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PCRU-REC CV

PERSONAL DETAILS

® First Name: -
aasu
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 (Audsfin):
PREVIOUS PROFESSIONAL EXPERIENCE
® Academic Achievement(Usz3Rnuavnisuaside):
® Administrative Experience (Us23RfANUA1SUSN5):

® Professional Membership (8U13NV8IYNTUIVITN):
RESEARCH ETHICS, GCP and OTHER RELEVANT TRAININGS

Signature :
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AF 03-04

Phetchabun Rajabhat University Research Ethics Committee
PCRU-REC

Confidentiality and Conflict of Interest Agreement

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

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

l, , have read and accept the aforementioned conditions as

explained in this Agreement.

( )

Undersigned Guest, Observer, Surveyor
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2 nsnfunisineusy ANZNTTUNITY LALEYILAUIYNNT
3 MINUNENFIUNITHNOUTN  ANZNIIUNIT WAZHTIBLEUIYNT

5. ManNsUHUR
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AF 02-07

Phetchabun 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.

1.1 Protocol title (Thai)
1.2 Protocol title (English)
1.3 Sponsor/Source of funding

L]
D Others ...

|:| Government
D Private sector

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

2.3 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?

Section 3: Research protocol

3.1 Research Design (Check all that apply)

Basic science research Descriptive/Qualitative

Survey Case-control

Laboratory experiment Diagnostic test

]
Clinical trial :l
1]
L1

Applied research
R/D

Cohort

N

Bioequivalence Other (specify)..........ccccueueeereenes
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32

Methods involved the followings (tick all that apply)
Questionnaire/Interview/Diary (Attach doc 6.6)
Specimen/Sample collection
Records/Document extraction
In vitro diagnostic devices

In vivo diagnostic devices

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
Embryonic stem cell/Genetic material
Radiation/Isotope

Tissue/Organ transplant
Procedures/Operation

Other (SPeCify)........cccvivereecrevrrevecrcr.

IR

il

33

Expected duration of the project......... years......... months

3.4

Investigation site
Single
National multi-site/multi-center
International multi-site/multi-center

3.5

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)

1igiig

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)....wvvemrereeerenerreeirennns

U

1

4.2

Methods used to recruit subjects
No (Go to 4.3)

Personal contact at outpatient clinic /inpatient

Personal contact at ER or ICU

Personal contact in community

Contact via telephone or post

Advertising e.g. poster, flyers, mass media (website included)

Other (specify).

O

4.3

Person obtaining informed consent
No (Go to 4.4)
Principal/Co-Investigators
Research staff

U

4.4

Expected number of subjects in each arm.......c.ccccccveevciune total number of subject.......ccccocunrenee
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4.5 Subject payment/incentives
o [
Yes |:|
(if yes, please give details.........coowwrvrrvrrrriennces
4.6 Compensation for injury / lost
vo [
Yes :l
(if yes, please give details.........c.urniruoeecreeeieeceeiiecceeeecceeeee 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)

61 | yuuBuve¥un1sfiansanaiesssd (Submission form : AF 02-07) O
62 | guudsiliulasan1sidesienuwed (Self-Assessment Form : AF 03-07 %38 AF 03-12, AF O
04-12)
63 | a5uUlAs9n15338 (Protocol synopsis) O
64 | mstnngamenausgleatl (Conflict of interest and funding form : AF 04-07) O
65 | swaziBundadiofldluniside (Questionnaire/Interview Form/Case report form) O
66 | dayaesungdmiunanalling (AF 05-07, AF 06-07, AF 07-07, AF 08-07) O
67 | wilsdeuanamuBuseu (AF 09-07, AF 010-07, AF 11-07, AF 12-07) O
68 | Investigator brochure O
69 Approval document from thesis committee/advisor O
610 | Recruitment materials e.g. written information and script O
611 | Medical devices safety approval from Thai FDA O
612 | Certificate of Free Sale O
613 | Approval for investigational drug used in research O
614 | Drug approval from Thai FDA O
615 | Approval result report from other IRB O
616 | Document of registration O

1A59n1593811818%  (PCRU-REC NO.) .covvcccscnnnne YA
njndrdanedisiuliodainisiadaiu AMENIINNITITESTTUNTITEIUMYEES uNAINedeT1vAgWYsyTal
vaneLavInsAwii 056-717141 Insang 056-717141
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AF 03-07

Phetchabun Rajabhat University

Research Ethics Committee

Self-Assessment Form for PI

(lne)

Protocol number: Title: (English)

Investigator’s Name and Qualification:

O Exemption
O Expedited review
(] Full board review

Item for Assessment

NA

A= appropriate, B= Inappropriate, NA=Not applicable
wnsanuilinetemie lifed

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 WhomM..cooeveeeeeeeeeen. , risks by nature and expected

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

5. Benefit (to Whom...coeeeeeeeeeeen. , 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.)

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

Opinion/suggestion

1. enasdagafiBuay/esuredmsuatanainsiiiniaunisidw (Information sheet)

1.1 Wvei5aefiaynnsivy

1.2 mwikdnladne

1.3 fdeanuszyindunuidy

1.4 wewaneraadaslasudglidrululasnmside

1.5 dpguszasdvedlasiniside

1.6 Fnusaalasiisululasanisive

ad o A = Aawval Y Y 1 aw
1.7 UﬁﬂqLuuﬂquf\]gﬂgUﬂmaQL‘UWT]@J’JR]?J

1.8 szgzlaionanainsusiavauazseeglulasanside

1.9 nausylevifianinaginduainnisiseseaiaadnsinens

war/vioUsylevdeyuvw/dsu/iinarusiv

1.10 anudss anuldaune vseanullazain fenaiaduwn
oranaias lunisinsululasiniside

1.11 yedennionszuiunssnwdu 9 lunsdlfienaiadaslain
sululpsanside
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Item for review

NA

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

1.12 mshikuyaweaniunie nsidanal anubiazain Ll
aune wazelandel annishienanainsidisiuniside 35S
Twagiannli

1.13 mslinsShewmeuiavservae Welmudemevsesunsieiiia
INNTIVY

114 unaesduyuide wavandunslunsviiidy

1.15 mMITemeiugeansazdainisvennuduseuwarinisiiAiusnw
1AL genetic counseling

1.16 msveiiusegafiwiesinmsive LLE‘IuﬁuEJuLQ?H‘WLﬂ“UL‘W’EJﬂWiG]iUQ
memm“l,uamﬂm wiaftenisinwilvllusuian fosfinsveninuduseniie
\Fushethefimae winsldfednsiuardes Sudediraznssunisasosssy
NI

117 yppakaznug@ulngdni faunsafnseldnaon 24 dalue Ty
nsaieanasinsiinmenisalduliifisUseasd

1.18 MUNELaINSANN A TNIUANENTIUNITHAITUIRSUFITUNNSITY
g1a1@dAsaENITaRnfenstiiveseasyy

mndinsufanlidulumudeyaluenansvinu
ansaseaseulan

1.19 flwnasfeyas atufivunzdmiuinely 7-12 Y

5/ o Ly & ! 9 A ) v,
(arwdmsudnlugneeiinaniazdilale)

2. vilsFeudansanuBugantdnsaunisive (Consentform)

2.1 fiveany ¢ mmamﬁmaaiumuﬂgmﬁ N3000UAIIINLATINITIE
delafld Taelifinalag donisinwineruiafinsesléfununnsgu vie
arydonaustlonilagfifisoyléidumuans”

2.2 1wIn1snsinwanudureseyaiienivenatadng

2.3 AnumangauveIn sasuulaeidnsnunside uag/vmie gunulag
YOUMENNNY

2.4 ANUWINEZANTDINITUAAIAIIUB UL ONYDIFLTITIUN1TITe
aansaeukazideuls

2.5 ANUMNEANTDINTLUIUNITVO assent UA¥NITAININ dmTULAN
91y 7-12 ¥

Decision: Risk/Benefit Category

[] Research involving not greater than minimal risk (M533sfiiedestuanudsaisadniios)

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

WnendasiuanudssunnIunfudlananatsusyleviseananadnsinensiduaunnn)

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 (MsidemigateatuaudssnnniunfvaslilduanadsUsslomise
oranalinslagnsduswian willmnudululsfiaziharuiifesiuidesnuinUsniiviennzvedsavessraainsuldfuitoaudus 16)

[] Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem
affecting the health or welfare of children (MeIeiifooe meamﬁawmuﬂl,mmiamamumﬂﬁ] Josiu wde ‘Uﬁmwﬁmmiwmemaﬂimu

maamm‘wwia ﬁ’)ﬁﬂﬂ']‘l/‘lﬂ?']lll,ﬂu@ﬁmWU’ENLﬂﬂ)

Investigator’s Signature ...
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AF 04-07

Phetchabun Rajabhat University
Research Ethics Committee

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
L
RREC No. o
Section 1: Funding
1.1 Source of funding (tick all that apply) amount

None -

Department/ institute

Pharmaceutical company

Other agency: ..ovvvenerecenereenereine

Other agency: ..o

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 (SPecify).....cocemreerenrienrieneeens

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?
2.3 Do you serve as a consultant in scientific, financial, legal issues or a member of a “speaker’s bureau”
concerning the products of the sponsoring company?
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?
2.5 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;_ 01 2 >2
-Attend conferences/meetings in the country; 0 1 2~ >2
-Lecture for the staff of the sponsoring company; 01 2 >2
Note. ﬂﬁﬂﬁ’;\iﬂmzé’%{fﬂlﬂﬁ col Wigunuunasusauiuld mnluansdBdevinuladl col Widuuuunasuuen
Investigator SIgNAtUre ... dated............ YA Y
( )
Co-investigator Signature ..........coccoevvvvenes dated...../ e Y Co-investigator Signature .........ccocceeveeneenee dated...../ e v
( ) O )

(Please retain copy of the completed form for your study record.)
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AF 13-07

Phetchabun Rajabhat University

Research Ethics Committee Biological Material Transfer Agreement

for Acadamic Research only

[Recipient Organisation’s Name and Address] and

[Scientist’s Name and Address]

(hereinafter collectively referred to as “RECIPIENT”) desires to obtain for academic research-only purposes (stated in the Implementing Letter) certain Biological

Materials from [Provider Organisation’s Name and Address] (hereinafter referred to as “PROVIDER”).

Pursuant to the PROVIDER’S AND RECIPIENT’S mutual consent to transfer BIOLOGICAL MATERIAL identified in the Implementing Letter, the PROVIDER and the
RECIPIENT agrees to the terms and conditions as follows:

PART I. DEFINITIONS
1. PROVIDER: Party providing the ORIGINAL MATERIAL, represented by the PROVIDER ORGANISATION and PROVIDER SCIENTIST.
PROVIDER ORGANISATION: Organization providing the ORIGINAL MATERIAL; the name and address of this party stated herein and will also be
specified in the Implementing Letter.
PROVIDER SCIENTIST: Individual representing the PROVIDER ORGANISATION, responsible for transferring the ORIGINAL MATERIAL; the name and
address of this person will also be specified in the Implementing Letter.

2. RECIPIENT: Party receiving the ORIGINAL MATERIAL, represented by the RECIPIENT ~ ORGANISATION AND RECIPIENT SCIENTIST.

RECIPIENT ORGANISATION: Organisation receiving the ORIGINAL MATERIAL; the name and address of the organization stated herein and will also
be s specified in the Implementing Letter.

RECIPIENT SCIENTIST: Individual representing the RECIPIENT ORGANISATION, responsible for receiving and processing the ORIGINAL MATERIAL; the
name and address of this person stated herein and will also be specified in the Implementing Letter.

