Expedited reviewers may approve the protocol

or refer to the full board otherwise.
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b
"@REC @ KamphaengphetRajabhat University
Research Ethics Committee

Expedited Review Report

REC Protocol | protocol title : For the
No. record only
Principal

Institution

investigator

Criteria for expedited review: (indicate the item of criteria met) ................

Descriptive summary of the protocol:

Justification for using expedited review process: LI Yes 1 No
Consideration:

1. appropriate inclusion/exclusion criteria L] Yes L] No L N/A
2. acceptable risk/benefit ratio: L] Yes L] No L N/A
3. adequate informed consent process: (1 Yes [J No 1 N/A
4. decision making ] approval

[ approval with some correction
] resubmission
0 fullboard review needed

(Please explain).....c.ccccovrierrinrennes

Suggestion/Recommendation (nwﬂﬁ’ammﬁmwnﬁlu 2 d9u:Protocol wag ICF (Informed consent form)

Protocol

Information sheet

Consent

Other

Reviewer

( )

wewme - geliiunsenanufniiuldidnduni ausanensinsesesssunsIsuluied anivendessdgiunanesaontuidemely 5 duih

13
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COA No. ...
RREC No......cceuue.

e @

KamphaengphetRajabhat University Research Ethics Committee
69 Moo 1 Nakhon chum, Kamphaengphet62000, Thailand,Tel 66 5570 6555.

Certificate of Approval
The KamphaengphetRajabhat University Research Ethics Committee, Kamphaengphet, Thailand, has approved the
following study which is to be carried out in compliance with the International guidelines for human research protection as
Declaration of Helsinki, The Belmont Report, CIOMS Guideline and International Conference on Harmonization in Good
Clinical Practice (ICH-GCP)
Study Title
Study Code

Principal Investigator

Co-Investigator

Study Center
Review Method : Expedited
Continuing Report : At least once annually or submit the final report if finished.

Document Reviewed

( )
Chairperson

KamphaengphetRajabhat University Research Ethics Committee
Date of Approval

Approval ExpireDate

Approval is granted subject to the following conditions: (see back of this Certificate)
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All approved investigators must comply with the following conditions:

1.
2.

Strictly conduct the research as required by the protocol,

Use only the information sheet, consent form (and recruitment materials, if any), interview
outlines and/or questionnaires bearing KPRU-REC seal of approval

Report to KPRU-REC any serious adverse event or any changes in the research activity,according
to the standardoperating procedures;

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

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

After Expiry of COA, Investigator must not recruit new participants.

Complete and submit the final report form to the KPRU-REC, as soon as possible after the

completeness of research.

* A list of the KPRU-REC members (names and positions) present at the meeting of KPRU-REC on the

date of approval of this study has been attached (per requested). All approved documents will be

forwarded to the principal investigator.
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AF 01-10/1.0

Kamphaengphet Rajabhat University

Research Ethics Committee

@

Submission Form for Ethical

Review

Please fill in this form and provide necessary documents that apply. This form will help exemption or expeditethe review process.

Section 1 : Protocol identification

Request for [] Exemption or [] Expedited Review, please specify the criteria category

exemption and expedited review) [ Full Board Review.

(see the criteria for REC NO. ooveereeee

For board use only

1.1 Protocol title (Thai)
1.2 Protocol title (English)
1.3 Sponsor/Source of funding
D Government ... D NGO .o
D Private sector |:| Others ...
1.4 Protocol number (if any)
1.5 Sponsor contact phone/fax (Thailand)/e-mail
1.6 Protocol as part of - Thesis / Dissertation / IS / Undergraduate D No D Yes(Attach doc 6.11)
- Postgraduate training (Board/Sub-board) D No D Yes(Attach doc 6.11)
Section 2: Investigator (attach doc 6.5)
2.1 Name of principal investigator
22 Degree/Specialty
23 Institutional affiliation
2.4 Contact phone/Fax/Email
2.5 How many other research projects are still open under your responsibility?
2.6 How many active research subjects are under your responsibility?
2.7 How many research staffs (Co-investigators included) do you have for thisproject?
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Section 3: Research protocol

3.1 Research Design (Check all that apply)
Basic science research |:| Descriptive/Qualitative :l
Survey |:| Case-control |_|
Laboratory experiment |:| Diagnostic test :l
Applied research :l Clinical trial :l
R/D :l Cohort :l
Bioequivalence :l Other (specify).........ccccccuurrureeeee, I:l
3.2 Methods involved the followings (tick all that apply)
Questionnaire/Interview/Diary (Attach doc 6.6) |:|
Specimen/Sample collection |:|
Records/Document extraction :l
In vitro diagnostic devices :l
In vivo diagnostic devices :l
Medical devices (Attach doc 6.12, 6.13, 6.14) |__]
Drugs(Attach doc 6.10, 6.12,6.15) [ |
Cosmetics(Attach doc 6.10, 6.12) |_|
Medicinal plants(Attach doc 6.10, 6.12,6.15) ||
Foods(Attach doc 6.12) |_|
Behavioural/Psychological intervention :l
Embryonic stem cell/Genetic material [ |
Radiation/Isotope |:|
Tissue/Organ transplant |:|
Procedures/Operation |:|
Other (SPECify)......cuvvvuvvivvivviisisiiisiisiinnnns :l
33 Expected duration of the project........ years......... months
3.4 Investigation site
Single
National multi-site/multi-center
International multi-site/multi-center
35 Has this protocol been reviewed by another ethics committee prior to this submission?
No
Yes (Attach doc 6.17)
3.6 Has this protocol been registered according to clinical trial registration
No
Yes (Attach doc 6.16, 6.18)
Section 4: Subjects and recruitment
4.1 Does this protocol include the following subjects? (tick all that apply)

No data obtained directly from human (Go to 4.2)
Prisoners

Pregnant women/Elderly

Mentally ill subjects

Chronic disease/Cancer or terminally ill subjects
Neonates/Infants/Children (aged <20)

HIV/AIDS

Institutionalized e.g. orphanage, leprosarian
Iliterate subjects or Minorities e.g. hilltribes

Subordinate e.g. students, employees, soldiers, patients
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Other (SPeCify).....wweurcrreeereerrrrirencenes

4.2 Methods used to recruit subjects
No (Go to 4.3) :l
Personal contact at outpatient clinic /inpatient :l
Personal contact at ERor ICU [ ]
Personal contact in community |_|
Contact via telephone or post :l
Advertising e.g. poster, flyers, mass media (website included) |:|
Other (specify) |:|
43 Person obtaining informed consent
No(Gotodd [___|
Principal/Co-Investigators :l
Research staff |:|
Other (SPECIfY) cvvuuvereerereieiireerereseeeesseeeseees |:|
a4 Expected number of subjects in each arm........cccccoecvecvecinnes total number of subject.......ccccovvee
4.5 Subject payment/incentives
vo [
Yes [ ]
(if yes, please give detailS. ... seesee
4.6 Compensation for injury / lost
no [
Yes :l
(if yes, please give detailS........cirrierienrsenee e
Section 5 : Study monitoring or DSMB(Data Safety Monitoring Board)
No [ ]
Yes :l

Section 6: Summary of attached documents required for the review (please tick all that apply)

copies
6.1 wuuBuetuNIANSNTIE5TIL (Submission form : AF 01-10) | 4
6.2 wuuUssdinlassnifeseauesSelf-Assessment Form : AF 02-10 %o AF 04-11) [ 4
63 foyaraursuazuiidouaninmBusendmiudiinsnlasanside (information sheet and/or consent form: [ 4
AF 04-10, AF 05-10, AF 06-10)
6.4 Tasan1sideatuidiu (Full Protocol) [ 4
6.5 UszIRdIdenanuag3133ds (Principal investigator and Co- investigator’s CV) ] a
Human Subject Protection Course D
GCP training certificate (clinical trial only)  []
6.6 swazdeaaiediefililun1side (Questionnaire/Scale/Interview Form/Case report form) ] a4
6.7 nstandavnamauselevil(Conflict of interest and funding form : AF 03-10)  [] 4
6.8 sulszanaiiilésu Tnege (Budget) [ 4
6.9 asulassnside (Protocol synopsis) [ 4
6.10 Investigator brochure ] 4
6.11 Approval document from thesis committee/advisor D 1
6.12 Recruitment materials e.g. written information and script ~ [] 1
6.13 Medical devices safety approval from Thai FDA D 1
6.14 Certificate of Free Sale  [] 1
6.15 Approval for investigational drug used in research D 1
6.16 Drug approval from Thai FDA D 1
6.17 Approval result report from other IRB D 1
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6.18 Document of registration D 1

6.19 Electronic files of all aboveandrelated documents D 1.CD ROM

Note: Investigator has to provide document 6.1- 6.9 and 1 CD ROM (6.19) on submission for initial review. Other documents are
also necessary for some type of protocol. Document 6.9 should be in Thai and not exceed 5 pages. Should you need more

information, please contact our board secretary at KPRU-REC. Tel 0-55968642

INVestigator SIgNATUIe ... dated......cccoo. Y SR Y/

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

Please attach the electronic files of all required documents (6.1 - 6.18)

TAsen1sIdeuuneay (REC No.) /

naNd1damuneaud1eiuliafaInsRnAaiu AMENIINNITATESTIUNTILTUNYEE AMINYIEBTIVAYATUNINYS

AN VINTANA 05570655

AF 02-10/1.0
P . N
| REC ‘KpRu:i Kamphaengphet Rajabhat University Self-Assessment Form for Pl
Research Ethics Committee
(lne)
Protocol number: Title: (English)
Investigator’s Name and Qualification: L) Exemption

O Expedited review
I Full board review

A B NA | A= appropriate, B= Inappropriate, NA=Not applicable
Iltem for Assessment v A e away a
mnganuldiiedowselifead

Protocol Opinion/suggestion

1. Research value / merit ‘ ‘ ‘

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (to Whom...cccovevenccerecinenens , risks by nature and expected

events i.e. physical, psychological, financial, social, etc.)

