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Influence of pre-heating in cold forming of
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permutation-based genetic algorithm for
solving the machine layout of manufacturing.
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Symphosium, Shibaura Institute of Technology,
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Mechanical properties of glass fibre and glass
scraps reinforced polyester composites. Paper
presented at SEATUC 2017 Symphosium, Ho
Chi Minh City University of Technology.
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4.2.1. Junyusen, T., Neampang, N., Sangmuang, A,
Suthada, S., and Chatchavanthatri, N. (2017). The
effects of inulin on the textural, thermal and
microstructural properties of the reduced-fat cheese.
Suranaree Journal of Science and Technology,
_2{4(_1):2.3-_30 TCl Tier 1) [4.1.3.1]
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(2017). The effects of inulin on the physicochemical

characteristics on the reduced-fat ice cream.

Suranaree Journal of Science and Technology,

24(1):13-22. (TCl Tier 1) [4.1.3.2]
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Junyusen, P. (2017). The effects of varieties and storage
conditions on hardness and whiteness of cooked

rice. The 11th SEATUC Symposium, HCMC University

of Technology, Vietnam, 13-14 March 2017 [4.1.3.3]
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Tanongsak  Yingnakorn and  Loeslakkhana
Srikhang, A Study on Measuring Method for Slag
Foaming in Electric Arc Furnace, The T7th
International Congress  on Engineering and
Information (ICEAI2017), 9-11 May 2017, Kyoto
Japa. pp-260-269 [4.1.3.1]
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Loeslakkhana Srikhang and Tanongsak Yingnakorn,
Effects of Additives in Green Sand Mold on
Surface Finish of Cast Iron, The 7th International
Congress on Engineering and Information
(ICEAI2017), 9-11 May 2017, Kyoto Japan,
pp.250-259 [4.1.3.2]
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4.2.3. Thanakit Seekoh, Loeslakkhana Srikhang, A a waly
Thanawit Jindangam, and Sakhob Khumkoa,
Study on Scale Formation of AISI 430 Stainless
Steel in Annealing Atmospheres, The 4th
International Symposium on Fundamental and
Applied Sciences (ISFAS), March 29-31, 2016,
Kyoto Research Park, Japan, pp.496-503 [4.1.3.3]
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4.2.4. Tanongsak Yingnakorn, Siam Thongnak and
Sakhob Khumkoa, The Kinetics of Dephosphorization
of Molten Iron, Using Slag Containing BaO, The 4th
International Symposium on Fundamental and
Applied Sciences (ISFAS), March 29-31, 2016,
Kyoto Research Park, Japan, pp.490-495 [ 4.1.3.4]
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4.2.5. Khumkoa, S., & Jadudom, R. (2015). A
Study on Phase Transformation of Hot Rolled
Dual Phase Steel using Deformation Dilatometer,
Journal of Engineering and Applied Sciences,

10(7), pp.190-196., Impact Factor 0.238 (2015) [

4.1.3.5]
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4.2.1 Sareeya Wichitsathian. (2018). Working Capital
Management and Impacts on Profitability: The Case
of Small and Medium Food Enterprises in Nakhon
Ratchasima, Thailand. SIBR Conference on
Interdisciplinary Business & Economics Research,
February 22-23, 2018, Seoul, S.Korea, Proceedings
Vol.7(2018) Issue 1 (February), page 1-14, ISSN: 2223-
5078. [4.1.3.1]
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Assessment of Organic Rice Farming: Factors
Affecting Farmer’s Decision and Performance (A
Case Study of Rice Farmers Supported by a
Social  Enterprise) . 2017 International
Symposium on Business and Management, April
4-6, 2017, Kyoto, Japan, Proceedings Vol.6, Nol.1,
April 2017, page 92-107, ISSN: 2226-6577. [4.1.3.2]
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4.2.2 Sareeya Wichitsathian. (2017). A Critical f f f

4.2.3 Sareeya Wichitsathian and Chosita Pestonji.
(2018). Analysis of Adoption of Organic Rice
Farming: Critical Assessment of Rice Farming
Methods. 6" Global Conference on Business
and Social Sciences, December 4-5, 2017,
Bangkok, Thailand, page 1-8, ISBN: 978-967-
13147-0-8. [4.1.3.3]
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1. Theethawat Singhasiri and Netnapid Tantemsapya. f AuIn AN
Prouction of biodiesel from food production
from food processing waste using response

surface methodology. Energy Sources, Part

A:Recovery, Utilization,  and Environmental

Effects2016 Vol.38, No. 19, 2799-2808 [4.2.3.2]
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2. T. Singhasiri. and N. Tantemsapya. The utilization fun
of waste egg and cockle shell as catalysts for
biodiesel production from food processing waste

oil using stirring and ultrasonic agitation. Energy

Sources, Part A:Recovery, Utilization, and
Environmental Effects, 2016 Vol.38, No. 21, 3125-
3131 [4.2.3.1]
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4.2.1 Siriwan Chokkha and Kamol Traipanya (2017).
Effect of Na,SiOs on Compressive Strength of
Waste reinfforced  Metakaolin-Based
Geopolymer. Suranaree University of Technology