3. MATERIAL: ORIGINAL MATERIAL and its UNMODIFIED DERIVATIVES. The MATERIAL shall not include: (a) MODIFICATIONS, or (b) other substances created by
the RECIPIENT through the use of the MATERIAL which are not MODIFICATIONS or UNMODIFIED DERIVATIVES.

ORIGINAL MATERIAL: The biological specimen(s) or samples(s) being transferred; the description will be specified in the Implementing Letter.
UNMODIFIED DERIVATIVES: Substances created by the RECIPIENT which constitute an unmodified functional subunit or product expressed by the
ORIGINAL MATERIAL. Example: purified or fractionated subsets of the ORIGINAL MATERIAL (DNA extracts derived from tissue samples).

4. MODIFICATIONS: Substances created by the RECIPIENT which contain/incorporate the MATERIAL.

5. COMMERCIAL PURPOSES: The sale, lease, license, or other transfer of the MATERIAL or MODIFICATIONS to a for-profit organization. COMMERCIAL
PURPOSES shall also include uses of the MATERIAL or MODIFICATIONS by any organization, including RECIPIENT, to perform contract research, to screen
compound libraries, to produce or manufacture products for general sale, or to conduct research activities that result in any sale, lease, license, or
transfer of the MATERIAL or MODIFICATIONS to a for-profit organization. However, industrially sponsored academic research shall not be considered a use
of the MATERIAL or MODIFICATIONS for COMMERCIAL PURPOSES per se, unless any of the above conditions of this definition are met.

6. NONPROFIT ORGANIZATION(S): A university or other institution of higher education, a scientific research organization, or government agency.

PART Il. TERMS AND CONDITIONS OF THIS AGREEMENT

1. The ORIGINAL MATERIAL specified in the attached Implementing Letter is the property of the PROVIDER, and is, from time to time, made available as a

service to the research community.

2. The MATERIAL is provided by the PROVIDER and will be used by the RECIPIENT for teaching and academic research purposes and for the project specified
in the Implement Letter only.

3. The MATERIAL is provided at no cost, or with an optional transmittal fee solely to reimburse the PROVIDER for its preparation and distribution costs. If a
fee is requested by the PROVIDER, the amount will be indicated in an implementing letter.

4. The PROVIDER retains ownership of the MATERIAL, including any MATERIAL contained or incorporated in MODIFICATIONS.

5. The RECIPIENT retains ownership of:
(@) MODIFICATIONS (except that, the PROVIDER retains ownership rights to the MATERIAL included therein), and
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6.

7.

10.

11.

12.

13.

14.

(b)  those substances created through the use of the MATERIAL or MODIFICATIONS, but which are not UNMODIFIED DERIVATIVES or
MODIFICATIONS (i.e., do not contain the ORIGINAL MATERIAL or UNMODIFIED DERIVATIVES).

[If either 5 (a) or 5 (b) results from the collaborative efforts of the PROVIDER and the RECIPIENT, joint ownership, income and/or terms of a

commercial license will be negotiated under a separate agreement and signed by the PROVIDER and the RECIPIENT.]

The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that the MATERIAL:

(a) is to be used solely for teaching and academic, non-commercial, non-military scientific research purposes and for the project specified in the
Implement Letter;

(b) will not be used in human subjects, in clinical trials, or for diagnostic purposes involving human subjects without the written consent of the
PROVIDER;

() is to be used only at the RECIPIENT ORGANIZATION and only in the RECIPIENT SCIENTIST's laboratory under the direction of the RECIPIENT
SCIENTIST or others working under his/her direct supervision; and

(d) will not be transferred to anyone else within the RECIPIENT ORGANIZATION or to a third party without the prior written consent of the PROVIDER.

The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that:
(@) The RECIPIENT and/or the RECIPIENT SCIENTIST shall have the right, without restriction, to distribute substances created by the RECIPIENT through
the use of the ORIGINAL MATERIAL only if those substances are not, UNMODIFIED DERIVATIVES, or MODIFICATIONS.
(b) Without written consent from the PROVIDER, the RECIPIENT and/or the RECIPIENT SCIENTIST may NOT provide MODIFICATIONS for COMMERCIAL
PURPOSES. It is recognized by the RECIPIENT that such COMMERCIAL PURPOSES may require a commercial license from the PROVIDER and the
PROVIDER has no obligation to grant a commercial license to its ownership interest in the MATERIAL incorporated in the MODIFICATIONS.

The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent application. Except as provided in this Agreement, no express or
implied licenses or other rights are provided to the RECIPIENT under any patents, patent applications, trade secrets or other proprietary rights of the
PROVIDER, including any altered forms of the MATERIAL made by the PROVIDER. In particular, no express or implied licenses or other rights are provided
to use the MATERIAL, MODIFICATIONS, or any related patents of the PROVIDER for COMMERCIAL PURPOSES.

If the RECIPIENT desires to use or license the MATERIAL or MODIFICATIONS for COMMERCIAL PURPOSES, the RECIPIENT agrees to negotiate in good faith
with the PROVIDER to establish the terms of a commercial license. It is understood by the RECIPIENT that the PROVIDER shall have no obligation to grant
such a license to the RECIPIENT, and may grant exclusive or non-exclusive commercial licenses to others, or sell or assign all or part of the rights in the
MATERIAL to any third party(ies).

Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in nature and may have hazardous properties. The PROVIDER
MAKES NO REPRESENTATIONS AND EXTENDS NO WARRANTIES OF ANY KIND, EITHER EXPRESSED OR IMPLIED. THERE ARE NO EXPRESS OR IMPLIED
WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT THE USE OF THE MATERIAL WILL NOT INFRINGE ANY PATENT,
COPYRIGHT, TRADEMARK, OR OTHER PROPRIETARY RIGHTS.

Except to the extent prohibited by law, the RECIPIENT assumes all liability for damages which may arise from its use, storage or disposal of the MATERIAL.
The PROVIDER will not be liable to the RECIPIENT for any loss, claim or demand made by the RECIPIENT, or made against the RECIPIENT by any other
party, due to or arising from the use of the MATERIAL by the RECIPIENT, except to the extent permitted by law when caused by the gross negligence or
willful misconduct of the PROVIDER.

The RECIPIENT agrees to use the MATERIAL in compliance with all applicable laws, statutes and regulations, including Public Health Service and National
Institutes of Health regulations and guidelines such as, for example, those relating to research involving the use of human and animal subjects or

recombinant DNA.

The RECIPIENT agrees (a) to publicise the results of the research with the MATERIAL as soon as reasonably possible, (b) to provide the PROVIDER with a
copy of any publication, which contains experimental results obtained from the use of the MATERIAL, MODIFICATIONS and direct/indirect derivatives of
materials, and (c) to acknowledge...(Provider)..., Department..., Faculty........... , Naresuan University as the source of the MATERIAL in all publications,
presentations and disclosures containing any data or information about the MATERIAL, MODIFICATIONS and direct/indirect derivatives of materials unless
..(Provider)..., Department..., Faculty........... , Naresuan University indicated otherwise.

This Agreement will terminate on the earliest of the following dates:
(@  when the MATERIAL becomes generally available from third parties, for example, through reagent catalogs or public depositories, or
(b)  on completion of the RECIPIENT's current research with the MATERIAL, or
() on thirty (30) days written notice by either party to the other, or
(d) on the date specified in the Implementing Letter,

provided that: (i) if termination should occur under 14(a), the RECIPIENT shall be bound to the PROVIDER by the least restrictive terms
applicable to the MATERIAL obtained from the then-available sources; and
(ii) if termination should occur under 14(b) or (d) above, the RECIPIENT will discontinue its use of the MATERIAL and will,
upon direction of the PROVIDER, return or destroy any remaining MATERIAL. The RECIPIENT, at its discretion, will also either
destroy the MODIFICATIONS or remain bound by the terms of this Agreement as they apply to MODIFICATIONS; and
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(i) in the event the PROVIDER terminates this Agreement under 14(c) other than for breach of this Agreement or for cause
such as an imminent health risk or patent infringement, the PROVIDER will defer the effective date of termination for a

period of up to one year, upon request from the RECIPIENT, to permit completion of research in progress.

Upon completion of use of the MATERIAL or upon the effective date of termination, or if requested, the deferred effective date of termination, the
RECIPIENT will discontinue its use of the MATERIAL and will, upon direction of the PROVIDER, return or destroy any remaining MATERIAL. The RECIPIENT,
at its discretion, will also either destroy the MODIFICATIONS or remain bound by the terms of this Agreement as they apply to MODIFICATIONS. The
date, quantity, and method of destruction will be recorded and witnessed, and a copy of such record furnished to the PROVIDER.

14. This Agreement will be effective for a period of ...... (...) year(s) from the effective date of this Agreement. Either the RECIPIENT or the PROVIDER may
terminate this Agreement upon thirty (30) days written notice; provided that termination will not relieve the RECIPIENT or the PROVIDER of any

obligation or liability accrued hereunder prior to the effective date of such termination.

15.  Paragraphs 8, 10, and 11 of PART Il shall survive termination.

The parties executing this Agreement agree to be bound by the terms and conditions herein. And this Agreement shall be effective when signed by all parties.

For and on behalf of For and on behalf of
RECIPIENT ORGANIZATION RPOVIDER ORGANIZATION
Signature: Signature:
Name: Name:
Date: Date:
RECIPIENT SCIENTIST
Signature:
Name:
Title:
Date:
Witness Witness
Signature: Signature:
Name: Name:
Title: Title:
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AF 14-07

Phetchabun Rajabhat University Biological Material Transfer Agreement
for Acadamic Research only
(IMPLEMENTING LETTER)

Research Ethics Committee

IMPLEMENTING LETTER

The purpose of this Implementing Letter is to provide the specific details of the biological material transfer between the PROVIDER (identified below) and the
RECIPIENT (identified below) where the PROVIDER and the RECIPIENT agree to abide by all terms and conditions of the Biological Material Transfer Agreement
("BMTA") (dated ... )

1. PROVIDER: Organization providing the ORIGINAL MATERIAL:
Organization:
Address:

2. RECIPIENT: Organization receiving the ORIGINAL MATERIAL:
Organization:
Address:

Recipient Scientist:
Title
Address:

3. ORIGINAL MATERIAL (Enter description):

4. Use of ORIGINAL MATERIAL
Project Name:

Project Objective(s)

Purpose for use of ORIGINAL MATERIAL

5. Termination date for this letter (optional):

6. Transmittal Fee to reimburse the PROVIDER for preparation and distribution costs (optional). Amount:

This Implementing Letter is effective when signed by all parties. The parties executing this Implementing Letter agree to be bound by all terms and conditions
of BMTA, for the transfer specified above.

For and on behalf of RECIPIENT ORGANIZATION For and on behalf of PROVIDER ORGANIZATION
Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST
Signature:

Name:
Title:
Date:
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3) 9uATenaavsn (Clinical Trials) fA3dendnazdoadunnndfiiiuniseusu GCP (Good
Clinical Practice)

VYa v !