5. Benefit (to Whom........coovveveeeeenn. , both direct and indirect)
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6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

7.3 Acceptable treatment available

8. MTA/CTA (Material Transfer Agreement/Clinical Trial

Agreement)

9. Others (Advertising, CRF, etc.)

ICF (Informed Consent Form) #auusznauvadtandns (ICH GCP 4.8.10)

Opinion/suggestion

1. enansdayaftnay/asuredimivataadinsiiiinsauniside (Information sheet)

1.1 idaisaaaginmsivy

1.2 awaldtadng

13 fdemuszyindunuidy

1.4 wewananadaslasudylidisiululasiniside

o

1.5 dnguszasdvaslaseinside

1.6 ueaaiasinlulasensive

1.7 Feeniiunisiiasujinsderitnsinide

1.8 szezhamoaaliasusiarauiziedeglulasaniside

1.9 wavseleriinninasiniuainnsisuseadtalasinensa
way/v3eUsylevidoyuvw/den/iinanms i

1.10 anudes enulidaune viseanyliagain Aenainduwn

1a1adas lunsinsinlulasenisive

1.11 madenuienszuiunsinwdu o lunsdlfienaiadasluin

ululasanside

Item for review

NA

A= appropriate, B= Inappropriate, NA=Not

. ' " A v = Y
applicable wungmuNldinetemselinedl

1.12 mshikduyaweaaiung nsdenal anullagain i
aune wags1gleandely annnisnenanatmsidnsiunisise 35a0s

Tuazailn

1.13 nsWin1sSnwIneIuiavsemsawe Waillmnudeniensesunsien

WANYINNNTIY

a

114 widsduidy warandunsilunisinide

1.15 mMdemaiugamanivzieiinisvenuduseuiarinisiidusnw

1AEnAU genetic counseling

1.16 N15Y0LAUMBE19TIWABINAITINY AT aEnalAULINBNIIATIA
Wintidluewian viselanisanelvdlusuian Aoslinsveniudusauiie
Wudegesiude winsldmegaiuasdes SuSedlinnenssunisasesssy

f58UN

1.17 yarauazvsnglarinsdne faunsofnnelanaen 24 43lue lunsali
aranadnsiinmanisaldulifieseasd

1.18 MUNLAUINSFANTE1T N UANENTTUNITRAITUIITETIIUNITIEY ¢

ananaiAsANNsaRnfanstiivesaasyy

a va al

mninmsufuainlidulumudeyaluenaisviu
A115050958ULAN. .. )

1.19 fenansdeyas aduiimuzdmsuinery 7-12 Y

(dnwdmsuinlugaenginariazidilale)

2. nilsFoudnaanudugauidnsauniside (Consentform)

2.1 fvepu “@ranadnsidaseazufias vsenaui1nlasanisivy
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dielanle lnglifinalag denisshwmenuiaficsagldiumunnnsgiu i
5 g ve, s 2,
gapdenausylovilagfifisaglisunuans

2.2 1nINsNsinwAaduvesteyaigiuataalag

2.3 ANUMINEANTRINTRIUNLALELINSINNTIRY wag/v3e funulay

YRUMIBNNNY

2.4 ANUMNITANVRINTITUAAIAIINTUBDNVR TN TINNTITe Nl
anansnguwauieuld

2.5 ANUMNIZAUVDINTEUIUNITUD assent asNITANUIU ??W‘Vi%JULaﬂ

918 7-12 U

Decision: Risk/Benefit Category

] Research involving not greater than minimal risk(ms3seiiAeadesiuaundsaiisndnon)

v A

L] Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects (1153387
WnedesiuaudssInnITUnALA lalanstsUselevdneenanadasinensilusunnn)

L] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield
generalizable knowledge about the subject’s disorder or condition (Ms3dsfitisrdesiuamudssnnniUndnaglulduansisselovise
oanaiAslnensily
I < val ° v P a a a o Yo v a' v,
awan wislanudululinagihanuiinertuisewmnuiinUsniviennsvedsavesoranadinsluldiulioaudus 19)

[IResearch not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem

affecting the health or welfare of children(ns3denilsegnilsiianansafigailaadeniaiiasidila, Josiu vie vssmymieusanfinansenu
sogunwise alaRnmenuluegfifiveain)

Investigator’s Signature ............cccooeevevieeiiinnn,
0
Date .......... Y Y S
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AF 03-10/1.0

Research Ethics Commmittee

¢
’@REC ‘K”R”ﬁ Kamphaengphet Rajabhat University Conflict of Interestand Funding Form

Conflict of interest is not in itself a reason for protocol or investigator disapproval. The board will consider its existence and magnitude and

whether or not these may affect the scope of protection the right and welfare of human participants. One copy of this form will be forwarded to

the conflict of interest committee of the institute. The board will only send the investigator the institute opinion together with protocol approval

results.

Protocol title:

For board use only

For board use

REC No. only
Section 1: Funding
1.1 Source of funding (tick all that apply) amount
None -
Department/ institute
Pharmaceutical company
Other agency: ....ovvvveveevinieieeen,
Other agency: ..vvenereeenereenereinnes
Grand total
1.2 Investigators fee received (tick all that apply)

Monthly throughout the project

Lump sum for the whole project

Per subject recruited

Others (SPECIY).....crveererecrreriiennas

Section 2: Conflict of interest

yes | no
2.1 Do you, members of your family, or associated entity have or receive a financial interest in or from the
sponsoring company?
22 Do you hold any executive or scientific position in the sponsoring company?
23 Do you serve as a consultant in scientific, financial, legal issues or a member of a “ speaker’s bureau”
concerning the products of the sponsoring company?
24 Have you participated in or otherwise influenced any institute transaction with the sponsoring company in
any of followings: buying, selling, leasing, licensing, supplying, or making contract?
25 Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff to a project
sponsored by the sponsoring company?
2.6 In the last year, how many times have you been supported by the sponsoring company to:
-Attend conferences/meetings abroad;_ 0 1 2 >2
-Attend conferences/meetings in the country; 0 1 2~ >2
-Lecture for the staff of the sponsoring company; 0 1 2 >2

Note. wnvisanzfdelidl Ol Taunuunasusmiuld winluanezdidevinuladl col Tiguwuunesuuen

Investigator SIgNAtUre .......cccoeeieieeieeeene dated............ S Y



Co-investigator Signature

(

)
dated..../ .o S Co-investigator Signature ...........ccceeveenee dated
) (o )

(Please retain copy of the completed form for your study record.)
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AF 04-10/1.0

Research Ethics Committee (Information Sheet for Research Participant)

° . . ) v o o . o . .
N@REC @ Kamphaengphet Rajabhat University magamaﬁmsJmmummauﬂimaﬂﬂsenmasJ

o tg va o a v [ a o (% o/ a v
ANYLLAINIDY TumiLsusJuLaﬂmwauﬂamaamaamiummamsmaﬂmqmsa%(AF 04-10) WazLaNANT

wARNIANNEUE ALY INTULATINSATE(AF 05-10) ANUFIDES

l3iA99d9anaNTANTWIINTNTUTUAF 04-10, AF 05-10, AF 06-10

1.

2. IRpanansauIuuilasesediegna AF 04-10,AF 05-10, AF 06-10 Tidriuusunauideves
Ftee fegns anansadaritedilifeadeseen Wy AndumAdeilineuuuuasuauwiniu
anunsafnITeiesmudsdildsunnmaanzidenls Wusu

3. LONETSAF 04-10,AF 05-10, AF 06-107amvindundausn Ilddu Version 1.0 n¥euasiuil ieu
Viisaviiiu Erinsudlundait 1 1ldu Version 2.0 weuasuil oy Tfdaviiuuasén
finsudlodnludsu version vainfeuasiufl weu Iihiunnedsiifinnsudly

a. Tannslddmiummg dwimadelindetosdian lunsdlsndulsidmdmiawlneg Thdeuiu
AnsiAe ULz IaUNHSINg BRevinY

5. Tuﬂszﬁﬁiﬁoﬁ’wLﬁumﬁ%’aﬁ%Lﬁmﬁuﬁ’ummaﬂmﬁwma%umuuaz%’u%’aumaLﬂ'umia'gmﬁu
A31UTOUHUNIN (Diagram) Tinladnelulasenside wazlu AF 04-10

6. lunsdl enanadaseneiiesndn 20 U wazdedl AF 04-10 wag AF 05-10 Tildlonanswuamugis
918 (AUATAUE)

agLin wnansilddmiuiin lenansiifiaslddmsu
KUnAT09
i 7 9 laisoaly roslddmiudunases
7-12 ¢ Tdenansdmsuin snueuaunsalunis | sedlddmiuiunases
D1UAU
13 9l udtfosndn 20 Idenansvesiunasedlagazvalviauy roslddmiudunases
Y puewasinslenaufiasuelsifunasedas
UNULERIAINEUY B
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7. lunsdl eranasilianinsosiuas/viedeuld dosdinszuiumseiuieteyauazeaziden
Tu AF 04-10 Wurgidrdailulasanside wae AF 05-10 enaldnisUssituasindenes
91aNaATLNUNTANNY

8. nslimnuBuseudiean (Verbal consent) vasenanaiasenasild adfesssymapauas
Anumzanlulasanside waglu AF 04-10

9. Tasamsideiifiesnis 9.1 vesniiunSellasuutasnszuiumsunsdiuresnisveruBugesan
ganaiins wse 9.2 veenviunsasuduatednvaldnusluenaisuanaanuBugouves
o1enasing e1avinlél (45 CFR 46.116 and 46.117) anamdnns WU foanifmun Tu21CFR
50.23 and 50.24; 21 CFR 56.109 wagnanufjufves CIOMS Wi ARALAnIMANaLUN1SVRENLIY
Tusalassnmsidouarlu AF 04-10 visil madudiunislude 9.1 uas 9.2 azldfunistusesan
KPRU-IRB Aauizusifiunsise
9.1 veunriuvdeiUAsunlainsrUIUNMTUNEILTBINTTIANBUgeI N ATAT (Waiver of

Informed Consent Procedure) 45 CFR 46.116

a

o  N5uiiAnuAareaNalAs i UNINANUEsIRaEd@T sz lasuTunsALTY

AT sUsER1 U LLazmisuaEJﬂL”iuﬂﬁﬂJa@u&JauﬁuhjfiqNaﬂiwu&iaﬁw%uazmmL“f;Juagjﬁ

a o 9] = AN Yo a Y & 2
ﬂﬂaﬂ@’laqﬁllﬂ'ﬂﬁiﬂjLQWWgLUﬂﬁmiﬂiﬂﬂ’]iVlbLﬂiUﬂ'ﬁW‘\]qiﬂJ’]LLU‘U?‘JﬂL'JUW]’]uu NI

o nsIvgldanunsansyyinlanin@ealinssuIuNISUBANUDULAUIINDIEENAS
9.2 Y98NIUNTAUUTUA SN YA N Y TULDNATTWARIAN U ULDNVBIDNANEIIAT (AF 05-10)

YNAUNTaVInUA (Waiver of documentation of consent)(@5 CFR 46.117)

[y

o msiduilanudssreeiamaiasliiiniuniteudesdionaaiasazlesulunisandu
AN TUTLAIU

o msasuuduaednwaldnwslulenansuanaanuidugenveseaa@ing (AF 05-10) tJu
ﬁﬁaaﬁalﬁmﬁL%amimﬁaé’mﬂﬂasuaammaﬁm wagmsasuuduanednwaidnusluenans
LA Bugenvasetanaiias (AF 05-10) dmnuidssiiagyhlienanasinsanegluny