Journal. 24(4): 407-414 (70%) [4.1.3.1]
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Geopolymer. Applied Mechanics and Materials.
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4.2.2 Siriwan Chokkha (2017). Effect of Fly ash on f f
Compressive strength of Metakaolin  based

Vol. 873: 170-175 (100%) [4.1.3.2]
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4.2.3 Nuttapong Phachan, Siriwan Chokkha and f f f
Anurat Poowancum (2017). A sustainable cement
replacement material from a coal-fired power

plant waste, Proceeding of The Asian Conference

on Sustainability, Energy & the Environment, June

8-11, 2017, Kobe, Japan (55%) [4.1.3.3]

4.2.4 Siriwan Chokkha Ph;arphm Phe‘mat
Watthanaphon Chandadi and Maythawee
Srisitthigul (2017). Use of Waste Glass as a

=20
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3L

Reinforce Material in Calcined-kaolinBased

Geopolymer. Key Engineering Materials. Vol. 751:
556-562 (70%)[ 4.1.3.4]
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Dear Prof Hino
Enclosed please find the copyright agreement.
Regards,

Suksun

o

ula 2. 15 w.a. 2561 11a1 12:00 <|ti@ilt.saga-u.acjp> \dauin:
Dear Dr.N. Pattanajan,Dr. A. Suddeepong and Prof. S. Horpibulsuk,

Thank you very much for submitting the manuscript to Lowland Technology

International (LTI) Journal.

[ am pleased to inform you that your manuscript entitled "Building with
the On-site Manufacturing Process”

registered with the ID No. CEM45;has been reviewed and is accepted as a
Research Paper for the publication on the LTI journal.

Enclosed please find the Copyright Transfer Form.

Further, you are highly encouraged to place journal order, offprint order.
If you require your manuscript to print with colour figures, please let us
know and fill the attached Color Print Order Form. The colour print bears
additional cost.

Please note that your paper will be published in LTI Vol.

20 (2) issue in September 2018 as a Research Paper.You will be send the page

proof prior to printing.
We encourage you to order hard copy and offprint paper at least.

Thank you very much for your great contribution.

https://outlook.live.com/owa/?path=/mail/deleteditems
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With sincere regards,

Dr. Sailesh Shrestha

Associate Editor,

Lowland Technology International (LTI) Journal, Saga, Japan.
Contact mail:shresthasailesh@gmail.com

On the behalf of,

Prof. Takenori Hino,

Editor-in-Chief,

Lowland Technology International(LTI) Journal,Saga, Japan.
Contact mail:hino@ilt.saga-u.ac,jp

Prof. Suksun Horpibulsuk, Ph.D.

Professor, School of Civil Engineering, and
Director, Center of Excellence in Innovation for
Sustainable Infrastructure Development,
Suranaree University of Technology,

111 University Avenue,

Muang District, Nakhon Ratchasima 30000
THAILAND

Email: suksun@g.sut.ac.th, suksun@sut.ac.th
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Fw: Songklanakarin Journal of Science and Technology - Decision on Manuscript ID SJST-2017-0481R1

To: Kittitep Fuenkajorn; d4740056@g.sut.ac.th
Subject: Songklanakarin Journal of Science and Technology - Decision on Manuscript ID SIST-2017-0481.R1

17-Feb-2018

Dear Prof. Fuenkajorn:

Itis a pleasure to accept your manuscript entitled "Shear strengths of fractures in Tak granite under orthotropic stresses" in
publication in the Songklanakarin Journal of Science and Technology. The comments of the reviewer(s) who reviewed your
the foot of this letter.

Thank you for your fine contribution. On behalf of the Editors of the Songklanakarin Journal of Science and Technology, we
continued contributions to the Journal.

Sincerely,
Assoc. Prof. Dr. Proespichaya Kanatharana
Editor in Chief, Songklanakarin Journal of Science and Technology
proespichaya.k@psu.ac.th
| Reviewer(s)' Comments to Author:
Reviewer: 1

Comments to the Author
No further comments.