4) ﬂﬁﬁm«nwNﬂaﬁﬂmm;ﬁ{f&ﬁlﬂﬁiLLWWéé’mﬁLLWME?M%@“I?TWLmeéLﬂuﬁpassm (ICH GCP 2.7,

WHO Guidance for Implementation, Principle 9)
5) §333elulasensidy Uo 3) uag 4) efeaIunIsinausy (ICH GCP)
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5.2 NUNIULASINISIFY(ICH-GCP 113177 6)

1) Folassnside (rwilnenazaiwdangs)

2) Heflogiide

3) deiloglinu

4) fumedasansive (Background) (ICH GCP 6.2)
5) wanmskagmana (Rationale) (ICH GCP 6.2)

6) MINUMUITIUNTSUTIAEYRY (ICH GCP 6.2.7)
7) dnguszasA (ICH GCP 6.3)

8) 3UwuUN15IdE (Study design) (ICH GCP 6.4)

9) vwIniBe1 (ICH GCP 6.9.2)

10) nsdmdenananadnsiiiisaululasanisise (ICH GCP 6.5)

11) szeznauarsIunsTitnotanadas (CH GCP 6.4.5)

12) 38aL1un15398 (Study procedure) (ICH GCP 6.4)

13) ngumuaNvsonguilldemasn (Placebo) (i) (ICH GCP 6.4.2)

1 a

14) Joyandnsiasion waziesesilownmd Mddlimelilulsema fnsvewadldlusemeardngn
viiouszmAduY Usznelatig

15) N1¥3ANaN15398 (Outcome measurement) (ICH GCP 6.4.1)

16) adafldlun1siasze (ICH GCP 6.9)

17) Teansandymasesssuniideluuywd

5.3 NUMIUNISIUITINUDIDANELAT

1) LifinsUsruliitnsanlulaseniside (Non-coercive recruitment) (ICH GCP 2.9)

2) mamsulunnududiuiiaznssnwaudu (Privacy and confidentiality) (ICH GCP 2.11)

3) aruides Mud SuRsT1EN1919NIEnS e TUIMEUNANTENUNTRlAMAZHANIENUNAF U
NOVUNYFIALLALIATYFNT

4) Usglgwiiirainonanainsuasdnuaslésu

5) nduyARATIsaULaLAIUTIEUNS (Vulnerable subjects) wapauazausndulunsdnuide
Tunguyanawantiy

6) nauAUALvIanauitldevasn (Placebo) (i) pralunsAnuiteszesnaiagdunsne
PMNNTLTYIMaeN

7) MANLNUINNITNIUDIEEIATEONINNTTINY (ICH GCP 6.5.3)

8) msﬁwﬁqﬁqmﬁ@LLammaﬁmﬁ”’qmqéNmaLLazi‘]Gﬂ,a

9) ANUMUNZANVDIAINDULNY (Compensation) (ICH GCP 3.1.8)

10) n1s¥nwIneEIUIanIenIsTIeAaeiedaudenenIesunsisainnisdisiuly
1A39N15398 (ICH GCP 4.3.2)

11) nsldingn1sdinim (Biological materials)

12) mﬁﬁammqwaﬁuqmam% (Human genetic research)
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13) maiiuiledeidonuazdfinnds
5.4 NUNIUUNUINYBIYUYY
1) msdszanunuiugihyrurioaaduiithinlulasaimside
2) waustlovideruruiidninlasnside vuzduiunsuandoduanlasanside
5.5 numuenasnsiinnudugeulaglasudaya (Informed consent)
1) wnansnmstianudugennusosndu 2 @ laun
(1) enansdayadiosue/Akasdmiudiininlasinside (Research Subject Information
Sheet, Participant Information Sheet)
(2) WHSAOLARILANUIBUYRULTITINN1TIE (Consent Form)
2) Lenanstoyasiosune/Auasdmiudidriulasiniside(Research Subject Information
Sheet, Participant Information Sheet)
(1) AnuATUNILYRITRYA
2) awildidlade
(3) dmszneuvedenasnisliiaudugen (Consent Form) lngldsutaya (ICH GCP
4.8.10) Usznaunay
(1) Whiedosiaeriinside uayinguszasd
(2) wewaienaasinslesudylndrsiululassnside
(3) nszuuMTISeiiTeuazeranatasazdesufon
(@) sveznaveinTideiinaainsuaraulzdesddiuioades
(5) Frnusaaiasidnsululasinside
(6) waUssleviiimnitazfintuainnisise Sveradulsslenilnenswneraiading
Usglevtsoyuyuvisedany vioUselevinieiiuniug
(1) Audes pnaldaune wiemnaliaznin fleraintusnonaaing lunisdisiu
Tulassnsidy
8) vadenrdenszurunisinwduy ensenduussleviunenaradaslunsdd
pnananaslidTlulasinside
9) GuauLﬁummi%’ﬂmmmé’mm%’a%aLﬁmﬁuma’laﬁm
(10) mslirmeuumuluaniuns nmsidenan anuldazan anuliauie wagseldi
Gl anmsiienanadasidisiuniside
(11) nslinssnwmenuiaviervae Weleudermeviesunsefiinainniside
(12) unaesdunuidey wavsigazidunsulszann
(13) aonduiisalunsiise
(18) eranasiasidaszizufias vieneusianlasamsiteudlelails lnglifinalag
Giamﬂé’%’umi%’ﬂmwmmaﬁma%iﬁ%’umummgm wsegnydenalseloviilag
(15) medematugmansazdosiinsvennubusey wagiinslimuinviiefivbes

Ly

WUFNITU %39 genetic counseling
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(16) Msfufegivasanmsivefiensasradiinfiulueuandeiiionisanell
Tuaumn feosinmsvemuduseuiiafiusedsiimde winisldmegrafionsivelasinisluezdos
fudadinaurnssunisasosssufionsan

(17) ynnafiazdnsie eguaziueslnsdnyi Nannsadndeldnasn 24 2lus Tunsdli
Aadunsieunenaatns dadunannisive

(18) waslnsfnidnyuanznssuns, eraasiasansafanols

5.6 aguAuwil
1) nuddsuazsuleuisidegniewmnunanineemans (Validity)

2) SnsdwusEnieenudssLavnalseleyil (Risk/ benefit ratio) wingauvisell
3) dfinquenanadnsiiuseund (Vulnerable subjects) 1ihsaululasenisidenseld
4) ANUTURIBIANAEES (Risk categories) Laln

[JA. Research involving not greater than minimal risk. (MFITenetasiuaNudssiisadntion)

[[1B. Research involving greater than minimal risk but presenting the prospect of direct benefit
to the individual subjects (n153387Ag9psnUAIULEBININAINUNALA LA LARID U e e
oranadnslnenssluaunne)

[c. 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
orcondition. (M338efAeadesfuamnudswnnniuniuaglilfuanduselovideeanainslnenss
Tuewian uafianudululffegiheuiifnafuizesnaiinuniviennzveslsavesenaasiaslulity
Funenudue 1¢)

[ID. Research not otherwise approvable which presents an opportunity to understand,
prevent, or alleviate a serious problem affecting the health or welfare of children (M3IeTiTe
sJwﬁaﬁmmmﬂgw‘lﬁﬁﬂamaﬁ"ﬂzLsmfﬂ, Jpaiu 38 U'i'imw{]zgm%fwLLiqﬁﬁmaﬂiwwiaqmmwm%
afad e duegifvesin)

(%
=] (Y 1

5) #nsveanuniaula (Assent) vosenanadnsiiiengaaud 7 U fongdosndn 20 U visely

9
%

6) uaranouTeulalld annsadhsndulasinsidsldvield
7) aguanuiulaun

(1) Suses

(2) UsuUsaudluiioduses

(3) Ysulgaudluwasdndnfiarsaning

(@) LiSuses
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8) UolduDlUL

9) MUUANITAITIBNUANLATINTTEINITIT (Progress report) AusAUAILLEES el
(1) finrudesies fuunlidsenuaruiomt 1 adyd
2) flenadssrunansivuslidessauanuinmimn 6 oy

(3) fanudsannivualidesisnuanuinmiinn 3 weunsefivualaeNusyyy

AMYNTITUNTT
6. Atigu
C% d' -d! v A = v Y v 1 a o 1
pIEaASTIUTIZUNN UARAT19199n TN vegniudsduliiinsiunsidelalaede
(Vulnerable subjects) feANUIeINElasulsEleviannnIsnsINNIIvY

mmwmwaamwm?m mmqmmmaammL?%mmmmﬁ‘]u 4 szeu lawn

(Risk categories) (1) prndestion fie AudsslinnniAady
Tuiinuszdriuvesenanaasiifiguamund
(2) AMnuEBnnAUEssTesuRAInas iU leTne
gnanasiasfiinsululasenisise
(3) AudssnnIAdsstes Anierldfiusslonineaianaias
fitrsnlulasenside urenvendulsslosiredinuniodiusiy
(a) mﬁﬁaﬁﬁﬁf&awﬁqﬁmmsﬂﬁqaﬂﬁﬁﬂamaﬁ%L%’ﬂfa Uoeriu
viso usanmianeusaidinansenuseguaimvie avariam
mnuduogiifveadn

7. H7ANUIN -

8. 1ONa1591994
8.1 ICH Good Clinical Practice Guideline ng4mIuANen §1TNMUAMEATINNTOIMITHALEN
NITNTWAITITUAY aTUNWIINE WA, 2552
8.2 WUINNRIY5TTUNSVINIdeluALLIT® YusuasesssunTIveluaululsemdalnen.a. 2550
8.3 Ailonnsg USRI Semnanatingia (33W) w.a. 2548
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LLdyumﬁwmﬂ’lam%miaaﬂLLUULLawT'lLﬁuﬂﬁﬂﬁﬁﬂwﬁf{Tﬂ

® AUMIITANTRINTRONLUUNTITE WS oveingUsyadse leuianeaii (SauansAiuinaug
fegn9) wazdnenmlunismdeasuivdnuiu Inglderaadnsdiuiudesiign

. m@;mammmmzauLﬁasﬁ"aﬁmﬁfﬂixmwmwmﬁmLLagmmlm'azmﬂamaﬁmmdwmﬁw’ﬁu fusauselowid
maoanasinsidouar Ui desas iy

o wgnannuvsnzadlumsldngulssuiieu

e nailun1snenneuDIAAliATEENINIATINTITeNaUAMUA

o nuslumsiudmiesAlasnsiteriome

o anumaifisslunisdalitinisiiuguanazasnaoy meduiumside susnsussanaenssunsihiiy
uateyauazaulaensiy (Data and Safety Monitoring Board : DSMB)

o mumeaiiismownuiidentilutendmihifivasufoinuisimemuaranuagdssidumsnsdlil
WIRRNAY

aa

® TN1951891U waTANUNHANSTANYITY

ANSARLEBNDIANANASINY

o dnwazUszrnsfisdndonuluenanadag (auviades me 01y nsivilide Tausssn anunmmng
\ATYEN YN YL YUYIR)

TNIAURAdauAzARIAEN
Bmsdedeyatnasimuaungiionadueraalins wio funu

LNUNNNSAAE BNBENENAT

LNUANNNSANDIANEIATDBN

NsguakAzANATEIEENALAS

o mnusnzaulubesmuanTRuazUstaumsaivesfisesiolasinsideiiaue

o Luulng ﬁawqw%alﬂﬁﬂ'ﬁ%’ﬂmﬁLflummg’]wﬁai’mqﬂizmﬁﬁuaqmﬁ%’a LLazmqwammmmzauﬁ%
sy

o anunaLiiedluNIIALAIUNITUINERaENIYIBRoNIFnlakardsANuieaalns

o Jupeuflariiunisiieenanatasvonousilusywinsiunisineise

e nauilun1sveensiinaniaenfneide visenislinsdlandy wav/vise nmsusaalildleenmaanin

®  N15IANMTLILNNIUTEIR VTawNnNgUsEInsauasIveI@Iatns (61i) sIuaN15YeANUBULDUYDY
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8. A1ANUIN
8.1 AF 01-09 Reviewer Assessment Form
8.2 AF 02-09  Uuiinudswanisusziiiu (nsalunla)
8.3 AF 03-09 Uu¥indswan153uses (Exemption)
8.4 AF 04-09  Form of Certificate of Exemption
8.5 AF 05-09  LBNANTIUTBINITENLIUNTUNRTEETTUNTIdEuaywe

9. LPNAID19DY

9.145 CFR 46.101(b), 45 CFR 46.401(b), DOHP 400-4.6 “Non-Human Subject/Non-Research

Determination”
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AF 01-09

Phetchabun Rajabhat University

Reviewer Assessment

. . Form
Research Ethics Commmittee
Protocol number Title: (lne)
(English)
Reviewer’s Name Primary Reviewers O Exemption

I:‘ 1st I:‘anD3rd

O Expedited review
] Full board review

Iltem for review

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

NA=Not applicable “anaauIlyl
Wendaausolifadl

Investigator’s Qualification: (N5 Clinical Trials PI #998 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 (t0 WhOM.eovveeeeeee. , risks by nature and expected events i.e.
physical, psychological, financial, social, etc.)