FUASTIHUINATIITIUNFIFLATUNSUANEAIUEY

vanewn. nlasanislaliduluauieuledsiu Tandunsiasandunelasinsidely
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AF 04-10/1.0

. 1724 o =y o s L% a o
REC (-5 Kamphaengphet Rajabhat University | Tayafiasutadmivenaiainsuaslasinisidy

Research Ethics Committee (Information Sheet for Research Participant)

BUBSIATETIT oo e s s e s s

Bvusarileie)

4

23 lulAs9N15938

B =) W)

=2
©
e

BUBSIATETIT oo s e e s e e s s e e e )

v nusarilede)

Beu  Aidrsaulasenisidennving
viulasudalidisanlulasensideidonyiudu. e (spywsnandgylidrruluniside)

v a 1% =%

neuvinuazAndulainsaulunisfineidednany velwiueenasatullegnsdiiiu ielivinuldmsuiareuanas

¥ o

uaziBynven1sAnyITeluasail mnviwuideasdelag Wiy ngugnaiuaninauveswnmdginide viseunndsy

Furfefazdudamnsanaumauuasliinrunszdnaunvinle

o

YINuaENLsaveA kUL luA15915UTASINSITeTIINATEUAT) Liau UsawmdUseadvaainula vinuiiian

v
=1

pgruganelunsindulalnedasy avinusndulanaiinazdnsnlulasinsidel e livinuasndluenasuananing

o

uypUYRILATINITIVEU

<)
WAANAAIULUULN

(srynanniswavimaralaete Wlalaprumenwididnsiunsideanunsadilalaie lldnwdangy

volulanioeuiudnd lngldn1wsenguluiudu).
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N@msc @

KamphaengphetRajabhatUniversityResearch Ethics Committee

69 Moo 1Nakhon Chum, KamphaengphetRajabhat University, Kamphaengphet62000, Thailand,Tel055706555.

Certificate of Approval

KamphaengphetRajabhat University Research Ethics Committee, Kamphaengphet, Thailand, has approved the
following study which is to be carried out in compliance with the International guidelines for human research protection as
Declaration of Helsinki, The Belmont Report, CIOMS Guideline and International Conference on Harmonization in Good Clinical
Practice (ICH-GCP)
Study Title
Study Code
Study Center
Principal Investigator, Co- Investigator
Review Method : Full board

Continuing Report : At least once annually or submit the final report if finished. / Every 6 months. / Every 3 months.

Document Reviewed

()
Chairperson

KamphaengphetRajabhat University Research Ethics Committee

Date of Approval

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

All approved investigators must comply with the following conditions:

1.
2.

Strictly conduct the research as required by the protocol;

Use only the information sheet, consent form (and recruitment materials, if any), interview outlines and/or

questionnaires bearing KPRU-RECseal of approval; and return one copy of such documents of the first subject recruited

to the KPRU-RECfor the record;.

Report to KPRU-RECany serious adverse event or any changes in the research activity according to the
standardoperating procedures;

Provide reports to KPRU-RECconcerning the progress of the research upon the specified period of time or when
requested;

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

After Expiry of COA, Investigator must not recruit new participants.

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

* A list of the KPRU-RECmembers (names and positions) present at the meeting of KPRU-RECon the date of approval of this

study has been attached (per requested). All approved documents will be forwarded to the principal investigator.
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KamphaengphetRajabhat University Research Ethics Committee

N@REC @!

ARENTIUNITAIEFITUNTIT TUUUYBINM NGV T VA AUNIANYS

AF11-10/1.0

69 Wy 1 AUAUATYN NaLilas Imdafunanys ns. 055706555 sia 1760, 4231

1BNE155UT9lASINSIVY

ANYNTIUNTATESTIUNTITeTuNY LY umAnedesedgiunangsantunisiinissusedasiniside

mllLmemﬁﬂﬁUﬁiiumﬁ%’apl,w-mﬁLﬂummiﬁﬂuaﬁﬂalﬁl,l,ﬁ Declaration of Helsinki, The Belmont Report,

CIOMS Guideline wag International Conference on Harmonization in Good Clinical Practice 138 ICH-GCP

Folasans
Study Title

a a o
ulasen1sie
vy o
#33evan

Principal investigator

NARUIBIUY

Co-investigators

(Y

NARUIBIUY
ad
FNUNIU
v v
SIBIIUANUATINTN

LONE155UTDY

()
. (English)

- (ne)
. (English)

- (ne)
. (English)

UIE5IUANENTIUNITIIESTINNTIRE TUNYEE W Inedesvigiunanys

-

IUNIUTDY

Date of Approval
Tunanag

Approval Expire Date

: (ny)
: (English)
- (ny)
: (English)
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7. AMANUIN
7.1 AF 01-11
7.2 AF 02-11
7.3 AF 03-11
7.4 AF 04-11

8.L9Nd1591994

A A

A1SANWILATBILDNLAIIULELIFN
QARG ITAIGERN RN PRI ERGR
Reviewer Assessment Form for Medical Device

Pl Self-Assessment Form for Medical Device

8.1 Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and Drug

Administration, U.S. Government Printing Office via GPO Access

8.2 Web site: Thai FDA. (3oaia3aailounms 3 nau

8.3 Associated SOP: NU-RREC 07 NU-RREC 09 and NU-RREC 21
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AF 01-11/1.0

Example of

)
N@REC @ KamphaengphetRajabhat University
Research Ethics Committee NON-SIGNIFICANT RISK DEVICE STUDIES

NON-SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OFNON-SIGNIFICANT RISK DEVICE STUDIES

®  Bio-stimulation Lasers for Treatment of Pain
®  (Caries Removal Solution

®  Daily Wear Contact Lenses and Associated Cleaners and Solutions

®  Dental Filling Materials, Cushions or Pads (made from traditional materials and designs)

®  Denture Repair Kits and Re-aligners

®  Gynecologic Laparoscope and Accessories (at power levels established prior to May 28, 1976,

excluding use in female sterilization)
®  Externally Worn Monitor for Insulin Reactions

®  Jaundice Monitor for Infants

®  Magnetic Resonance Imaging (MRI) Devices within Specified Physical Parameters

®  Menstrual Pads
®  Menstrual Tampons of “old” Materials (used prior to May 28, 1976)
® Non-implantable Male Reproductive Aids

®  Ob/Gyn Diagnostic Ultrasound (within specified parameters)

®  Transcutaneous Electric Nerve Stimulation (TENS) Devices for Treatment of Pain

®  Wound Dressings(excluding absorbable hemostatic devices and dressings)
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e
REC ‘KPRUﬁ' KamphaengphetRajabhat University Example of
Research Ethics Committee SIGNIFICANT RISK DEVICE STUDIES

SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OFSIGNIFICANT RISK DEVICE STUDIES

General Medical Use

" Catheters:
O Cardiology - diagnostic, treatment, transluminal coronary angioplasty, intra-aortic balloon with control system
O  Gastroenterology and Urology — biliary and urologic
O  General hospital - long-term percutaneous, implanted, subcutaneous and intravascular
O Neurology — cerebrovascular, occlusion balloon
®  Collagen Implant Material (for use in ear, nose and throat, orthopedics and plastic surgery)
" Lasers (for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary, ophthalmology and neurology)

®  Tissue Adhesives (for use in neurology, gastro-enterology, ophthalmology, general and plastic surgery, and cardiology)

Anesthesiology

®  Respiratory Ventilators
®  Electro-anesthesia Apparatus
®  Gas Machines for Anesthesia or Analgesia

®  High Frequency Jet Ventilators (greater than 150 BPM)

Cardiovascular

®  Arterial Embolization Device

" Artificial Heart(permanent implant and short term use)

®  Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices

®  Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous, antitachycardia, esophageal
®  Cardiovascular/Intravascular Filters

®  Coronary Artery Retroperfusion System

" DC-Defibrillators

®  Implantable Cardioverters

®  Laser Coronary Angioplasty Device

®  Pacemaker Programmer
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®  Percutaneous Conduction Tissue Ablation Electrode
®  Replacement Heart Valve

®  Vascular and Arterial Graft Prostheses

Dental

®  Endosseous Implant

Ear, Nose and Throat

®  Cochlear Implant

®  Total Ossicular Prosthesis Replacement
®  Gastroenterology and Urology

®  Anastomosis Device

®  Endoscope and/or Accessories

®  Extracorporeal Hyperthermia System

®  Extrocorporeal Photophersis System

®  Extracorporeal Shock-Wave Lithotriptor
®  Kidney Perfusion System

®  Mechanical/Hydraulic Impotence and Incontinence Devices
® Implantable Penile Prosthesis

®  Peritoneal Shunt

General and Plastic Surgery

®  Absorbable Hemostatic Agents

" Artificial Skin

®  Injectable Silicone

®  Implantable Prostheses: chin, nose, cheek, ear

®  Sutures

General Hospital

" Infusion Pumps: Implantable and closed-loop, depending on infused drug
®  Implantable Vascular Access Devices
Neurology
®  Hydrocephalus Shunts
"  Implanted Intracerebral/Subcortical Stimulator
®  Implanted Intracranial Pressure Monitor

®  Impalnted Spinal Cord and Nerve Stimulators and Electrodes
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Obstetrics and Gynecology

®  Cervical Dilator
®  Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)

®  Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine device (IUD) and introducer, and sponge

Ophthalmics
®  Extended Wear Contacts Lens
® Intraocular Lens (investigations subject to 21 CFR 813)
®  Eye Valve Implant

®  Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoropropane

Orthopedics

®  Implantable Prostheses: ligament, tendon, hip, knee, finger
®  Bone Growth Stimulator
®  Calcium Tri-Phosphate/Hydroxyapatite Ceramics

" Xenografts

Radiology

®  Hyperthermia Systems and Applicators
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AF 03-11/1.0

. . . .
N@REC @ KamphaengphetRajabhat University Reviewer Assessment Eorm

Research Ethics Committee for Medical Device
Protocol number | Title: (ne)
(English)
. ; Pri Revi
Reviewer’s Name 5?:%;!5\/:; L] Full board review

. A | B | NA | A=appropriate, B=Inappropriate, NA=Not
Item for review ol o e mom e
applicable munaauIlintomselisodl

Investigator’s Qualification:(nM5¥133uiieaiuiasasiiaunnd Pl #aell GCP Training)

Protocol Opinion/suggestion

1. Research value / merit ‘ ‘ ‘

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (to WhoM...ocveorvieerrienn. , risks by nature and expected

eventsi.e. physical,psychological, financial,social, etc.)