Reviewer; 2
Comments to the Author
Line 116. Are d<sub>0</sub> and d<sub>3</sub> the same? If not, add d<sub>o</sub> definition and d<sub>o0</sub> vect

Associate Editor
Comments to the Author:
(There are no comments.)
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greater than minimal risk)
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p1aalAsIALnse (Research involving greater than minimal
risk but presenting the prospect of direct benefit to the
individual subjects)

faudsafunitanudsadnies wagliiluselovdson
pranadnslaenss u,m'ﬁm’mLﬂﬂlﬂiﬁﬁaﬂﬁ'ﬁumwﬁtﬁmr‘fu
Tsavideannefienanaiimsiduet] (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)
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onillomaiiavidile wiedeadu wisussmigmrensd
nsgnugunmuarmluegiidvetetanaiing (Research not
otherwise approvable which presents an opportunity to

understand, prevent, or alleviate a serious problem

affecting the health or welfare of subjects)
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8.2

8.3

8.4

5101 dunduad, wisaue slvaniey, g5 widena, ussansnis; susuatesssun1sviidely
uywluvssmalneg. wamseessaumsviidelusywslusymalng we. 2550. Rudaed 1.
ngawne: TsefuiraensaluvnIne de; 2551.

International Conference on Harmonization. Guidance for industry E6 good clinical
practice: Consolidated guidance [Internet]. 1996 [cited 2015 November 20]. Available
from: http://www.fda.gov/downloads/Drugs/.../Guidances/ucm073122.pdf

World Health Organization. Standards and operational guidance for ethics review of
health-related research with human participants [Internet]. 2011 [cited 2015 November
20]. Available from: http://apps.who.int/iris/bitstream/10665/44783/1/ 9789241502948
eng.pdf?ua=1&ua=1

Council for International Organizations of Medical Sciences. International ethical

guidelines for biomedical research involving human subjects [Internet]. 2002 [cited 2015

November 20]. Available from: http://www.cioms.ch/publications/layout_guide2002.pdf
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Usswnsmeveu nquifase maideludgiengviednilegluaniuanasisd n1sidelunguauli
fieg neideludiemviedusenanie Dusu
2. Tasemsideilssumsiosanlinisiuseads wazfidoseantstudiuiufludsunyas
(Amendment) dsduusluianiiuinanseny Wasuwasnudeswesenaaiasiiiiumin
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Institutional Ethics Committee

& Suranaree University of Technology
s,

Exemption Review Report

Protocol No. Protocol title:

For the record

only

Principal
Faculty

investigator

riteria for exemption: (indicate the item of criteria met)

lescriptive summary of the protocol:

istification for using exemption process: [ClYes

O No

Suggestion/Recommendation:

Reviewer

( )

Pate dlamanlaveaaa
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Ethics Committee for Researches Involving Human Subjects, Suranaree University of Technology

Certificate of Exemption
Ethics Committee for Researches Involving Human Subjects, Suranaree University of Technology, Nakhon
Ratchasima, 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)

Title of Project
Project Code
Principal Investigator
Department

Document Reviewed
1
Z
SIGNALUTE...... vt nennen CAITMAN
Ethics Committee for Researches Involving Human Subjects,
Suranaree University of Technology
Date of Exemption
Note: 1. No progress review required.

2. Submit notification of final report when finish.
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Belmont Report, CIOMS Guideline, International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

and 45CFR 46.101(b)
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danm
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5. maiusetradenusniniieluands 3.4 TRarsunanety twin wavguamuesenanadas
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6. M3Lfiudragwd1ing (Biological specimen) dratiiitentsidelngldisnsitlsigndr (Non-
invasive) 194 diana daidu Tudnuvaeiildvilndelan fuilldarnnsaeulunssneimadnd aisdands
9ONATBUDN LU WWiD SNIINNISARDANIIN 1:?"1ﬂs“'wﬁlﬁmnﬂ1':fLLﬂmJaaqaﬁnﬂ?ﬂdauu‘%aizwdﬂanWimaafﬂ
waddmlaAvlaensyaadidoyiiulngd8n1sthensefeudu (buccal swab) nMsthhuuan (mouth

washing) liulauve (sputum) nasnwusednde
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7. msfivdeyavesnisinwiamund laedsn13iliingn (Non-invasive) 191 MRI, ECG, EEG,
ultrasound, Doppler blood flow, echocardiography, moderate exercise, N153A body composition
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gNIU X-rays i Microwaves
8. mslddeya (Data) Uufin (Records) 1anans (Document) waM1oEadnTIY (Specimen) Tild
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UL
1. mMsfersanlAsINIsLULLISeSa (Expedited review) filsianansalvnanishiansaundu “Wnns
Suses” I deahiiirsalupuznssumsidiugs (Full board review)
- v av Ve - v o v Ve o W - - -l
2. Tasamsiduiilasunisiansunlinisiusesdr wargidesoinisiudiunuiluwdoundas
- PP - Y
(Amendment) Sedundluiisisiuiinansyny Wasuwasnudssvesoraalnsdiiunn