5. Benefit (to Whom...c.oocveeeeceece , 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) dquusznauvadtandns (ICH GCP 4.8.10)

Opinion/suggestion

1. nssdeyanduay/esutsdmsuanaadinsfiitiisannisideinformation sheet)

1.1 WUeEeeNayinnsivy

1.2 awnlgdntadne

1.3 ffepnuszyinduniide

1.4 wewanoaadaslisudyliinsululasnsive

1.5 dnguszasivedlasenisidy

1.6 nuaraadasiinlulasansive

1.7 FBauiunisiagujuinsderiinsinide

1.8 szgzafionanadasudazaulzdeseylulasinisive

1.9 HaUsyleviiinnninaviniuainnsideneeanainslnense
waz/viousslevisayuyu/dinn/ifinnuslu

1.10 anudes anuliauie vseanuldagain fAenainduwn
aaadas Tunsnswlulasansive
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1.11 ymadennionseuiunsinwdu 9 lunsdiienaradeslidiisululaseiniside

1.12 ashikdurameanaunie nsdenal andldazain ldauie wassrelandely
MaMsnoEatasiinTINnsIve 8nstinaziia il

1.13 Aslinsshwmeunansemvae Wellninuldemensedunseminainn1sive

114 unaesduyuide uazandunsulunsinide

1.15 mAdemeiugmaniszdesinisveniuduseunaziinsliduinvin vadu
genetic counseling

& o ' P a a o P P A a
1.16 A1599LAUAI88 199 ARIINNNTIE wazsreaznaI i uLiian1sasIavfiaAnly
auan vsaien1sanwivdlusuian deslinisveanuduseuiiiaifiufegaiwide wens
T¥agraiuasdne dusedinnenssun1ssSesssuRasan

1.17 ypaauavineaulnsdn fanusofnseldnasn 24 4alue lunsdifienanadasia
wisn1saldulaifisUsyasd

1.18 e lnsAniddnuANenIIUNITRINTUITEEITUNISITY 7
1anasinsaNsafnnensiiiveieuiau

(Fhogns “mnin1sUfuRTiliduly
mudeyaluenaisiuaunsadeasoy
| L ”)

1.19 fenansdeya aduiivngdmiuinery 7-12 Y

(dn1w dwiuanluasengdnani
azidnlale)

2. MisHauanINUBUBBNLTNTINNT5I8 (Consent Form)

Ny « o aa PN a o Y aw A v v 1

2.1 ey “eranadnsiidasyiazufias wieaaumainiasinsidudielanld aglidl

walaq siensineneuiafinisazlasunuanasg viegadonauselovilan inezlasu
ANUENS”

2.2 UM IsnwANuFuYesteyaieliuetaalag

2.3 AnusnganveIn saslaglinTiunsidy uag/vie gunulagveurienguing

2.4 AnumINzaNveINIswanIANBugeNveitn UM TITenllaunne ez deula

2.5 ANIMNITANTRINTZUIUNITTD assent wagn13asuny dwiuianeny 7-12 Y

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

L] Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem

affecting the health or welfare of children

[] Criteria for exemption: (indicate the item of criteria met)
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[ Criteria for expedited review: (indicate the item of criteria Met)......cccccvereereirieeeeneneeeeeeeeeeeeeeseeeeeserenenns

Descriptive summary of the protocol:

Consideration:

1. appropriate inclusion/exclusion criteria ] Yes J No O N/A
2. acceptable risk/benefit ratio: ] Yes J No O N/A
3. adequate informed consent process: ] Yes J No O N/A
4. decision making O Susedlaghideaudly #9518971UAMUNINTN

O YSudsaudluiiesuses [ vn 3 fou

O Jiuvsdlowazindrfiosantnl - O yn 6 o

O lisuses [] fugnnside vdelaiu 1 U

[J  fullboard review needed [ Tasan1s Exemption laidiesdssneany

(Please explain)................wweeen ANAINTN

Suggestion/Recommendation

Protocol

Information sheet (Exemption lifssRaausziii)

Consent (Exemption liifpafosusziii)

Other
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Reviewer’s signature............cccccovevvveieceeieeieeee e Date of review .......ccccoeeevenee..

( )

g veliviunsenANuARiuLEI@INUINT ausAnEnTINNSIsesTIINTIdEluILLd uninendesudy
wiwsysal 18l 5 Jusiins
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AF 02-09

o = v
UUNNIYaMINd
ds1vn1s  annduddewariaiul ns. 6314
Tl e AUN o 25xx

ANUNYIUAILATINITITELITON e (VUL ulATINIG
X/ 25xx) U1NAUENTIUNITITESITUNTITeIuNYLE unInerdesivdgnesysel 1ievasuses
s T unywd W

Tunstl Augnssunsaiessaunideluuyed sinerdesmdguasysel lifarsan
wazldfuAlisuUTuAludiosuses Tnoveliideudle wisndu sudelausiuzdsenasuuy

ailiiudaenansilduileFeuosudunfinuenssunssesssunsideluuyud
antuifonavimun uniinendosivdgmasysal Inodnduld nsadiufidnisusuudly uazda
Inlddoyaunit PCRU-REC@pcru.com AMETUFUT wovvoveereesserne dlovutmuaiuds mnviudill
duenarsatuuiuuily Amenssun1s 8L luN150aUlATINITITEVRINIUBDNIINNTEUIUNIT
finnsan egslsAmuvinuansadulassnmsiseveiumsionsanldlyel elhidulumummsgiuiszy
1 PRCU-REC siald

=% o cs' o a Y
"\]\‘1LiEJUlnLW@IU?@WiqULLagﬂqLUUﬂqimqﬂJN@uvLsU

Use51UAMENTIUNITITEEITUNTITE UL LY
UMY LNy Ty
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AF 03-09

=] 124
UUNNUanAINUd

AUAVIIUALATINITITUITON oo (VueavlATINg
X/ 25xx) U1EIAUENTIUNIT385T70N1T3I8TuNYE U Inerdesivdginesysal Lievesuses
s T unywd W

Tumiu ﬂmuﬂiillﬂ’]i"\]iﬁlﬁiillﬂ'ﬁﬁl’i]EIIULIU‘L‘}EJ wnwmamwmgm%mm 1 lafansan
1ASINTAINANILET LaZdNRA SUTBY LUUNITUNLIU (Exemptlon) Fadllonansnsuses Al

1.

2.

3.

a.

18

FB3UNNBLUSANIIU

Use51UAMENTIUNTITETITUNTITE UL e
UMY LNy Ty
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AF 04-09

COE No. 000/0000
RREC No. 000/00

Phetchabun Rajabhat University Research Ethics Committee
83 Moo 11 Saduang Phetchabun Rajabhat University Phetchabun 67000, Thailand, Tel 66 56717141

Certificate of Exemption
The Phetchabun Rajabhat University Regional Research Ethics Committee, Phetchabun, 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
Phetchabun Rajabhat 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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AF 05-09
COE No. 001/2022
PCRU-REC No. 001/65

AMENIINNIILTTIUNTITeTUNYEY W Inedes1viginysysal
Phetchabun Rajabhat University Research Ethics Committee
83 wy 11 fuaszifes Snailas JIANYIYsal 67000 LWasInsAni 056-717141

NETuUTEINTENLIIUN T3S TIUlATINITIY
ANENTINNTIIETTIUNTITe UM Inedesedgusysal dnliunislinisiusesniseniiuiiansanasesssulasansideniy
wamavdnaiesssumideluauiiiusasgiuanaldiun Declaration of Helsinki, The Belmont Report, CIOMS Guideline International
Conference on Harmonization in Good Clinical Practice %38 ICH-GCP) uag 45CFR 46.101(b)

Folasans - (lne)
Study Title . (English)
wafilasensise
§33evan : (lne)
Principal investigator . (English)
dainuieau
§371473Y : (lne)
Co-investigators . (English)
dainuiaeau
LONEIS5U5D9
1.
2.
T3V
( )

UsgsnuAnenssuNsasesTsun1sIdelunyed wninendeneiguysysel

JuhisusemseniuRansanasesssn ()
Date of Exemption : (English)

1. lidesdvdiundluiiafinlasaniside (Amendment) s1e91uauAnamtn (Progress Report) wazsneauasunan1side (Final Report)
2. winfimsudlalassmsiduaendnisiuses igidedndunsdaindulasinsideln
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ARIZNTTUNITAIEFIINNTIVE LUy BE

a [ % [ % 4 PCRU'RREC 10/2.0
URINYIQYINVNSNYIY T

ANSNAITAUITATINITIVYLUULIISA Suld 11 4.0, 65

Expedited Review

luasun1saiedsaniiunisunnsgiu

atiuil 2
W.A. 2565
w3eulag AMZBUNTTUNITINTINITANTUNITUINTFIY
Sufivaue 23 NOWAAU 2565
nunaulag ANENITUNITITIIUNTIE TuNywd wInerdesrvigwesysel
Fuiinunu 12 n3NYIAY 2565
auiliflay fasAnansansd as. U3w A3Gasqus
AL 93NITUR UM INEREINUALWYTYTA]
Fuitoysid 5 §am1AY 2565
n1suAlY
Lﬁﬁlwaﬁuﬁlﬁu LﬁaLsﬁ'ammmw%amaﬁm3ﬂua%"Uiaam1mgmmiﬂﬁﬁaq’mﬂuaaﬂmsﬂiiumiﬁaﬁswmﬁ%’ﬂu
HUBY UNINYRYIVALNTIYIU
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ARIZNTTUNITAIEFIINNTIVE LUy BE
UNINYTETIVAY WYY IRl

PCRU-RREC 10/2.0

ANSNAITAUITATINITIVYLUULIISA

Expedited Review

Suld 11 d.0. 65

ANAUL99
1

SN 0 BALWDN

GUEITY

et

ANSURATOU

LLNUQQ%UWEJU NSANIUNNT UasHSURAYeU
nanNSUHUR

6.1 TnsamsIeTidngouuusesn

6.2 N1SARATUNATINITITUUAZUIINANITRAITUN
6.3 NSWAIHANTRATUARLITY

6.4 N19ONLBNANTSUTON

6.5 mﬁ‘fiwLauaiuﬁﬂigsqmmsﬂismmsﬂ
ANHENL

LONAITD19D

ANMARNUIN
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ARIZNTTUNITAIEFIINNTIVE LUy BE

a [ % [ % 4 PCRU'RREC 10/2.0
URINYIQYINVNSNYIY T

ANSNAITAUITATINITIVYLUULIISA Suld 11 4.0, 65

Expedited Review

o

1. dnguszesa
1.1 ietnuanasilasinsidefiaunsafinnsanlaenssuiuniswuuisadn (Expedited process)
1.2 HOfMAUALLAINSNUIY N15R15aNEnaY wazn155usedasimisonuuLsedn

2. UYIULIUA

FANTUNTUINIFIUATOUAGUEINITNUNIUY N1SATUANEU waziuIaalasin1ide Feliinnudssvie
fianudesogsieaaadnsiinsiululasinisidy

3. neuel

Tnsean1533efionaldfunistimuniznisfiansanuuusadn (Expedited Review) laun Tasein1sideda
Fnungidniunsidediaudsdainu “anudssdes (Minimal risk)” fe Sanandesliinnnitannudeddu
Finvsrsriu wu nmsldiduunsidy wazidinasiedratosdeladonis sseluil