5. Benefit (to Whom.......ccoveuveeeeeeean. , both direct and indirect)

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

(Ransanludrunseuiunisvenuduge)

7.3 Acceptable treatment available

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

9. Others (Advertising, CRF, etc.)

Medical Device Y | N | NA | Y=Yes, N=No, NA=Not applicable viangmualil
Hedewdolided

1. Imported

1.1 Certificate from Thai FDA

1.2 Detailed Description of Medical Device

1.3 Certificate of Free Sale

2. Product of Thailand

2.1 Detailed Description of Medical Device
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3. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

4.  Risk of the Device

4.1 Non-significant risk

4.2 Significant risk*

ICF (Informed Consent form) gauudssnauvadtenadls (ICH GCP 4.8.10)

Opinion/suggestion

1. enansdeyarduay/asuiedmivenaadiasiiiiisauniside (Information

sheet)

NA

A= appropriate, B= Inappropriate, NA= Not
applicable Mngaulidiietewsolidesd

1.1 hdeSesiaghmsivy

1.2 mwnlddnlade

13 fdeauszyindunuide

1.4 wemaioranadaslasudglndisilulasanside

1.5 dnguszasdvedlasinsiide

PRI

1.6 $1uueaalnsinslulassIdY

a wa v o

1.7 Wandunsnaguifidedii1snide

1.8 szgvlaioraadnsusazauazieseglulasnisidy

1.9 wausglevinaininaginduainnsisedeatanalinsinense

way/voUsylevieyuvu/nw/iinnnuiln

1.10 anuEes auldauie viemuldasain fenainduwn
oraatias Tunisidnsinlulasanisise

1.11 madenusenszuiunisinwdu q lunsaifienaadaslddnsuly
1ASINITIY

1.12 mslituraweaAiunie nsdenan anldazain ldauiy way

vl o A o v aov  ad o o o
swlddely anmsienaaiasidisinniside Basliuasiianily

1.13 mslinsShwmeunarservae adanudemensedunsianie

1NN

1.14 wraeluniide wavanunsulunisviiise

q

1.15 ns3deneiugaansazaedinisvenuduseuiasiinisliruinw

12U genetic counseling

1.16 M5VBLRUMBY1ImEDINNTITY warsEznaAuiian19n579
WisAslueuian wiseensAnwlurdlusuian Aesiin1svenudugeuie
Wiudhegeimde winisldinedraiuazdas Susadinuenssunisasesssy

M58

1.17 ymrauazvangiavlnsfnd fanansodasieldnasn 24 $alus lunsdl
firaadesiinmanisaldulyifisUseasd

1.18 M1 InIAN a1 nIuANEATIUNISRAITUIRSEEITNNSITY T
ananadAsANNsaRnfanstiivesaasyy

mniimsufoRnlidulunadeyaluenatsviu
AU1505BUTEULAN. o )

1.19 fienansteya aduiivungdmiuinery 7-12 Y

(dnwdmsuinlutiseradnaniiasidilale)

2. MISHLEANILINUIBULBNLT1SIUNTSIE  (Consentform)

o

2.1 fifemnu “@ranainsldaseNavuias vsonouiianlasinisive
= M v 1 ' v = v =
dielafld Tnglifinalag sensinwmerviafiaisaglasumuninsgu vie

gadenauselovilannfisaglisunuans”

2.2 YaUANMIShwANuduYeslayaineIiveanading
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2.3 ANUMNIEENTRINTaIUNlagd13IMNTINE wag/m3e Junulag
FOUAILNNNY

2.4 AMUMNITALYIINITLARIAINTUBBNVEIN LT3 11N BTl
aansausazideuls

2.5 ANMUMHNZENVRINTZUIUNITVD assent LarNITadIuId ?li:TVi%/ULéﬁﬂ@?E! 7-
129

Decision: Risk/Benefit Category

L] Research involving not greater than minimal risk.

L] Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.

L] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield

generalizable knowledge about the subject’s disorder or condition.

[IResearch not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem

affectingthe health or welfare of children.

aguwansiansan (] 1 %uses desrearupnuimeh
[ 2 Yfudsaudluiiesuse [ w0 3 dieu
L1 3 Ysudgudlusazdndfiansaning L1 w0 6 dieu
L] 4 hisuses [ fuanmsise vielaiu 1 9

Reviewer’s signature............omrrriccnnn.

( ) Date of review ......ccccoceveen.

MnewsUNsaiANULEY g (Significant risk medical device) vansfisgunsaindanuidessienisdediodioinluld 4
ANULEEIRBNSIAnANNANISag19asiatn UG desendunisundavselvenuisuseinnivetasiunisdedin waz/vmse

ANUiNsTionafinTuaIngUnsaliue (Wuavneasesssun1sinideluaululssindlne w.a.2550 win 42)
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AF 04-11/1.0

KamphaengphetRajabhat University

9
N ' REC KPRUL
Research Ethics Committee

Pl Self-Assessment Form

for Medical Device

Protocol number | Title: | (o)

(Ensglish)

Item for review

NA

A=appropriate, B=Inappropriate, NA=Not

. ' ©al v - 'y A
applicable nungaNIliinetewielinsdl

Investigator’s Qualification:

msiAdeieaiunsesilownnd Pl dasll GCP Training

Protocol

Opinion/suggestion

1.

Research value / merit

2.

Research validity

2.1 Good rationale

2.3 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3.

Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4.

Risk (to WhoM.....ooveeeeeeeeeene. , risks by nature and expected

eventsi.e. physical,psycholosical, financial,social, etc.)

5.

Benefit (to Whom.......cccevvveveeeeeee , both direct and indirect)

6.

Vulnerability

7.

Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process(#iansannszuiunisveasguga)

7.3 Acceptable treatment available

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

Others (Advertising, CRF, etc.)

Medical Device

NA

Y=Yes, N=No, NA=Not applicable ysngasinlal
Aendonideldded

1. Imported

1.1 Certificate from Thai FDA
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1.2 Detailed Description of Medical Device

1.3 Certificate of Free Sale

2. Product of Thailand

2.1 Detailed Description of Medical Device

3. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

4. Risk of the Device

4.1 Non-significant risk

4.2 Significant risk*

ICF (Informed Consent Form) dauisenauvaitanadis (ICH GCP 4.8.10)

Opinion/suggestion

1. enansdeyarduay/esuiedmivenaaiasiidisauniside (Information
sheet)

NA

A= appropriate, B= Inappropriate, NA= Not
applicable wungauldiietewmsolidesd

1.1 WUa50999LvinnNIsIvY

1.2 mwnlddilade

13 fdeauszyindunuide

1.4 wewaioraadaslasudglndisialulasanside

1.5 dnguszasdvedlasinsiide

a Y

1.6 $1uueaalnsinslulasnsIvY

a wa v o

1.7 andunsnaguiddediinsnide

1.8 szgvhaioraadnsusazauazieseglulasniside

1.9 wausylgvifinainagiintuainn1siveseaandlnsinenss
way/voUselevioyuvu/nw/iinnnuiln

1.10 udes auldaune visemuliageain fenainduwn
oaatias Tunisidnsinlulasanisive

1.11 madenusenszsuiunisinwdu q lunsaifienaadaslddisuly
1ASINITIY

1.12 mslituraweaiunie nsdenan anldazain ldauiy way

vl o a o v aou  ad > o o
swlddely anmsienaaiasidisinniside Basliuasiianily

1.13 mslinsShwmeunarservae Wedanudemensedunsnanie
1NNTIVY

1.14 wraeluniide wavaaunsulunisviniise

q

1.15 myidemeiugemansazdoinisvennudugeauuaziinisliauinm

1AEnAU genetic counseling

1.16 M5VBLAUMIBE1NImERINNTITY warsEEnaAUEN1I#579
WisAslueuian viseensAanwlurdlusuian Aesiin1svennudugeuie
Wiudhegeimvde winisldsnedraiuazdes SuSadiinuenssunisasesssy

M58

1.17 ympauazvangiavlnsdmd fanansadasieldnasn 24 $3lus lunsdl
firaadesiinmanisaldulyifisUseasd

1.18 U1 InIAN a1 nIUANEATIUNISRAITUIRSEEITNNSITY T

ananadAsANNsaRnfanstiivesaasyy

mniinmsufoRnlidulunadeyaluenatsviu
A1505BUTEULAN. )

1.19 fenansteya aduiimungdmsuinery 7-12 Y

(dnedmsuinlutisergfnaniiazidilale)

2. vilsdaudnanuIBusaudnsIun15Ive (ConsentForm)
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P

2.1 fiemnu “eranadnsiidaszivzUfis vseaoumanlasinisidedlelan

=

1o Tnglifinalag don1ssnwimeruiaimsaglasunuuinsgiu usegede

uoo

wausylonilag Aifeazlasunudns”

2.2 YauAMsinwanuduveslayainediveaading

2.3 ANUMNIEEANTRINTaIUUlagd13IMNTINE was/m3e Junulag
YBUMIBNNUY

2.6 AIUANITANVEINITHAAIAINTULENVRI LTI T T T b
ausneuwaslaule

2.5 ANMUMHNZENVRINTZUIUNITVD assent LarNITadIuId ?li:TVI%IULéﬁﬂBWE! 7-
129

Decision: Risk/Benefit Category

[ Research involving not greater than minimal risk.

L] Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.

L] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield

generalizable knowledge about the subject’s disorder or condition.

LIResearch not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting

the health or welfare of children.

Investigator’s Signature ...

0 Date ... /e YA

mnewsUnsavsiANuLEYIg (Significant risk medical device) vanefisgunsainianuidessienisdediodioinlUld 1
ANULEEIRBNTSARANNANTSaE19aT TN lUlY AesendanisundnvselvenuisUsenniiietesiunisidedin waz/vse

ANUNsTionafinTuaIngUnsaiiue (Wuavneasesssun1sinideluaululssindlne w.a.2550 v 42)
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AF 01-12/1.0

KamphaengphetRajabhat University

Q
[RREC @
Research Ethics Committee

Resubmission Form

for Ethical Review

Please fill in this form and provide necessary documents that apply. This form will help exemption or expeditethe review process.

Section 1

Request for [] Exemption or [] Expedited Review, please specify the criteria category ...

: Protocol identification

exemption and expedited review) [] Full Board Review.

. (see the criteria for

RREC No. ......cuce.