3.1 msldfhegnanneimainsvedasinidedu FsenmarinslisudeyauasliruBuseuEouiosui
ol nsléfhesnadindmasdeslifiiansznusernudunarAvsauyanavesenanaiing

3.2 Jumiteiilinssihlnenssdesisneenanadia wu msdnwilagldduie otur wiesremeilasu
U3A

33 mafiudediadeniagldidunisUaeia Juwi luy udenisisdonannvaendendiuos
oranasinstflvajauamd lidnsssd Adutndaldsngt 50 Alansy Vwnandeaitanesiodliiu 550 faddns
aelussezing 8 §Unv wassidenliiiudUaiay 2 aduiel nseliuiediauden asfosiiany
wzaunuanusiuiidenadesiuinguszasiuagisnsinunife saieanusguiswenguues
RYGHGREH

3.4 mafuiegadesuenwiellandes.difiansananeny timiin wazguamuesoraatasyiing
Fonflanzdodiiiu 50iaddnivie 3 dadanssetming 1 Alansunieluszevingn 8 dUaviuaiaiden
LiAuduaviaz 2 aseiadl nsvefiudediaden wzdesdiaumuzaunuainusnduiiaoandostu
fngusvasinarIBnsinuids uer U TP UNTBINgUTeseIANAIAS

35 Maifudaeg1siiing Biological specimen) drwiinifiontside Tngld33n1slneisnsiilisnan
(Non-invasive)aiu daus fiadu Tudnuaeiliviliidslay duildannisoeulunisdnwnuund arsdands
ponawuen 1wy wila snannseaeanisn diasfildainnisuanvesgainasiden wiesewinenisaaen
wadihmiafulnenisya wadideyiulnensvih buccal swab mouth washing LU sputum wdaannmiuge
dunde

36 nisfiutoyavesnisinuwiniuund lae3snsiiligndn (Non-nvasive) (8nifu X-rays %38
Microwaves) 1% 14 MRl ECG EEG ultrasound Doppler blood flow echocardiography moderate
exercise N33 body composition

3.7 mslddeya (Data) Tuiin (Records) Lonans (Documents) wazegnadInsaa (Specimen) ALY
1§ vieanifuliieTngusvasaiilsiifeniunside wu msitedelse ie mssnwilse
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a [ % [ % 4 PCRU'RREC 10/2.0
URINYIQYINVNSNYIY T

ANSNAITAUITATINITIVYLUULIISA Suld 11 4.0, 65

Expedited Review

& v v = U = aa = 4:4' aov A o = o o § v

3.8 maiuteyaanmstuiindes Juiindfle Wsenmiien133de Nanunsadnanisainudedlawagyily
ANUEBIRRIaadAsAulaTINMTsliAuAuERsday (Minimal risk)

3.10 MTITALITUNGANTIN WUUYARALAET YTONGUYARA 138N 1TIT8UUUETI duntwal dnusedn
focus group Useiulusunsy viseisn1siieiumsUseiuamnIm (Quality assurance) NTANI5AIY
d' 1% [~ 14 % =) d' ! Yo (% . A
Ao lilumglienanades vseyaraladedenisiasunansenunisdeny (Social Harm)
1NNIIAUERITRY (Minimal risk) 191 A150035UINEN19918)1 AMNSURAYIILNG Inwniaiteuay
InwneUnATes Melasunansznusiagiuzuasegia wsevibidelenialunisfnen sen1sdnanu
4 a A o N v w ~ a | I a @ v
vsaideaides vIeanduety viselasein1senadwmansenusednlaunn 1udy

3.11 W3TENYINUTAYIA ANINvBIDMIsarAUitnelavesusaalun1nsu Inge iyl

nadaUfatlaandy uazlaunsgiumuteiuavasdinuANENTINNITEIMNTHALEN NHlAULEES

A RRGAGIRE]

RN

1. N1595lATINITRUULTISR (Expedited review) filianunsalinanisfinnsandu “linns
Susee” la sestdndfinnsanlumuznssunisiugn (Full board review)

2. Tassn739elasunisinnsanlinisiusesds wasgidedesnisdudruusluasuuvas
(Amendment) Fsduudlufisnfuiuiinanssny Wasuuwanudswesenmalinsfifiudumnninnasing
Usziliulasansideuuuisesnfonidnfinnsanluamugnssunisdiuga (Full board review)

3. TnsamAAdefldsunsfinnsaniusedlunds uazdidedosnisnenunnuiimiveslasanis
(Progress report) kafn1sAnduntsmdeavu lufuanie viedHulaseniside deatdndfiansunlu
AZNIIUNTANYA (Full board review)

4. AANUSURNYDU

U517 13030905257 Videlav s visenuznssunsy fldsuteumne fnhiinuniulasainside
(Primary reviewer) Usnausig §Nuniu 2 Ay Fmthfinumulasimsideaumaniiiieidos wazasesssy
pulvutlesudmunumy (AF 01-09) Tunsdlfiulasanisvestsesiun sesUsesus UfUanunu
Usgs1u

130



ARIZNTTUNITAIEFIINNTIVE LUy BE

a [ % [ % 4 PCRU'RREC 10/2.0
URINYIQYINVNSNYIY T

ANSNAITAUITATINITIVYLUULIISA Suld 11 4.0, 65

Expedited Review

5. unugiivumnau n1saiuns waziSulinvau

u

fumau N13ANIUATT {SuRavau

1 159N IBRUULTISA U851UY YI50389UTEEIUY Y130LaUIUNTTY
WAZHIELEY NS

2 NM5ANTUATINTITBULALUIMANITNANTN Ue5U 139589UTEE U YIRLaVIUNITY

l vidonniznssunsY Alssuseunanetdug

NIy

3 aju/iauenan1siiansan AYIBRY N5

4 WAIHANTNANTUUAIRY Use5u vive 09U wag KU
LAY

|

5 DONLONAITSUTON UsEs1UY 38 J89UTEEI1UY
Certificate of Expedited (AF 03-10)

6 Waualuiusegunmgn TN Use5u vive 09U wag KU
YIS

6. nann1sUUA
6.1 TASINIFIVYL VB BUULIISA

1) aeauyn1s Ussanuiuanenssunisy gulasuseununglimuniulasinside esnniedeldey

NUNIULAEHTULATINGTITY niounaddlasinsidelvEmumulasen1s3de (Primary reviewer) M3 2 AU
iefiansansusedlasinsidy

6.2 NMSNATUILATINTITUUAZUIINANITHANTUN
Fumoun1sRasulAsINsITeRdgsuuuLseda nssuN1SY ANUNIUNNAY TATIEY warasunis
NUNIY %aLLuzﬁﬂﬁé’mmﬂﬁ;ﬁ%’ﬂLLf’flsu AIULUUNDIUAMSUNUNIU (AF 01-09) Laztdeantuidoiasiaun
1n8N15UY3a1n Google tasWl %38 PCRU-REC@pcur.ac.th Tdmslaiaiuiunii 5 fuviinns (1 dUani) nneuas
nlasulasiniside

6.3 NMIWIHANITNINTUGOHITE
1) 1@vIUNNTY wALEYIEIUNIT aune wnddeudlvazddigideunly angluan 5 Jwiinis (1
dami) uazimuaszeznaligidensundunigluiig 10 Jwins (2 dUa) mnliinsmeunduaiely 1
iou Tasamsisoazgnasu {desesdulinaznssuniss farsanlml
2) Usgaue Wuaauy wdman1sna1sansenife 4uieianiunis dwanunewdmanisiiatsanli

VA v

HIVUNANNTIU
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Expedited Review

6.4 N30ONLBNATIUTDN
Usrsua Wudamiy luenasfusesnisiiansmndsesssunisidolunywduuuisada (AF 02-10)
AMwlve UiKIT8 wag Certificate of Approval (Expedited) (AF 01-10) N1w183ngy (iledoswe) meillvsuses
lonanseing 4 Tunedduanan
6.5 msthiauslufiszyuanznssuns
erynnse thlasamsidouvuisedn ufsiefiusvyuannssuns Wonsulaziuses nsdidu
1A39N15909U5E51U WE0IaIYNNTT GUTEsUY Wieauyns Wuidenanrsedidesuliseeiu wie
wuynise aduiulunsimdhifiesandadu fedlinssunis AVUN U NAUDHANIINUNIY ToRRLAUAN ¢
Tuiuszyunuzn IS

7. Atley

ANMULELITIDE e ANUEsslULnAANNES AR Ul UTIRUSE I TUee (Minimal
risk) 1aadAsNdaunmUn
8. 1aNd1591994

8.1 ICH Good Clinical Practice Guideline nesAIUANYN d1UNTUANLNTIUNITOIMNTLALET NTENTI
a157500gw atunmwilng w.a. 2552
8.2 KUINNN3EFITUNITVININETUALLINYF YusURSEFISUNTIsluAuluUsEwelneg w.a. 2550

9. NIANUIN
9.1 AF01-10 Uufinuimanisiusessesssun1sideluuyed (Expedited)
9.2 AF 02-10 Form of Certificate of Approval (Expedited)
9.3 AF03-10  @NA1TTUTRINITNANTAUINTETITULUULTIIA
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ANSNAITAUITATINITIVYLUULIISA

Expedited Review

Suld 11 d.0. 65

F 01-09

Phetchabun Rajabhat University

Research Ethics Committee

AF 01-09

Reviewer Assessment Form

Protocol number | Title: | (lng)
(English)

Reviewer’s Name Primary Reviewers LI Exemption
D 15t DZ”dD'j’rd O Expedited review
O Full board review
A B | NA | A=appropriate, B=Inappropriate, NA=Not

Item for review

) yoA v 4wy
applicable gt ldinetewielinedl

Investigator’s Qualification: (n15¥11 Clinical Trials PI @83l 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...oveeveeeeeeeean. , risks by nature and expected
events i.e. physical, psychological, financial, social, etc.)

5. Benefit (to WhomM..c.ooooeeeeeeeeee. , 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) dquusznauvadtandns (ICH GCP 4.8.10)

Opinion/suggestion

o = = E— I == X
1. Lilﬂﬁﬂiﬁﬂ;&ﬁﬂ’muﬂﬁ/ﬂﬁiﬂUﬁﬂﬂiﬂa']ﬁ’]ﬁ&lﬂi‘ﬂLiﬁi’)uﬂ’]i’mﬂ(lnformatlon sheet)

1.1 WeEesnavyinnsivy

1.2 awalddntadne

1.3 #fepnuszyinduniide

1.4 wrafionaadaslasudglidsilulasnside

1.5 nguszasivedlasenisidy

1.6 Fnuerd@diasisnlulasinisive

1.7 FBaiunisiagujuinseriinsinide

1.8 szgziianfionanadnsusasaulzdeseglulasiniside
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1.9 wauselgnifinninasiniuaInnsisuseaaalnslanense
waz/viousslevisayuyu/dina/ifinnuslug

1.10 anudes anuliauie vieanuldagain Aoainduun
g1aradas Tunssinlulasenisive
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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

[ 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

[ Research 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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Consideration:

1. appropriate inclusion/exclusion criteria
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3. adequate informed consent process:

4. decision making
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L1 90 6 wélou
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83 Moo 11 Saduang Phetchabun Rajabhat University Phetchabun 670000, Thailand, Tel 66 56717141

Certificate of Approval
The Phetchabun Rajabhat University Research Ethics Committee, Phetchabun, 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
Phetchabun Rajabhat 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. Strictly conduct the research as required by the protocol;

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

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

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

5. If the study cannot be finished within the 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.
7. Complete and submit the final report form to the PCRU-REC, as soon as possible after the

completeness of research.
* A list of the PCRU-REC members (names and positions) present at the meeting of PCRU-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 01-12

Phetchabun Rajabhat University Example of
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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AF 02 -12

Phetchabun Rajabhat 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
®  Percutaneous Conduction Tissue Ablation Electrode
®  Replacement Heart Valve

®  Vascular and Arterial Graft Prostheses
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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

®  ExtrocorporealPhotophersis 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

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
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®  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 03-12

Phetchabun Rajabhat University

Research Ethics Commmittee

Reviewer Assessment Form
for Medical Device

Protocol number | Title: (no)
(English)
i ’ Pri Revi
Reviewer’s Name E]Tjré;\slemwsgs 1 Full board review
A | B | NA | A=appropriate, B=Inappropriate, NA=Not

Item for review

. ' " A v = 'y A
applicable vaneAnuliineitemislinedl

Investigator’s Qualification:(n15¥in3daiieafuiesasiiounnd Pl dasdi 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

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

............................. , risks by nature and expected

5. Benefit (to WhomM......coveeuveeeeeeean. , both direct and indirect)

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process
(Rarsanludiunszuiumsveanudugon)

7.3 Acceptab

le treatment available

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

9. Others (Advertising, CRF, etc.)

Medical Device

NA

Y=Yes, N=No, NA=Not applicable nugamanla
WNendewiselinedl

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

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) d@auudsznauvadendns (ICH GCP 4.8.10)

Opinion/suggestion
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1. wnarsfayamuas/asutsdmsuaianadiasiiiinsaunisisde (Information
sheet)

NA

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

1.1 Pdesesfiagyihniside

1.2 aenlgdntadne

13 fdemuszyindunuidy

1.4 wewanoaadaslasudalidislulasniidy

1.5 dnguszasdvedlasenisidy

1.6 nuerd@@iasiInlulasansive

1.7 FBandunisnaguiddergitnsinide

1.8 szgzianfionanadnsusavaulzdeseglulasiniside

1.9 wausglevifinininasinduainmyideseeiaadnslaense
waz/viousslovisayuyu/dinn/ifinnnusln

1.10 anudes anuldaune wseruliazain fenaiaduun
1anasins lun1sdnsnlulasanisive

1.11 madennisnszuiunssnwdu q lunsdifienaadaslidismlu
1AT9N5348

1.12 astidueaweadunia n1sdenal andldazain ldauie way
slendely annsfienanadasidisinnisise Baslinazianili

1.13 MslnsShwmeunansem1vne Wellnnuldevneniesunsienie
INNITIVY

114 unaaluyuide wazanunsadlunisviiide

1.15 nidemeiugmansazdesinisvernudusenuaziinisidiuinw
1AYIRU genetic counseling

1.16 mMsvaLiufegafimaeaInn1sity warszeznafiiuien1snga
diniuluewien wiarenisAnelniluewian Fesdinisvernudugeiile
Fushetefinde uinnsldiegaiuszdes fudediraenssunsesosssy
NI

1.17 yanawazvangavlnsiny Hanansadasielanaen 24 4lue Tunsdl
feranadinsiinmenisaidulifisUsyasd

1.18 B8l NIANAE TN UANENTIHNITAINTUITETIINANTIVY 9
ga@dAsaNIsaRnfenstiivesoasyy

mniinsufuanlidulumadeyaluenaisving
A1115050UFOULAT. oo )

1.19 fenarsfeya atuiivangdmiuinery 7-12 Y

(nrwdmsudnluiseradinanitazidilale)

2. NeHauENLIAUNBUERNIYN3INNNSIVY (Consentform)

2.1 fideay “@ranadnsidaseNzUias MsenouRinlasin1idey
diolanle Taelifinalag Aonisshwvinerviaiimsaylasunuannnsgiu wie
goydenausylevilagiiiaaglisunudns”

2.2 UM ISNwIANLGUYeIleayailiuetaalag

2.3 AnumganveInsasnulaglinsiunsidy uag/vse gunulay
YOUMENUNY

2.4 AMUMNITANVDINITUAAIAIUBUE DUV 150N 7Tl
aansaeusazideuls

2.5 ANUKRUIZEUVBINTEUIUNTVD assent LazN15a9uUIuN ﬁ’]%%l‘ULﬁﬂEJ’]Q T-
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.

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

affectingthe health or welfare of children.
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ayunansiansan [ 1 %uses desreauanuinmdi
[ 2 Jfudgwdludieduses L1 0 3 diou
L] 3 vsudgudlowaviidfinnsaninl [ un 6 dien
L 4 lLisuses [ fugnmsise vdeluiiAu 1 9

Reviewer’s signature............inrrrieecnnn.
( )

Date of review ......ccccoceveeeeenee..

mnewggUnsalniiaudssas (Significant risk medical device) vinefivgunsainiinnudesionadedindiounluly &
ANUdBwonIsAnAuinIsegasllietlUld desendunsindeavseisrunswssinnielesiunisidedin uaz/m3e
ANURNsTonAfinTuaINgUnsaliue (Wuavneasesssun1sinideluaululssindlne w.a.2550 wi 42)
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AF 04-12

Phetchabun Rajabhat University

Research Ethics Committee

Pl Self-Assessment Form
for Medical Device

Protocol number | Title: | (o)

(English)

A B | NA | A=appropriate, B=Inappropriate, NA=Not

Item for review i nndl o o o
applicable mneauIldifedewselifod

Investigator’s Qualification: msiddeiieafuesasdiounnd 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 (t0 WhOM..coeeeeeeeeeen. , risks by nature and expected
eventsi.e. physical,psychological, financial,social, etc.)

5. Benefit (to WhoM....cooeveeeeeeeeeean. , both direct and indirect)

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process(#ansannszuiunisvenuiuge)

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 yaneaansinlal
WNendesviselifad

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

3. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

4. Risk of the Device
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4.1 Non-significant risk

4.2 Significant risk*

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

Opinion/suggestion

1. enansfeyar1duay/esuiedmivendnsinsiidisauniside (Information
sheet)

NA

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

1.1 vedesfiagyihniside

1.2 awnlgdntadne

1.3 Idemusyyindunuide

1.4 wewanoaadaslasudayliiinsululasmyide

1.5 JngusvasAvedlasinsivy

1.6 nuerd@@iasiInlulasenisive

1.7 FBaniunisiasujunderiinsinide

1.8 szpzafionanadasudavaulzdeseglulasinisive

1.9 WauselgviNAInI1AnluaINNSIIEReR1ERIASIAURTS
waz/vioussleviraguyu/denn/ifinnuslug

1.10 anudes anuldaune wsernuliazain fenaiaduwn
g1aadas Tunsswlulasaniside

1.11 madenuienszurunissnwidu q lunsdfienaradashidismlu
1AT915378

1.12 ashidueaeaiunie n1sdenan anyllasain llauie wag
elandsly annsienanatastnsinnside Ienstiwashannly

1.13 mslinsShwmenuianservnwe Weilninudevnensasunsieniine
INNITIVY

114 unasduyuide uazandunsulunisiide

1.15 n9idemeiugmansazdesinisvernudusenuaziinisidiinw
1AYIAU genetic counseling

1.16 mM3veLiufegafiwieaInn1sivy warssezaIfiiuiion1snsas
dinialusuian wiarenisanulmiluewian desdinisveruBuseuiie
Fushegraiivde uinsldfediaiuasdos Sudediraznssunisaiusssy
NI

117 ypeakaviineaulnsdwd fawnsefnseldnasn 24 4alue Tunsdl
eranasinsiinmenisaidulifisUsvasd

1.18 M8 nsAnyid1inuAuLnIsUNISRANTUIAZEE5TUATITE 9
gaadAsaNIsaRnfenstiivesoasyy

wa

mninmsufuailiduluamudeyaluenansviu
A1150500FULAT. ..o )

1.19 fenasteya aduivngdmduinery 7-12 ¥

5/ o Ly & ! o 1 & o 2.
(Fnrwdmsudnlugieadinaiiasidilale)

2. MU LIAUNBUERNLTN3INNT5IVE (ConsentForm)

2.1 fifenu “oreadnsiidaszivzUfjias vieaouianlasinisivedielan
1 Inglifinalag sonisinymeuiaiinisaglasunuunsgie wiegads
naUszlovilag Afsazlasunuans”

2.2 UM ISNEIANLGUYeIteyaiIiueaalns

2.3 AnumganveInsasnulaginsiunsidy uag/vse gunulay
YOUMENNUY

2.4 AMUMNITANTDINITUARIANBUBBNVRIIITINNTI el
a@u1saeuaseula

2.5 ANUKRUIZEUYBINTEUIUNTVD assent LazN15a3uUIuN ﬁ’]%%l‘ULﬁﬂEJ’]Q T-
129

Decision: Risk/Benefit Category
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[ Research involving not greater than minimal risk.
[ 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

affecting the health or welfare of children.

Investigator’s Signature .........inenieneeen.
( ) Date ... oo, YA

mnewggUnsaliniiaudesas (Significant risk medical device) vinefisgUnsalfifianudewionmaidedindiounluly &
ANudBwonIsinAuinIsegasliei Ul desordunisiidiavselienuisussinniedesiunisdedin uas/m3e
AUANITNe I AnTuaIngUnIal iy (WuIn1easesssunisinddelunuludssmalve w.m.2550 nin 42)
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AF 01-13

Phetchabun Rajabhat University Resubmission Form

Research Ethics Committee for Ethical Review

Please fill in this form and provide necessary documents that apply. This form will help exemption or expedite the

review process.

1.1 Protocol title (Thai)
1.2 Protocol title (English)
13 Sponsor/Source of funding
D Government I:l
D Private sector ...
14 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) |:| No |:| Yes(Attach doc 6.11)
Section 2: Investigator (attach doc 6.5)
2.1 Name of principal investigator
22 Degree/Specialty
2.3 Institutional affiliation
2.4 Contact phone/Fax/Email
25 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?
Section 3: Research protocol
3.1 Research Design (Check all that apply)

Basic science research Descriptive/Qualitative

Case-control

Diagnostic test :l
Clinical trial :l
Cohort |:|

L]

Survey

Laboratory experiment

Applied research
R/D

Hjanatl

Bioequivalence Other (specify)..
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3.2

Methods involved the followings (tick all that apply)

Questionnaire/Interview/Diary (Attach doc 6.6)
Specimen/Sample collection
Records/Document extraction

In vitro diagnostic devices

In vivo diagnostic devices

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
Embryonic stem cell/Genetic material
Radiation/Isotope

Tissue/Organ transplant

Procedures/Operation

Other (specify)..

IR

il

33

Expected duration of the project........ years......... months

3.4

Investigation site

Single
National multi-site/multi-center
International multi-site/multi-center

3.5

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)

1igiign

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
IUiterate subjects or Minorities e.g. hilltribes
Subordinate e.g. students, employees, soldiers, patients
Other (specify)..

4.2

Methods used to recruit subjects

No (Go to 4.3)

Personal contact at outpatient clinic /inpatient

Personal contact at ER or ICU

Personal contact in community

Contact via telephone or post

Advertising e.g. poster, flyers, mass media (website included)

Other (specify)

000 | OOudd

43

Person obtaining informed consent

No (Go to 4.4)

Principal/Co-Investigators

Research staff

Other (specify) ...