For board use only

1.1 Protocol title (Thai)
1.2 Protocol title (English)
1.3 Sponsor/Source of funding
D Government .. D NGO ...
D Private sector ... D Others ...
1.4 Protocol number (if any)
1.5 Sponsor contact phone/fax (Thailand)/e-mail
1.6 Protocol as part of - Thesis / Dissertation / IS / Undergraduate |:| No |:| Yes(Attach doc 6.11)
- Postgraduate training (Board/Sub-board) |:| No |:| Yes(Attach doc 6.11)
Section 2: Investigator (attach doc 6.5)
2.1 Name of principal investigator
2.2 Degree/Specialty
23 Institutional affiliation
2.4 Contact phone/Fax/Email
25 How many other research projects are still open under your responsibility?
26 How many active research subjects are under your responsibility?
2.7 How many research staffs (Co-investigators included) do you have for thisproject ?
Section 3: Research protocol
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31 Research Design (Check all that apply)
Basic science research |:| Descriptive/Qualitative |:|
Survey |:| Case-control |_|
Laboratory experiment :l Diagnostic test :l
Applied research |:| Clinical trial |:|
R/D |:| Cohort |:|
Bioequivalence |:| Other (specify)... . |:|
3.2 Methods involved the followings (tick all that apply)
Questionnaire/Interview/Diary (Attach doc 6.6) |:|
Specimen/Sample collection :l
Records/Document extraction |:|
In vitro diagnostic devices |:|
In vivo diagnostic devices :l
Medical devices (Attach doc 6.12, 6.13, 6.14) :l
Drugs(Attach doc 6.10, 6.12,6.15) [ |
Cosmetics(Attach doc 6.10, 6.12) |_|
Medicinal plants(Attach doc 6.10, 6.12,6.15) :l
Foods(Attach doc 6.12) |_|
Behavioral/Psychological intervention :l
Embryonic stem cell/Genetic material |:|
Radiation/Isotope |:|
Tissue/Organ transplant |:|
Procedures/Operation |:|
Other (SPeCify). ... :l
33 Expected duration of the project........ years......... months
3.4 Investigation site
Single
National multi-site/multi-center
International multi-site/multi-center
35 Has this protocol been reviewed by another ethics committee prior to this submission?
No
Yes (Attach doc 6.17)
3.6 Has this protocol been registered according to clinical trial registration
No
Yes (Attach doc 6.16, 6.18)
Section 4: Subjects and recruitment
4.1 Does this protocol include the following subjects? (tick all that apply)

No data obtained directly from human (Go to 4.2)
Prisoners

Pregnant women/Elderly

Mentally ill subjects

Chronic disease/Cancer or terminally ill subjects
Neonates/Infants/Children (aged <20)

HIV/AIDS

Institutionalized e.g. orphanage, leprosarian

Iliterate subjects or Minorities e.g. hilltribes
Subordinate e.g. students, employees, soldiers, patients

Other (specify)

Joouoooood | bo oo ood
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4.2 Methods used to recruit subjects
No(Gotod3) [ |
Personal contact at outpatient clinic /inpatient :l
Personal contact at ER or ICU :l
Personal contact in community :l
Contact via telephone or post [ |
Advertising e.g. poster, flyers, mass media (website included) :l
Other (specify) :l
43 Person obtaining informed consent
No (Go to 4.4) :l
Principal/Co-Investigators |:|
Research staff |:|
Other (SPeCify) ..o :l
4.4 Expected number of subjects in each arm........c.ccoceovvevnnenee. total number of subject........ccovvveenee
4.5 Subject payment/incentives
o —
Yes [ ]
(if yes, please give details........cierireneeeeese e
4.6 Compensation for injury / lost
No [ ]
Yes :l
(if yes, please give detailS. ..o seesene
Section 5 : Study monitoring or DSMB(Data Safety Monitoring Board)
no [
Yes :l

Section 6: Summary of attached documents required for the review (please tick all that apply)

copies
6.1 wuuBuveumsfiansanadusssy (Submission form : AF 01-10)  [] 4
6.2 wuuUssiiulasansidefemue(Self-Assessment Form : AF 02-10 %30 AF 04-11) ] 4
6.3 foyaraursuazmiidouaninmBusendmiudiinnlasansid (information sheet and/or consent form: [ 4
AF 04-10, AF 05-10, AF 06-10)
6.4 Tnssmsideatuidia (Full Protocol) [ 4
6.5 UseTRgIdevanuasgsau3de (Principal investigator and Co-investigator 's V) [] 4
Human Subject Protection Course D
GCP training certificate (clinical trial only)  []
6.6 swazoneieiioflilunside (Questionnaire/Scale/Interview Form/Case report form) ] 4
6.7 msdaudmemauszlevi(Conflict of Interest and Funding Form : AF 03-10) [ 4
6.8 sulszanaiiilésu Tnege (Budget) [ 4
6.9 asulassnside (Protocol synopsis) [ 4
6.10 Investigator brochure ] 4
6.11 Approval document from thesis committee/advisor D 1
6.12 Recruitment materials e.g. written information and script D 1
6.13 Medical devices safety approval from Thai FDA D 1
6.14 Certificate of Free Sale  [] 1
6.15 Approval for investigational drug used in research D 1
6.16 Drug approval from Thai FDA D 1
6.17 Approval result report from other IRB D 1
6.18 Document of registration D 1
6.19 Electronic files of all above and related documents  [] 1.CD ROM
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Note: Investigator has to provide document 6.1- 6.9 and 1 CD ROM (6.19) on submission for initial review. Other
documents are also necessary for some type of protocol. Document 6.9 should be in Thai and not exceed 5 pages.

Should you need more information, please contact our board secretary at KPRU-REC. Tel 0-55706555

INVestigator SIgNATUIe ... dated......ccccccceeee. VST Y/

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

Please attach the electronic files of all required documents (6.1 - 6.18)

1A53N1539UNNBEY  (REC NO.) oveeevevereene. Jreeereeeseeeseeseen

N1 aaneardeiulinfansindanu AMENIIUNTTITESTIUNTILTUNYEE UMINGIEBTIVAYATUNINYS

VABLAVINSANA 055 706555 fa 2333
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AF 01-13/1.0

. _— . Kamphaengphet Rajabhat University
N REC @ Research Ethics Committee

Submission for Study Amendment
HUUSIBUNTITHA bULNULAY
TA59IN15998

Instruction: Please fill in the form or tick ¥ in the box that applied, and attach documents if necessary.

Protocol title:

For the record

only

Study Code:

REC. No.

Principal Investigator:

Investigator No.

Sponsor:

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

Other (SPeCify) ...

Protocol
consent form

investigators

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

3. How will the amendment affect the risk and benefit for the subjects?

Risk may be I:I increased I:I same I:I decreased

Potential benefit may be I:I increased I:I same I:I decreased

4. How does the amendment affect the informed consent?

new consent is in addition to the current one

new consent is to replace the current one

new consent is not required

Note: Study amendments may not be instituted until written approval from the ethics committee is received.

INVeSstigator SIGNAtUIE. ..o Date......... y— VA

(Please retain copy of the completed form for your study record.)
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AF 02-13/1.0

REC KPRU,‘ Kamphaengphet Rajabhat University
@ Research Ethics Committee

AmendmentReview Report

a1519asUN1sIABULYAS

TASINNTITLLT D9

PINUNLATINTIVY

A1seasUNIsRBULUAY

anu

W8

JaANUav LAY

Fornuatulu VRN

175




AF 03-13/1.0

) . . .
N | REC i Kamphaengphet Rajabhat University
Research Ethics Committee

Amendment

Review Report

REC For the
Protocol e
No only
Principal .
. . Institution
investigator
Study Code Sponsor
Descriptive summary of the amendment :
Justification for using expedited review process: LI Yes L1 No
Consideration:
1. appropriate inclusion/exclusion
) pP P ] Yes ] No L] N/A
Criteria
2. acceptable risk/benefit ratio: L] Yes L1 No LI N/A
3. adequate consent form: (] Yes [1 No L N/A
4. amendment [ Minor changes | [J Major changes(siasii1141 full-board)
5. approval : L] approved
[1 approved with some correction
(] full-board review needed

Suggestion/Recommendation

Reviewer

( )

dated

/

/

wunewie veliviunsonaudaiululuuresuudrdinduind aus.anznssunsasesssunsidelunyed unninendesudy

Aunamysalelu 5 Suvhnig
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AF 04-13/1.0

Protocol REC No .........

N@aaﬁc @

Kamphaengphet Rajabhat UniversityResearch Ethics Committee

69 Moo 1Nakhon Chum, Kamphaengphet Rajabhat University, Kamphaengphet62000, Thailand,Tel 66 5570 6555.

Approval of Documents Related to Study Protocol
Kamphaengphet Rajabhat University Research Ethics Committee, Kamphaengphet, Thailand, has approved the
following study which is to be carried out in compliance with the International guidelines for human research protection
as Declaration of Helsinki, The Belmont Report, CIOMS Guideline and International Conference on Harmonization in Good
Clinical Practice (ICH-GCP)

Study Title

Study Code

Principal Investigator

Study Center
Document Approval

1.

( )

Chairman of Kamphaengphet Rajabhat University Research Ethics Committee

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

All approved investigators must comply with the following conditions:

1.
2.

Strictly conduct the research as required by the protocol;

Use only the information sheet, consent form (and recruitment materials, if any), interview outlines and/or questionnaires
bearing KPRUU-RECseal of approval; and return one copy of such documents of the first subject recruited to KPRU-
REC for the record (if applicable);

Report to KPRUU-RECany serious adverse event or any changes in the research activity according to the standardoperating
procedures;

Provide reports to KPRUU-RECconcerning the progress of the research upon the specified period of time or when
requested;

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.

After Expiry of COA, Investigator must not recruit new participants.

All the above approved documents are expired on the same date of the previously approved protocol (COA

* A list of KPRU-REC members (names and positions) present at the meeting of KPRU-REC on the date of approval of this

study has been attached (per requested). All approved documents will be forwarded to the principal investigator.
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AF 05-13/1.0

RELAUIATING ...