U
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4.4 Expected number of subjects in each arm.......c.ccccccevceneeenee total number of subject........ccccceeeeee.
4.5 Subject payment/incentives
vo [
Yes |:|
(if yes, please give detailS..........urniieoorcrriieeceiiceccecesceeeeee e
4.6 Compensation for injury / lost
no [
Yes :l
(if yes, please give detailS. ... 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)

61 | wuuBuvesun1sfansnnasesssy (Submission form : AF 02-07) O
62 | guuUselulasenITumenues (Self-Assessment Form : AF 03-07 %38 AF 04-11) O
63 | asUlasan13398 (Protocol synopsis) O
64 | mstandimisnalselevi (Conflict of interest and funding form : AF 04-07) O
65 | dayamedurgdmiuenatadng AF 05-07, AF 06-07, AF 07-07) O
6.6 plsdauanInINEusal (AF 05-07, AF 06-07, AF 07-07) O
67 | Investigator brochure O
68 | Approval document from thesis committee/advisor O
69 Recruitment materials e.g. written information and script O
610 | Medical devices safety approval from Thai FDA O
611 | Certificate of Free Sale O
612 | Approval for investigational drug used in research O
613 | Drug approval from Thai FDA O
614 | Approval result report from other IRB O
615 | Document of registration O
INVestigator SIGNAtUTe .......v.eeveeccerse dated.....
(Please retain copy of the completed form for your study record.)
1A59N15398nu8ay  (PCRU-REC No.) ... o

nsandrdanneavdisiuiiodainisindaiu AusnIsun13essIuN1sIdEluNyed N Inerdesvigwysysal

AUNLAVINTANA 056-717141 N85 056-717141
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AF 01-14

Phetchabun Rajabhat University

Research Ethics Commmittee

Submission for Study Amendment
LUUSIEIUNITHA LULAULRY
TA59IN1579¢

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:

RREC. 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.
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A1519asUN1sIUABULUAS

Rl P98

JaANUAvULRY

Jaanuavulny

WARa

Investigator signature................

Date

......... VAR

(Please retain copy of the completed form for your study record.)
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AF 02-14

Phetchabun Rajabhat University Amendment
Research Ethics Committee Review Report
PCRU-REC For the
Protocol record
No only
Principal .
. . Institution
investigator
Study Code Sponsor

Descriptive summary of the amendment :

Justification for using expedited review process: ] Yes ] No

Consideration:

;i:eprgropriate inclusion/exclusion Ves O No 0 NA
2. acceptable risk/benefit ratio: Yes L] No L) N/A
3. adequate consent form: Yes L No O N/A
4. amendment Minor changes | 1 Major changes (éfaqﬁ%ﬁmiz‘qu)

5. approval :

approved

approved with some correction

full-board review needed

Suggestion/Recommendation

Reviewer

(

) dated / /

wnewn velivinunsenaudniulusuunlosuudidsnduni aud. anznssunsasesssunsIdelunued inine1desivdy

wysysad meglu 5 Jwhng
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AF 03-14

Protocol RREC No .........

Phetchabun Rajabhat University Research Ethics Committee
83 Moo 11 Saduang, Phetchabun Rajabhat University, Phetchabun 67000, Thailand, Tel 66 56717141.

Approval of Documents Related to Study Protocol

Phetchabun Rajabhat University Regional Research Ethics Committee, Phetchabun, 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 Phetchabun Rajabhat University Research Ethics Committee

Date of Approval

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

All approved investigators must comply with the following conditions:

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

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

3. Report to PCRU-REC any serious adverse event or any changes in the research activity according to the standard
operating procedures;

4. Provide reports to PCRU-REC concerning the progress of the research upon the specified period of time or when
requested;
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5. If the study cannot be finished within the expiry date of the approval certificate, the investigator is obliged to reapply
for approval at least one month before the date of expiration.
6.  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 PCRU-REC members (names and positions) present at the meeting of PCRU-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 01-15

Phetchabun Rajabhat University

Research Ethics Committee

Progress Report Submission Form
LUUSIEIUAUAIINLNIVBINTTIDY

PROTOCOL No.:

COA No.:

PROTOCOL TITLE:

Principle Investigator and Institution Name:

Submission for : [ Certificate renewal [J per PCRU-REC 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?
a NO
Q  YES (Describe briefly in attached narrative) ......c.ccocoveevevnieneennce.

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 :08 1 = 1o 2+ U8 3 49 2 = 4o 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) .......coccoeveenecerecin

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?

a NO
Q VYES (Discuss in the attached narrative) ..............

OTHERS:.
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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) ...........c......
a NO

Q  YES (Identify all changes and provide an explanation of

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

SIGNATURES: ...
Date: ......... O

Principal Investigator

Reviewer Comments:

O $usevsusesdaiios
O WuAluvsevedeyauiiuiiu

0 13050509/ I13UTOIROTBATEULAANA) .o
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AF 01-16

Phetchabun Rajabhat University Study Report Form
Research Ethics Committee (Final Report)
KUUTIEUNAETUNITIRY

Please attach the Executive Summary or Abstract of the study with this report.

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

Reviewer’s comment (Iﬂﬁlﬁ‘\]’]imﬁﬂi'liiLﬁﬂ?%ﬂm’ﬂ@ﬂﬁ?u]u WAZNITIIVUTINDAALAT maamumww?amammaﬁmﬁLU%’&JuLLﬂmlU):

= TyuuunesulifivesdmiunenuemshifisUssaraingt wnnisallifisUszasd
wayNan539y
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Phetchabun Rajabhat University

Research Ethics Committee

Protocol Deviation/Violation Report
wuuduiinsensliuianiulasanisidey

]

Wiesinslauufunu iWsauu vseddulasaniside §Idefesne9undnnenIsunise Wenwuviud

PCRU-REC No. COA...covvene 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 AF01-20
7.3 AF02-20

7.4 AF03-20

8. 1@N&#1591999
8.1

Adverse Events and Problem Report Form - Internal

Suspected Unexpected Serious Adverse Event Summary Report Form -

External

Reviewer Assessment Form for SAE/SUSARs Report

NITNTNHAIBIIUHY atun1lng w.A. 2552

8.2
8.3

reaction, Clin Pharmacol Thera 1981, 30: 239-45

8.4

vy (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 | Month

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

1 INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

o INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

[ LIFE
THREATENING

Il. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUGIS] (include generic name)

20 DID REACTION
ABATE AFTER
STOPPING DRUG?

1 YES TINO [CJNA

15. 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 perioed, etc.)

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24¢c. DATE RECEIVED
BY MANUFACTURER

24d. REPORT SOURCE

[1STUDY [ LITERATURE

] HEALTH PROFESSIONAL

DATE OF THIS REPORT

25a. REPORT TYPE
D INITIAL - [0 FOLLOWUP
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AF 01-20

wuusIewmnIsallinsUszasd
Phetchabun Rajabhat University FUnS1eus Tuaardy

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: O initiat report O Follow-up report

Severity of event: O Death

O uife 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
LI Other e

Causality of event: [ 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 O no O ves
SUSAR
Progression Is the event due to progression of an underlying illness?

O No O ves

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

Outcome of SAE: O Rresolved ORresolved with sequelae
O Improved O Ppersistent O worsened
O Fatal O Unknown

Other actions taken: O No action required

O Amend consent document

O Amend protocol

O inform current subjects

O Terminate or suspend protocol

0 Others o

Have Similar Adverse Events O no O Ves How many?
Occurred on this protocol?

Comment (Principle investigator or Site investigator):

O Principle investigator [1 Site investigator Name:

Date Signature
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WUUHTUSI89U SUSARs uanaa1tu

Suspected Unexpected Serious Adverse Event Summary Report Form - External AF 02-20

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:

(C) Action medication:

(D) Action taken:

(E) Outcome:

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
1 = Continued, 2 = Reduced, 3 = Increased, 4 = Temporary stop, 5 = Permanent stop

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
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HUUUSZIEUSI897U SAE %38 SUSARs AF 03-20

Review Assessment Form for SAE, SUSARs Report

Protocol Title: NU-RREC No:

Principal Investigator: COA No:

Sponsor: Contact Number:

swew CIsAEs O susars [T Others.. e
e TE 017 2T N 189U

LU Initial Report............ovvveveeeve.. 897U
O vie on st F9897U

AFUEVENTS LAY CAUSAL RELATIONSIID. ...

vOu Follow-up Report...................... 789U
[0 130 on siteemccceec 57847
AFUEVENTS WAE CAUSAL RELATIONSNID. ....ve vt 50




Reviewer’s Decision
O Acknowledgement
O Acknowledgement with suggestion
[ Need full board review
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Review of Serious Adverse Event (SAE) Reports
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ARIZNIIUNITITLSIINNTIVE LUy Be

a [ % [ % '3 PCRU'REC 21/2.0
URTINYIQYINUNNLNYIU T

N15ASINTYULNDNINUAKANITIAY 2 ey
v wBuld 11 d.0. 65

Site Monitoring Visit
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Site Monitoring Visit
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ARIZNIIUNITITLSIINNTIVE LUy Be

a [ % [ % '3 PCRU'REC 21/2.0
URTINYIQYINUNNLNYIU T
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Site Monitoring Visit
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Site Monitoring Visit
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AF 01-21

Phetchabun Rajabhat University

Research Ethics Committee PCRU-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 RREC standard

® Total active studies:

® Total active subjects:

® |nformation about your methods of recruitment:
O Pprivate Practice O Referrals O Dpatabase
[ 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 no

*If Yes, please indicate which categories:

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

O student O Mentally Incompetent O chid O Employee

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

® Your document files for NU-RREC approved studies, included:
- Protocols and amendments,
- Recruitment materials, FDA form 1572 (if applicable),
- RREC 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 Date of completed

experience Protection; GCP, etc., training

* We may also ask to see your drug storage areas and emergency equipment.
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AF 01-21

Phetchabun Rajabhat University

Research Ethics Commmittee

PCRU-REC - Site Monitoring Visit

Chairperson :
Member :
Secretary :

Reason for Visit......coeeeevreeeeennnnes

I. General Information Date/Time of visit :

INVESTIGATOr NAME: .o

Investigator Speciallty/ies: ...

Name of Persons INtErVIEWED: ........co.oivoieieeeeeeeeeeeeee et

Address :

II. Site Characters:
2.1 Facilities &Staffs

a. Total active studies: .....cccoververvrienne. Total active e subjects: .....ccccceeveieieirennn,
b. Number of Research Staff: .................... Full-Time: ..o Part-Time: .....ccco.....

c.  How many investigators does the study coordinator support?

How many studies does the study coordinator OVErsee? .........cvrinierenineneeeeeens

e. Years of Research Experience? ... Investigator ........ Coordinator ........ Coordinator .......Coordinator
f. Years at this sitez ... 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
Llother : oo
2.2 Drug Secuirity :

a.  Are test drugs and/or devices stored at this site?

*If “No” or “NA,” please eXplain: ..o esisesesisesesees
b. Are test drugs and/or devices stored in a locked cabinet or room?

*If “NO” or “NA,” Please eXPLlain: ...
c.  Are the research records kept separate from the regular practice records?

*If “NO” or “NA,” Please eXPlain: ...t seses
d. Are the research records stored in a locked cabinet or room?

*If “NO” or “NA,” Please eXPlain: ...t

2.3 Device Security :

a. Is there equipment available at the site to treat life-threatening reactions?

O Yes
D Yes
D Yes

[ ves

O No*

O No*

O nax

O nax

O nax

O nax

b. Name the facility to be used in case of EMEIGENCY: e s

c. Give the approximate distance of nearest emergency facility (in minutes) : ...
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2.4 Site activities :
a. Taking into consideration the purpose and setting, are the facilities suitable? O ves O No*
B N0, AESCIIDE! e
b. How often is the Investigator at the research Site? ...
c.  Does the investigator conduct regular meeting with the research staff? Oves Onor O nax
*If “No” or “NA,” please explain: ....cocoveverecenerenen.