?@(REC @g

ABIZNITUNTAILTTIUNTIVE TN WE

UNNINYIFYTIVANNIUNIUNYT

69 1y 1 AUAUATYN B1LNBLAIDY JNTAMUNINYS 620001UB5INTANII055 706555

nilsdasusesenaisiiieatesiulasenisive
AMENTTUNITITETTIUNMTIToLUNY Y unInerdesivdgiwnanysaiunisiinisiuseaenaisi
WetesiulasinAdenunwinimanisesssunisiveluauiiduninsgiuainaleun Declaration of Helsinki, The

Belmont Report, CIOMS Guideline W& g International Conference on Harmonization in Good Clinical Practice

938 ICH-GCP

Folasenis . (lna)
Study Title . (English)
uilasanisise

§33eman : (lne)
Principal investigator : (English)
danavtagau

333 : (lne)
Co-investigators . (English)
danavtagau

@NE1SNASUNITSUTBY

1.
NV OO
( )
UE5IUANYNITINNTITETTIUNTITU UL BENMING T TUA DWW
Tuiuses (lne)
Date of Approval {(English)
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PROTOCOL No.:

COA No.:

PROTOCOL TITLE:

Principle Investigator and Institution Name:

Submission for : [ Certificate renewal [ per NU-RREC action requested (as indicated in protocol) [ Both cases

ACTION REQUESTED:

O  Progress Report-Period from to

(For full board protocol, please attach the copy of the first
participant consent, if this is the first report.)
O Renew - New participant accrual to continue

O Renew - Enrolled participant follow up only

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?
g NO
Q  YES (Describe briefly in attached narrative)

SUMMARY OF PROTOCOL PARTICIPANTS (number):

1. Total participants expected to be recruited at the beginning =

2. Number of participants recruited=

3. Number of participants expected to be recruited from now =

4. Total drop-out or loss follow-up =

5. Total participants still active or in contact =

6. Total participants completed =

Remark :U8 1 = 10 2+ U 3 49 2 = 10 4+ U0 5+ 18 6

HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION,
RECRUITMENT OR SELECTION CRITERIA SINCE THE LAST REVIEW?

a NO

Q  YES (Explain changes in attached narrative)

HAVE THERE BEEN ANY CHANGES IN THE INFORMED
CONSENT PROCESS OR DOCUMENTATION SINCE THE
LAST REVIEW?

a NO

O VYES (Explain changes in attached narrative) ...........
HAS ANY INFORMATION APPEARED IN THE LITERATURE,
OR EVOLVED FROM THIS OR SIMILAR RESEARCH, OR
COMMUNITY ATTITUDE TOWARDS THE RESEARCH
THAT MIGHT AFFECT THE NU-RREC EVALUATION OF
THE RISK/BENEFIT ANALYSIS OF HUMAN SUBJECTS
INVOLVED IN THIS PROTOCOL?

a NO

O VYES (Discuss in the attached narrative)
HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE
EFFECTS BEEN NOTED SINCE LAST REVIEW?

Q NO

187




HAVE ANY PARTICIPATING INVESTIGATORS BEEN ADDED OR HAVE ANY INVESTIGATORS DEVELOPED EQUITY OR CONSULTATIVE

DELETED SINCE LAST REVIEW? RELATIONSHIP WITH A SOURCE RELATED TO THIS
a NO PROTOCOLWHICH MIGHT BE CONSIDERED A CONFLICT OF
Q  YES (Identify all changes in the attached narrative) ............ INTEREST?

HAVE ANY NEW COLLABORATING SITES (INSTITUTIONS) BEEN a NO

ADDED OR DELETED SINCE THE LAST REVIEW? Q  YES (Append a statement of disclosure) ...................
Q NO

Q  YES (Identify all changes and provide an explanation of

changes in the attached narrative) .............

SIGNATURES:Date: .......cccooovivvinviciniiciecas

Principal Investigator

Reviewer Comments:

Osusevsusessiaiiles

Miuilovevedoyarfiviy

[ai5U500/II5UTBIRBUTBATHUIITEA .

Reviewer’s signature
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Please attach the Executive Summary or Abstract of the study with this report.

REC No.:

COA No.:

Protocol Title :

Study Code :

Principal Investigator:

Phone number:

E-mail address :

Sponsor’s Name

Address:

Phone :

E-mail :

Study 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:

Investigator signature ... dated

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

Reviewer’s commentdmaﬁmimﬂmmmmzamaﬁmau LAZNITIIUTIUDNAALIAT maamumwmﬁawiammaﬁmﬁLﬁﬁauuﬂaalﬂ):
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REC No. COA...ccoun. Date: / /
Study Title:

Study Code :

Investigator : Contact No.:

Institution: Contact No.:

Sponsor: Contact No.:

Description of the

deviation/violation.

Please describe the impact of the
deviation/violation on patient safety

and/or scientific integrity.

Please provide evidence of
acceptance of the deviation by the

sponsor, if relevant.

What steps have/are to be taken to

avoid a recurrence?

Are any changes to the project/protocol are required? If Yes, please complete and submit an amendment.

Reviewer’s recommendation/suggestion:
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7.1 CIOMS form
7.2 AF01-19 Adverse Events and Problem Report Form - Internal
7.3 AF02-19 Suspected Unexpected Serious Adverse Event Summary Report Form -
External

7.4 AF03-19 Reviewer Assessment Form for SAE/SUSARs Report

8. @N&a1591994

8.1 ICH Good Clinical Practice Guideline atufiutalne nesmruausl dinauamznIsunIg
9IMMIUALYT NIENTNEATITUEY aduntwilng w.a. 2552

8.2 WUINR3EsINNIVINITETuALLMINR vusuasusssunIssluaululssnalng w.e. 2550

8.3 Naranjo C, Busto U, Sellers E, A method for estimating the probability of adverse drug
reaction, Clin Pharmacol Thera 1981, 30: 239-45

8.4 wwimuuinissenumanisalliieUszasdannmsuseguduuun “Achieving Guidance in
Clinical Trial Safety Information among Stakeholder” susuasesssun1sIduluauluyszine
e (FERCIT)

8.5 www.cioms.ch/form/cioms.pdf
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CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

I. REACTION INFORMATION

1. PATIENT INITIALS
{first, last)

1a. COUNTRY

2. DATE OF BIRTH

Day | Menth

Year

2a. AGE | 3. SEX [4-6 REACTION ONSET

Years Day | Month | Year

7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data)

8-12 CHECK ALL
APPROPRIATE
TO ADVERSE
REACTION

O PATIENT DIED

£ INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

o INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

0 LIFE
THREATENING

Il. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUGIS) (include generic name)

20 DID REACTION
ABATE AFTER
STOPPING DRUG?

1 YES TINO [JNA

16. DAILY DOSE(S)

16, ROUTE(S] OF ADMINISTRATION

17. INDICATION(S) FOR USE

21.DID REACTION
REAPPEAR
AFTER REINTRO-
DUCTION?

COYES CINO CINA

18. THERAPY DATES (from/to)

19. THERAPY DURATION

. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUGI(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23, OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of peried, etc.)

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24¢c. DATE RECEIVED
BY MANUFACTURER

24d. REPORT SOURCE

[ STUDY [ LITERATURE

[ HEALTH PROFESSIONAL

DATE OF THIS REPORT

25a. REPORT TYPE
O INITIAL

[ FOLLOWUP
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AF 01-19/1.0

wuusIBUmanIsallieUseaed

, ) : N
REC ‘KPRU:ﬁ- KamphaengphetRajabhat University windeuss Tuaaitu
Research Ethics Committee

Adverse Events and Problem

Report Form - Internal

Protocol Title:

COA No:

Principal Investigator:

Sponsor:

Medicine or cosmetic or device

Study site:

Adverse Event:

Onset of SAE: (dd/mm/yyyy)

Event reported: [ initiat report O Follow-up report

Severity of event: O peath

O Life threatening

O Hospitalization or prolongation of hospitalization

O persistent or significant disability or incapacity

O Congenital anomaly or birth defect

O Required intervention to prevent permanent impairment

O other e

Causality of event: O unrelated (clearly not related to the research)
O Unlikely (doubtfully related to the research)
O possible (may be related to the research)

O probable (likely related to the research)

O pefinite (clearly related to the research)

Is the reaction expected? O Expected

O Unexpected (not mentioned in the protocol or Investigator Brochure)

Is the event classified as a SUSAR O no O ves

Progression Is the event due to progression of an underlying illness?
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D No |:| Yes

Action take with study treatment: O continued O Reduced O increased
O Temporary stop O permanent stop

Outcome of SAE: O Resolved O Resolved with sequelae
O Improved O persistent O worsened
O Fatal O unknown

Other actions taken: O No action required

O Amend consent document
0 Amend protocol
O inform current subjects

O Terminate or suspend protocol

Have Similar Adverse Events Occurred | [J No O ves How many?

on this protocol?

Comment (Principle investigator or Site investigator):

[0 Principle investigator [ Site investigator Name:

Date Signature
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N@mﬁc @

WuUHTUT1891U SUSARs yangn1iu

Suspected Unexpected Serious Adverse Event Summary Report Form - External

AF 02-19/1.0

Protocol Title:

Period of report:

Principal Investigator:

COA No:

Sponsor: Contact Number:
Initial Report
No. Country ID No Sex | Age Event (Description) Onset | Causality Severity Action Medication | Action taken | Outcome
or Site (A) (B) © (D) (E)
1
2
Follow up Report
No. Country ID No Sex | Age Event (Description) Onset | Causality Severity Action Medication | Action taken | Outcome
or Site (A) (B) © (D) (E)
1
2

(A) Causality:

(B) Severity:

1 = Unrelated, 2 = Unlikely, 3 = Possible, 4 = Probable, 5 = Definite

1 = Death, 2 = Life threatening, 3 = Hospitalization or prolongation of hospitalization, 4 = Persistent or significant disability or incapacity,

5 = Congenital anomaly or birth defect, 6 = Required intervention to prevent permanent impairment, 7 = other significant medical event
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(C) Action medication: 1 = Continued, 2 = Reduced, 3 = Increased, 4 = Temporary stop, 5 = Permanent stop

(D) Action taken: 1 = No action, 2 = Amend consent document, 3 = Amend protocol, 4 = Inform current subjects, 5 = Terminate or suspend protocol, 6 = others

1 = Resolved, 2 = Resolved with sequelae, 3 = Improved, 4 = Persistent, 5 = Worsened, 6 = Fatal, 7 = Unknown
(E) Outcome:

N@REC ‘mu:% wuuUseIlius1891U SAE %38 SUSARSs AF 03-19/1.0
Review Assessment Form for SAE, SUSARs Report

Protocol Title: KPRU-REC No:

Principal Investigator: COA No:

Sponsor: Contact Number:

s Osaes O susars O others.occcee.

FIUTTUM s 189U

1Y Initial RePOrt.........covvvvveeeereee 897U

O e on sitenece 518974

AFUEVENTS LAY CAUSAL RELATIONSIID ...

O AaluUsemnel . sw0ul] AaluUTEnNe 189U

AFUEVENES LAY CAUSAL RELATIONSNID. .......ooeeeeeee s




1Ju Follow-up Report................. 789U
O 180 on siten e 784U
AFUEVENTS LAY CAUSAL RELATIONSIID ... s




Reviewer’s Decision

O Acknowledgement

O Acknowledgement with suggestion
[J Need full board review
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AF 01-20/1.0

Research Ethics Committee

)
: < KamphaengphetRajabhat Universit
N@REC @ P sP . Y KPRU-REC - Site Monitoring Visit

The following is a list of information that will need to be accessed during this routine visit

® Research unit’s written SOPs including informed consent policies, and the process by which consent is routinely obtained.

Does your site have written SOPs? O ves* O No
IF yes, are the SOPs current? (Date: )

Remark: Informed consent process as REC standard

® Total active studies:

Total active subjects:

® |nformation about your methods of recruitment:
O private Practice [ Referrals O patabase
[ office Brochures / Posters O Advertising O website
[ National Recruitment Campaign O other:

® |nformation about your study populations:
Might your research studies enroll any subjects from the following “vulnerable”Categories?

O ves* O nNo

*If Yes, please indicate which categories:

O Nursing Home O Educ. Disadvantaged [ Chronic Disease O Terminally ill

O student O Mentally Incompetent O child O Employee

[ Mental Health [ Financial Limitations O prisoner O Temporarily Incapacitated
O institutionalized O other: (specify):

® Your document files for KPRU-REC approved studies, included:
- Protocols and amendments,
- Recruitment materials, FDA form 1572 (if applicable),
- REC correspondence and approved consent form(s),
- Participant charts or source documents and the consent form(s) for each study,
- Investigator Brochure(s)
- The principal investigator’s CV and medical license, and
- Curriculum Vitae (CV), hire date, and human subject protection training records for all research staff,

® Study Team Records:

Name of staff members Years of research Years at this site | Training courses : Human Protection;

experience GCP, etc,,

Date of completed

training

* We may also ask to see your drug storage areas and emergency equipment.
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AF 01-20/1.0

®  KamphaengphetRajabhat University
REC KPRUZ KPRU-REC - Site Monitoring Visit
Research Ethics Committee

Site Visit TeamKPRU-REC)

Chairperson :
Member :
Secretary :

Reason for Visit......cceeeveereennnne

l. General Information Date/Time of visit :

INVESTIGATOr NAME: .
INVEStIGator SPECIALLY/IES: ..o

Name of Persons Interviewed:

Address : Phone: ....cccooveeuevaae.

Il. Site Characters:
2.1 Facilities &Staffs
a. Total active studies: .......cccccovverinnee. Total active e subjects: ..o

b. Number of Research Staff: ................... Full-Time: .. Part-Time: ....cccevverrae

c.  How many investigators does the study coordinator support?

d.  How many studies does the study coordinator OVErsSEe? .........cvvivivieieeeeieeeseseseees

e. Years of Research Experience? ... Investigator ........ Coordinator ........ Coordinator ....... Coordinator

f.  Years at this site? .. Investigator ........ Coordinator ........ Coordinator ....... Coordinator

g. s thissite.....? [ A private Practice Oa Group Practice

(check all that apply) Oa Free-standing research site [ A SMO or other network
O Hospital-based O University-based
O other : e
2.2 Drug Secuirity :
a.  Are test drugs and/or devices stored at this site? Oves Onox [ nax

*If “NO” or “NA,” please eXplaiN: ... seessseeees
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b.  Are test drugs and/or devices stored in a locked cabinet or room?

*If “No” or “NA,” please eXplain: ...

Oves O nox O nax

c.  Are the research records kept separate from the regular practice records? Oves Ono* [ nax

*If “No” or “NA,” please exXplain: ...

d. Are the research records stored in a locked cabinet or room?

*If “No” or “NA,” please eXplain: ...

2.3 Device Security :

Oves Onor O nax

a. Is there equipment available at the site to treat life-threatening reactions? Oves Ono* [ nax

b.  Name the facility to be used in case of emergency: ...

c. Give the approximate distance of nearest emergency facility (in minutes) : ..o

2.4 Site activities :

a. Taking into consideration the purpose and setting, are the facilities suitable? O ves [ nNo*

HIf N0, AESCIIDE: ..o

b. How often is the Investigator at the research site? ...

c.  Does the investigator conduct regular meeting with the research staff? Oves Onox O nax

*If “No” or “NA,” please eXplain: ...

d.  How often do staff education activities take place? .......cccvvvrreneunnce

e. Study Team Training Record Verification (please add a blank page if more space is required)

Name of staff Member Type of Training Date Completed
2.5 Other study site:
a.  Does the investigator conduct KPRU-REC approved research at any other sites? O ves* O No

If YEs¥, Ple@se NAME! ...t

b. Are different research staff utilized at the additional facility?

If Yes*, please complete and attach the “additional site” form ........

2.6 Study site approved by other IRB/EC:

a. Are any of the procedures for the studies performed at a hospital?

b, Name Of NOSPItAL: ...

C. Local IRB approval obtained?

If Yes*, please provide the name of IRB/EC: ........cccccocmineinerinceiverinenis

lll. Population from which subjects are selected:
a.  Method of Recruitment: Oprivate Practice [ Referrals
O office Brochures / Posters

[ National Recruitment Campaign

[ ves* O Nno O NA

O Yes O No

O ves* O no O nA

[ patabase O Advertising
[ website O other
O other v

b. Might your research studies enroll any subjects from the following “vulnerable” categories?

O ves* O No

*If Yes, please indicate which categories:

O Nursing Home O institutionalized O Chromic Disease O Terminally Il O child
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[ Mental Health [ Financial Limitations O Pprisoner O Mentally Incompetent O student
O Employee O Educ. Disadvantaged O Temporarily Incapacitatedl:' Other: .....c.....

IV. Subject consent form:

a.

Is the subject consent form, the most recent KPRU-REC approved form? O ves O No* [ Nax

If No*, NA* | please give COMMIENTS & ...c.viiieriiecireineieeeeieeese e

Is the subject consent form:

Signed by the subject? Oves Ono

Signed by the Leg. Auth. Rep. (IF app.) Oves Ono Ona

Signed by the Investigator? Oves Ono Ona

Signed by the person explaining the consent? Oves Ono

Signed by the parent? Oves Ono [Ona

Assent form Signed by the subject? Oves Ono Ona
COMMENTS & oo

V. Principal investigator license(s), (M.D., D.O., or other):

a.

Is the applicable license current? Oves Ono [Ona
OtNEIT e

VI. Quality Control

6.1 Written SOPs:

a.

b.

Does the site have written SOPs? Oves Ono
Are the SOPs current? (Version & Date: ....ccoeeeveeveeveereeenan, )

6.2 Recent FDA Audit:

a.
b.

C.

FDA Oves [ nNo O boes not apply Indicate Date: .....ccccveeenee.
Copy sent to KPRU-REC O ves [ nNo O boes not apply Indicate Date: .....ccccveeenee.
483; copy sent to KPRU-REC Oves [ nNo O boes not apply Indicate Date: .....ccccveeenee.

6.3 Last visit by sponsor monitor:

a.

b.

SPONSER monitor Date: .......c....... SPONSOr: e REC Prot. #: .........
Copy sent to KPRU-REC Date: ...... SPONSOr: ...ovcunenee REC Prot. #: .........

VIl. Consent process:

a.

b.

Does the site have current written consent procedures in place? O ves O No

| discussed the process with the: O Investigator O Sub-Investigator O coordinator 1 Director/Manager
Name of person INEVIEWE: .. ..o

Consent Process details: ...t
The consent is reviewed with the subjects by the: O Investigator O Sub-Investigator O coordinator
Other OF COMMIENTS & oottt

If the investigator is not involved in reviewing the consent with the subject, is he/she involved with the

subject at any time prior to the subject signing the consent? [ ves ONo  comments:

How much time is spent with the subjects in the consenting process [ 0-15 Minutes [ 30-45 Minutes
including both reading and discussing the consent form? [ 15-30 Minutes [ 45-65 Minutes
[ one hour or more

Are you currently enrolling / do you plan to enroll non-Thai-speaking subjects? O ves* O No
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*If Yes, please INAICAte LANGUAGEIS): ittt

h. Do you have research staff on site fluent in the indicated (f.) language(s)? Oves Onot OIna

*If No, please indicate who will translate the consent form and conduct the consenting process: ..........

Is the consent form given to the subject or legal guardian to read prior to discussing the

Consent in detail? Oves ONo Comments:

j. If requested, is the subject or legal guardian allowed to take the consent home to
Discuss with family members? Oves 0O Nox
I INO, EXPLAIN WY MO .o

k. Are the subject or legal guardian’s questions answered prior to requesting their

Signature? Oves 0O nNox
K1 NO, €XPLAIN WY MO ittt
. Is a complete copy of the consent given to the subject or legal guardian? Oves O No
I NO, @XPLAIN WY MO ..ttt

m. Is any other material(S) used to provide additional information in the consenting process? (such as videos,
additional printed material, etc.) Ovesr Ono
B Y S, AOSCIIDE: .ottt ettt e ettt a et e e a et s e e et e st e e et et s s s eaea et en st et s e na et e et s anananan

n.  In my estimation, the consenting process is:

O Excellent (goes into great detail)
O Adequate (covers all important points)
O Incomplete (Does not discuss enough)
COMIMENTS 1 .

I have asked the investigator, sub-investigator, or coordinator to explain their consenting process to me in detail.

| have responded to the questions above based on the process that has been explained to me:

Site Monitoring Visit Team

Chairperson Site INVESTIGATON ..o
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( )
Secretary
( )
( )
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http://www.fercap-sidcer.org/SIDCER_EC_Self-AssessmentTool_V3%5B2%5D.2.doc

i
%‘2%9?’ SELF ASSESSMENT TOOL
T

0

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:

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

313



AT
AT
%‘2%9?’ SELF ASSESSMENT TOOL
[~

BRIEF INTRODUCTION OF IEC/IRB STAFF AND MEMBERS

Gender Affiliation(s)
L0 O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L O
0 O
L0 O

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

314



Ao
5% R SELF ASSESSMENT TOOL

RO

]

A STRUCTURE AND COMPOSITION OF EC

(structure, composition and skills of the EC and staff are appropriate to the amount and nature of research reviewed)

MEMBERSHIP REQUIREMENTS (at least 5 members, gender balance, experience, non scientific and affiliated members and

Al " :
terms and conditions of appointment)
ALl Does the EC have at least 5 members?
.
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) |:| |:| |:| |:|
Al4d 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)
ALT7 Does the EC members posses the required experience, |:| |:| |:| |:|

knowledsge, skill and relevant abilities to perform their
duties?

(WHO 4)
Al.8 Does the EC policy and procedures describe the selection |:| |:| |:| |:|

process of its members?

(WHO 4.1.2, ICH 3.3.1)

Al1.9 Do the EC terms describe the duration of appointment for

its members?

[]
[]
[]
[]

(WHO 4.2.1)
A1.10 Do the EC terms describe the policy for the renewal of |:| |:| |:| |:|
appointment for its members?
(WHO 4.2.2)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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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.7 |:| |:| |:| |:|
(ICH 3.2.1)
A1.15 Does EC member sign a confidentiality agreement? |:| |:| |:| |:|
(WHO 4.3.3)
Al.16 Are EC members willing to publicize full name, profession
and affiliation? |:| |:| |:| |:|
(ICH 3.4. WHO 4.3.1)

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 responsibilities?