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

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 NU-RREC approved research at any other sites? O ves* O no
If Yes®, Ple@se NAME! ...
b. Are different research staff utilized at the additional facility? O ves* O no O NA
If Yes*, please complete and attach the “additional site” form ......c.cnenvnnenenen

2.6 Study site approved by other IRB/EC:
a. Are any of the procedures for the studies performed at a hospital? O ves O No
D, Name Of NOSPILAL: ..
C. Local IRB approval obtained? O ves* O No O NA
If Yes*, please provide the name of IRB/EC: ........cccoovcuneuennee

lll. Population from which subjects are selected:
a. Method of Recruitment: Oprivate Practice [ Referrals [ patabase O Advertising
[ office Brochures / Posters O website O other
[ National Recruitment Campaign O other e

b. Might your research studies enroll any subjects from the following “vulnerable” categories?
O ves I No
*If Yes, please indicate which categories:
O Nursing Home O institutionalized O chromic Disease O Terminally Il O child
[ Mental Health [ Financial Limitations O prisoner O Mentally Incompetent ] Student
O Employee O Educ. Disadvantaged O Temporarily IncapacitatedD Other: ...

IV. Subject consent form:
a. Is the subject consent form, the most recent NU-RREC approved form? O ves I Nox [ nax
If No*, NA* | please give COMMENTS & ...t

b. 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
COMIMENTS & o

V. Principal investigator license(s), (M.D., D.O., or other):
a. Is the applicable license current? Oves Ono Ona
OB ettt nann
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VI. Quality Control
6.1 Written SOPs:

a. Does the site have written SOPs? Oves Ono
b.  Are the SOPs current? (Version & Date: .....c..cowcvververnerverenens )

6.2 Recent FDA Audit:

a. FDA Oves O nNo O boes not apply Indicate Date: ......ccccceeucee
b.  Copy sent to NU-RREC Oves O nNo O boes not apply Indicate Date: .....ccoceeenee
c.  483; copy sent to NU-RREC Oves O nNo [ boes not apply Indicate Date: .....cccccceeueee

6.3 Last visit by sponsor monitor:

a.
b.

SPONSER monitor Date: ................ SPONSON: .eeueeaen RREC Prot. #: .........
Copy sent to NU-RREC Date: ...... SpoNsor: ... RREC Prot. #: .........

VIIl. Consent process:

Does the site have current written consent procedures in place? [ ves O No
b. Idiscussed the process with the: O Investigator O Sub-Investigator O coordinator (1 Director/Manager
Name of Person INEIVIEWE: .. ...
Consent Process details: ...
c.  The consent is reviewed with the subjects by the: O Investigator O Sub-Investigator O coordinator
OthEr OF COMMENTS ..ot
d. 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 O No  comments:
e.  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
f.  Are you currently enrolling / do you plan to enroll non-Thai-speaking subjects? O ves* I No
*If Yes, please INAICAte LANGUAGEIS): ittt
h. Do you have research staff on site fluent in the indicated (f.) language(s)? Oves OnNo* 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 [No Comments:
j. If requested, is the subject or legal guardian allowed to take the consent home to
Discuss with family members? O ves O No*
KIf NO, €XPLAIN WY MO ettt
k. Are the subject or legal guardian’s questions answered prior to requesting their
Signature? Oves O No
I INO, @XPLAIN WY MO .ttt eees
. Is a complete copy of the consent given to the subject or legal guardian? Oves O nNo
I INO, EXPLAIN WY MO .ottt
m. Is any other material(S) used to provide additional information in the consenting process? (such as videos,
additional printed material, etc.) Oves* [Ono
B Y S, AOSCIIDE: ettt ettt a ettt e et e e ettt e et et s ettt en et et ettt enananane
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 . e




VIIl. Summary & Recommendations:

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

ChaIMPEISON ..o Site INVeSTIGAtOr ...
( ) ( )
MEMDET ..o
( )
SECTETANY e
( )
( ) ( )
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3. ANUIURavey
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$1891UN5UEYlABHANENTTUNITT LAYIYUNTTT AMIVANAMAINLALAIINYNABIVBITIZNUNTUTEYY
$UTRIBUNMTUsEYlagAMENITINTTY kAraIUINTUTRdlAEUTEs Uy

4. uHuniTumau N13ANTUNIT waAZESURAYRU

Tunay n1sAiung ANNTURAYAY
1 Avuadu 130 danunUseyy  Usesue v3eLavIuniss vise
| HYIEUIYNNTY
2 JuseamsUssuaTiney  UT¥sIUM lavun1s viseRYIgiavunigy
l WAZAMENTIUNIT
3 TUinMIUSEYULasnTInEey  §YIelav1un1s kagaAuenIsunIs
ANNYNADY

5. wann1sUun
5.1 naun1susey
1) Usesu 3elav1ynsT vioRtaetarIyns Saudufruaiuussguuasanuiiaimii
RIS darneuazdudunisiinuseyu

A
2)  Us¥s1un ¥idelavIYn1sT MieRYIBIAUILNNTT dauUaenansfiaztiiaue WieRarsaulud
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(1) Tasmsidefidadrfiansanadiusn (nitial review)

(2) Tasansidefidadfinnsanival (Resubmission after initial review)

245



ARIZNIIUNITATLSIINNTIVE LUy we
N INYIRYTIVANNYIYT
N1SLATIULNUNITUTZYNRATIIBUNTUTEYY .
Agenda Preparation, Meeting Procedures and Suld 11 4.0, 65
Minutes

PCRU-REC 22/2.0

3) fYauaviynise datenarsiaziiaueniefionsanluiivssyuamenssunig el
N331N15 MU lawn
3.1) msfirsanlasmsideiituievesufinnsanadausn (nitial Review)
1) Exemption review report 37U ..... 1A39N19
2) Expedited review report 91U ..... 1ATINIT
3.2) MINATUINIWNRAINITIVTDN (Continuing Review Process)
1) msfivsanduudlufisndalessnside s ... Insenis
2) MININTUITIBNUAPIUAIMTIVEINTITE T ... 1ATINT
3) MINNTANTBNUATURANTIFL I1W ..... 1A59015
a) msfiasanmsaiiunsi liuFoRnudeauy vie dilu Tasanside
UM ..... 1ATINTT
5) NM3NTUINTIOUTHULBIDIANAIAT TIUIU ... 1ATINTT
6) MINTUTILNUNTYALATINTITeRBUMMUA T ... 1ATINS
7) enumran1salifiaUseatdienss 9 ... 1513
3.3) soluiusedATeinsidy 31 .. 1ASINTg
4) maAsuenansiiiensUsy
(1) wlguimuasENIsUsEY
(2) wisiuayasaaeuenaslilunisUsza
(3) SuitniBgaaiznssunst Taegrasiavyns svdeduiindayussan 1nsensUsguid
foyalasanisidefiinuseluseutu uazssnunsUssguosndineu
(4) Hr8au1un1se InwseuviesUseyunseonisuseyueaulald insauldluiulseyy
AMENIIUNIT
5.2 5ennemsUseys
1) UT851U% WAZAUIUNITY YIBKTIBLAUIUNTTY ATUANTUTEIUMINAIFIUINTENTU ST LS
9199zadUNTE Besvidertensuszaldmumnuivsnyay
2) AUENIINTY $amMUNIULALULAYFUTEITBNUNTUTEYN IR
3) 1@UIYNITT MTORYILLAVIYNT TUINNTaAUTIBLATNANITANFUYDIAMENTINNITY
8) Aaunsaumss odiuamslidyidevdnidnfuameutoasdtlufivssyunnenssunis 14
5.3 MenaaNTUITY

o Y Y

HYILEUIYNITT UAWaNMIRATNlATIN T Tendnvsu
5.4 M3WEUTIBUNITUTTYY
1) wnMSeuTIENUNTUTEYY
(1) Tlasesnesenunisuseyy
(2) M3TuANAMTRAUTILNTONANTITNAITAUIVDIANLATTUNTY ABIIAUYNABIATUNIY
wagldnwndouiisudladne

(3) HnsnsiaaeuAUgnAaasitaznawazhnsallussaunIsUTEYY

246



ARIZNIIUNITATLSIINNTIVE LUy we

a [ % [ % ¢ PCRU'REC 22/2.0
URTINYIQYINUNNLNYIU T

N1SLATIULNUNITUTZYNRATIIBUNTUTEYY
Agenda Preparation, Meeting Procedures and Suld 11 4.0, 65
Minutes

2) @ulsznoureIsIgnuUMIUTTYd
(1) $1891unsUsEYuAITUTENoUMEdIUA1 laun

Tui @0 1w vesnsuseyy
pUTgsIUTaINITUTEY
aﬂiimmimﬁmsmﬂs“w

(1
(2

)
) 4
3)
)
)

e

(
(4 ’Jsuammﬁumiﬂwum

5

'
=

D

=

SUaLﬁSU'TIJﬂ']i“I ﬂ/iiE]BJGU’JEJLa"UWUH'ﬁ“’I m‘uuwﬂmiﬂszsqu LazUsEs1UY ®30584

Y

Uszsue Avimiifiunudsesun [Wugsusesssanunisussyu

(2) @1uUsELNBUYBINITTUNNNITNAITUNIATINITIVUATILTA WIDLATINISIFENAILT

Ansanln

SAUDILATINISIVY (Protocol number) waztalATIN15I98
YoENY
Y

(1
(2
(3
(@
(5

)

)

) Fonssumsgmumiu

) WANTINIITUIVDINTTUNITHNUNIY
)

nansRaNsanLazLRveIRAEnssUNS o1aaludeladeniaseluil

® U594

o Usudsaufluiiosuses

o JSuugsunlunastindiiansaning

® l3iSuses

(6) MRUANITEITIBIIUAIINAINLIVBINTTITY (RN1ELATINTTITOUUULIISA) Lae

fArsanauaNEsnidTIunITeealasu laun

(3)

‘:‘I L4 Y1 | g.JI
o audsatioslidenenulagase
® aAudssliunans WdeseauauAImTtmn 6 e

° mmLﬁlsmmﬂlﬁﬁﬂiwmmmmﬁnwﬁmﬂ 3 1fou
drulsznevveosmstufinnsinsandundludisdulasinisiay
(1) s%aweslasen133se (Protocol number) wazdalasenisise
(2) %am%

(3) Foff

(4) a3 Uaamﬁmwmmmimamsa%

(5) WNANITNANTEUN
drudsznovvaamstuiinmstiansansieanumngnisallinelseasd (Adverseevent)
(1) sWaweelasanisive (Protocol number)

(2)

(3) %aﬁmmu
4) 1

=

%am'ﬁ%’a

AT %ﬂ’JWQJﬁNWUﬁGUENLﬂﬁﬁ]ﬂﬁiﬂﬂ,mw\‘lﬂi YAIATEAS18USIAUE1ITY @NUITOLUS

247



ARIZNIIUNITATLSIINNTIVE LUy we

a [ % [ % ¢ PCRU'REC 22/2.0
URTINYIQYINUNNLNYIU T

N1SLATIULNUNITUTZYNRATIIBUNTUTEYY
Agenda Preparation, Meeting Procedures and Suld 11 4.0, 65
Minutes

ponuduiuslusesu

review)

(5)

(6)

® oAt (Possibly related)
® 119ziiieadaq (Probably related)
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(5) HANIIINAUVDIAALNTIUNTT WngaLiafLTunssaly
d1uUTEnaUYeIn1sTuinn1IHaNTaN T189UAINA1IME 8915378 (Continuing

(1) sWavaslasin15338 (Protocol number) wazdiolnsanisive
(2) Forfise

(3) Fofmumu

(4)

(5) delausiug (1)

d1uUT2naUURIN1TUUTINNITRANTAINTIB9IUAINAINTLIV99N1 5398 (Continuing

NANISNANTOU

review) Litasioangluiuses

WA9BU 9

9)
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Foride

Formumu

NANIINANTEUN
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(3) ¥ormuniu
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(2

3

(4
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A va o
Yo7
YormunIu
NANISINANTOU

)
)
)
) dolausuwug (13
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