(WHO 4.4)
A2.2 Does the EC have a description of requirements for
holding offices? |:| |:| |:| |:|
(WHO 4.4)
A23 Does the EC policy describe duration, disqualification, |:| |:| |:| |:|

resignation and replacement procedures for its offices?

(WHO 4.4)

A2.4 Does the EC have documentation explaining the duties, |:| |:| |:| |:|

obligations and responsibilities of its offices?

(WHO 4.4)

A2.5 Does the EC have an office space? |:| |:| |:| |:|
(WHO 4.4)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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A2.6 Does the EC have the necessary equipments to run the
00|00
(WHO 4.4)
A2.7 Does the EC have available budget to meet its functions |:| |:| |:| |:|

and responsibilities?

A2.8 Does EC document reimbursement for work and

expenses and is this made available to the public upon |:|

[]
[]

[]

request?
(WHO 4.3.2)
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 for them 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 staff?
(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?
(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)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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B1.1 Does the EC have terms of reference which includes its

scope, objectives, activities, organization and
management?

(WHO 4)

AVAILABILITY OF SOP

B2

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?

(ICH 3.2.2. WHO 4)

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

B2.3 Does the EC comply with the written SOP? |:| |:| |:| |:|
(ICH 3.2.2. WHO 4)

B2.4 Is the SOP reviewed and revised as necessary? |:| |:| |:| |:|

B2.5 Does EC make their SOP publicly available? |:|

(ICH 3.2.2.) |:| |:|

[]

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) |:| |:| |:| |:|
B3.2 Does the EC have an application form?
w0 522 mjjmyuj.
B3.3 Does the EC indicate the format for submission?
w0523 mjE.
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)

B3.6 Does the EC have an informed consent
L OO

guidance/template which it made available to

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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investigators to help with the preparation of the

]

document?

B3.7 Does the EC have a registration procedure (tracking

system) for the applications made for review?

] O
] O
] O
] O

B3.8 Does the EC specify the name and address of the EC
secretariat to whom the application should be
submitted?

(WHO 5.2.1)

B3.9 Does the EC have means of acknowledging applications |:| |:| |:| |:|
made to them?

(WHO 5.2.8)

B3.10 Does the EC communicate the incompleteness of an

[]
[]
[]
[]

application?

B3.11 Does the EC indicate fee structure, if any, for reviewing an

application?

[]
[]
[]
[]

(WHO 5.2.11)

B3.12 Does the EC indicate that application forms should be
signed and dated?
(WHO 5.3.1)

B3.13 Does the EC request that protocol be submitted together

with supporting documents and annexes?

(ICH 3.1.2, WHO 5.3.2)

B3.14 Does EC request submission of the project summary and

diagrammatic representative (flow chart) of the protocol?

O O O 0O O
O O O 0O O
O O O 0O O
O O O 0O O

(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)

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

I I B e A I O A
I I B e A I O A
I I B e A I O A
I I B e A I O A

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 requirements)

B4.1

Does the EC meet regularly on scheduled date
announced in advance?

(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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B4.2 Does the EC form a quorum before holding its meeting?

(WHO 4.5)

B4.3 Does the EC require that at least one non affiliated |:| |:| |:| |:|

member and a non scientist be part of a quorum for each

of its meeting?

(WHO 4.5.2)

B4.4 Does the EC require that meetings should be minuted |:| |:| |:| |:|

and there should be an approval procedure for the

minutes?

(WHO 4.5.2)

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)

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

with)
] ]

C11 Does the EC follow the operating procedure for review?

(ICH 3.3, WHO 6)

C1.2 Does the EC review protocols and all relevant documents
within a reasonable time frame? (ICH 3.1.2, WHO
6.1.2)

c13 Does the EC have an established procedure for expedited
review?

(ICH 3.3.5, WHO 6)

Cla Does the EC indicate the nature of the application,

O O O O
O O O O

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

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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by the expedited procedures meets the criteria for

]

review?

(ICH 3.3.5, WHO 6.3.3)

Cl.6 Does the EC have an established procedure for full board |:| |:| |:| |:|
review? (WHO 6.2)
cL7 Does the EC have an established process for obtaining |:| |:| |:| |:|

additional expertise when reviewing specific protocols?

(ICH 3.3.6, WHO 4.6)

Cc1.8 Does the EC have terms of reference for independent |:| |:| |:| |:|
consultants? (WHO 4.6)
C1.9 Does the EC have an established process for inviting |:| |:| |:| |:|

applicants/investigators to elaborate on specific issues
when applicable?

(ICH 3.2.5)

ELEMENTS OF REVIEW

CZ (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?
(WHO 6.2)
C2.2 Does the EC review the scientific design and conduct of |:| |:| |:| |:|
the study?
(WHO 6.2.1)
23 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?
(WHO 6.2.1.4)
25 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

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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for the research participants and concerned communities?

(WHO 6.2.1.2)

c2.7 Does the EC review the adequacy of provisions made for

monitoring and auditing the conduct of the research,

including the constitution of a data safety and monitoring |:| |:| |:| |:|

board (DSMB)?

(WHO 6.2.1.6)
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)
C2.10 Does the EC follow the established procedure for

determining if potential risks posed to the vulnerable
o gt

population are acceptable?

3.16)

c2.11 Does the EC review the description of the informed

consent process and the identification of those
wo (U

responsible for obtaining it?

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)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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C2.15 Does the EC have and follow the established procedure

in reviewing the consent process in emergency situation |:| |:| |:| |:|

in research protocol?

(ICH 3.1.2)

C2.16 Does the EC review the information assuring research

participants that they will receive available information
during the course of the research relevant to their |:| |:| |:| |:|
participation?

(WHO 6.2.5.4)

c2.17 Does the EC review the provisions made by researchers
for receiving and responding to queries and complaints
from participants or representatives during the course of |:| |:| |:| |:|
the research?

(WHO 6.2.5.5)

C2.18 Does the EC review the suitability of the investigators

qualifications and experience for the proposed study? |:| |:| |:| |:|

(ICH 3.1.3, WHO 6.2.3.1)

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)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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C2.23 Does EC have and follow procedures of determining

whether the method used to recruit the research subjects |:| |:| |:| |:|

is acceptable or not? (WHO 6.2.2)

C2.24 Does the EC review the description of the plan to make

the study product available to research participants |:| |:| |:| |:|

following the research if applicable? (WHO 6.2.3.8)

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?

(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? (WHO |:| |:| |:| |:|
6.3.2.3)

231 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

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

C2.34 Does the EC review proposed community consultation

during the course of the research? |:| |:| |:| |:|

(WHO 6.3.6.4)

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)

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? |:| |:| |:| |:|
(ICH 3.1.4, 3.3.3, WHO 9)

3.2 Does the EC have and follow an established procedure

for determining the frequency of continuing review? |:| |:| |:| |:|

(ICH 3.1.4, WHO 9.2)

a3 Does the EC have and follow an established procedure

for handling modification (amendments) of research |:| |:| |:| |:|

protocol?

(ICH 3.2.7, WHO 9.3)

.4 Does the EC have documents required for continuous

review and is this list made available to investigators? |:| |:| |:| |:|

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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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 investigators when it will conduct a continuing |:| |:| |:| |:|

review?

(ICH 3.1.4, WHO 9.4)

c3.7 Does ERC have and follows policies and procedures for

suspending or terminating previously approved research if
need be based on findings in monitoring or continuing |:| |:| |:| |:|
review?

(WHO 9.4)

C3.8 Does the EC require the investigator to notify the EC in
writing of the reasons and a summary of the research

results when applicant prematurely suspend or terminate |:| |:| |:| |:|
the study?
(WHO 9.5)

C3.9 Does EC do a follow up review when serious and

unexpected adverse events occur as a result of the
conduct of the study or study (test) product and |:| |:| |:| |:|
necessary steps need to be instituted to protect

participants? (WHO 9.3b)

C3.10 Does the EC specify that no deviations from, or changes
of, the protocol should be initiated without prior written
IRB/IEC approval/favorable opinion of an appropriate |:| |:| |:| |:|
amendment?

(ICH 3.3.7)

311 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

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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subjects and/or affecting significantly the conduct of the

trial? (ICH 3.3.8, WHO 9.3¢)

C3.13 Does the EC specify that the investigator should promptly |:| |:| |:| |:|
report to the IRB/IEC alladverse drug reactions (ADRs) that

are both serious and unexpected?

(ICH 3.3.8)

C3.14 Does the EC specify that the investigator should promptly

report to the IRB/IEC any new information that may affect |:| |:| |:| |:|

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)

COMPLETENESS OF IEC/IRB MEETING MINUTES

ca

(minutes should be a complete record and reflect actions taken during the meeting)

ca.1 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
IEnEnEnn

took place during the meeting?

31.2)

ca3 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)

c44a Does the EC have an approval procedure for its minutes? |:| |:| |:| |:|
(WHO 6.1.3)

DECISION MAKING PROCESS

Cc5

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

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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G5.1

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)

53

Are all relevant documents required for full review
available and considered before a decision is made?

(WHO 7.4)

cs4

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

(WHO 7.6)

G55

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

(WHO 7.1)

5.6

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

(WHO 7.2)

as7

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

(WHO 7.8)

5.8

Are negative decisions supported with clearly stated
reasons?

(WHO 7.9)

O o O o O 0O O
O o O o O 0O O
O o O o O 0O O
O o O o O 0O O

AFTER REVIEW PROCESS

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

COMMUNICATING A DECISION (EC have an effective and timely way of communicating a decision with clearly stated

reasons)

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

[]

[]

[]

[]

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

[]
[]
[]
[]

D14

Does the decision letter include the specific identification
number of the documents reviewed including the
informed consent form?

(WHO 8.2)

[]
[]
[]
[]

D15

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?

(WHO 8.6)

D17

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)

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)

O o o o 0O O O
O o o o 0O O O
O o o o 0O O O
O o o o 0O O O

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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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.1

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

(ICH 3.4, WHO 10)

]

[]

[]

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)

[]

[]

[]

E13

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

(ICH 3.4, WHO 10)

El.4d

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

(WHO 10.7)

E1.5

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

(ICH 3.4, WHO 10)

[]
[]
[]
[]

El.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)

O O
O O
O O
O O

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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E1.10 Does the EC document the agenda and minutes of its
meetings?

(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 termination of study?

(WHO 10.11)

El.14 Does the EC document the final report of the study?
(WHO 10.12)

N N e A I
N N e A I
N N e A I
N N e A I

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