FJuninnueinsusedulasamsidouuuisedn deniidhinsanluamuznssunsdugs (Full

board review)

“

3. Tasamiduildsunisinnsanivseduui wavdidedosnssenuarufiniedasins
] 8 = o [N - e - e UV L] L3
(Progress report) usifin1sAnflunisidesuy iufiRau wiedqtu Tasainsidudenindn

frsaunlurnenssunsidiugs (Full board review)
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Suranaree University of Technology
Institutional Ethics Committee

Expedited Review Report

Protocol No.

Protocol title :

For the

record only

Principal

investigator

Faculty

Criteria for Expedited Review: (indicate the item of criteria met)

Descriptive summary of the protocol:

Justification for using Expedited process: CIves O No
Consideration:

1. appropriate inclusion/exclusion criteria OYes ONo ON/A
2. acceptable risk/benefit ratio: OYes ONo ON/A
3. adequate informed consent process: OYes ONo [DON/A

4. decision making

[J approval
[J approval with some correction

[J resubmission

[ full board review needed (please explain..........

Suggestion/Recommendation (ngauriamitunenifu 2 du: protocol wa ICF (Informed consent form)

Protocol

Information Sheet

Consent

Other.

Reviewer,
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Ethics Committee for Researches Involving Human Subjects, Suranaree University of Technology

Certificate of Approval

Ethics Committee for Researches Involving Human Subjects, Suranaree University of Technology, Nakhon

Ratchasima, Thailand, has approval 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)

Title of Project
Project Code
Principal Investigator
Department

Review Method

Continuing Report

: Expedited

: At least once annually or submit the final report if finished

Document Reviewed

Date of Approval
Approval Expired Date

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

Slgnatlre .

v Chairman

Ethics Committee for Researches Involving Human Subjects,

Suranaree University of Technology
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All approved investigators must comply with the following conditions:

1. Strictly conduct the research as stated by the protocol.

2. Use only the information sheet, consent form (and recruitment material, if any), interview
outlines and/or questionnaires bearing the ethics committee seal of approval.

3. Report to the Ethics Committee any serious adverse event or any changes in the research
activity within the timeframe stated in the standard operating procedures.

4. Provide progress reports to the Ethics Committee within the specified time period or upon
request

5. If the study cannot be finished within the expired date of the approval certificated, the
investigator is obliged to reapply for approval at least 30 days to the expiration date.

6. The expiry date of every approved document is based on the expiration date of the origin

approved protocol (Protocol Number...........cccceeviinec)
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Belmont Report, CIOMS Guideline, International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

and 45CFR 46.101(b)
lasans

swalasanis
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dann

Fmunau
F1EUAUATIMIN

a 4 a
TUNIUITDN

TunuAy
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Tpsansiasadunou 1 U

Us851uANENTINNST3 U5 UM TITe Tunywd
umingrdomaluladgsuni

viall Masusesiiiiteuladfiszyliduvdmnde @iundiaaenasiusedlasiniside)
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Suranaree University of Technology

Institutional Ethics Committee

Self-Assessment Form for Pl

Protocol No.

)
(English)

Title

Investigator’s name and qualification:

[ Exemption
[J Expedited review

[J Full board review

ltem for Assessment A

B INA

A=appropriate, B=in appropriate, NA=
Not applicable wunsiidhiiivioliides

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

(ol o1 10 TR oy ORI |

5. Benefit (to whom... s

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment
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B INA
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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) d@uysznauraanans (ICH GCP 4.8.10)

Opinion/Suggestion
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Suranaree University of Technology
Institutional Ethics Committee

Conflict of Interest and
Funding Form

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

whether or not these may affect the scope of protection the right and welfare of human participants. The board will only send the investigator

the institute opinion together with protocol approval results

Protocol title:

No.

For board
use only

Section 1: Funding

1.1

Source of funding (tick all that apply)

Amount

None

Department/Institute

Pharmaceutical company

Other agency: T

Other agency: e e e

Grand total

1.2

Investigators fee received (tick all that apply)

Monthly throughout the project

Lump sum for the whole project

Per subject recruited

Other (specify)......
Section 2 : Conflict of interest
Yes| no
Do you, members of your family, or associated entity have or receive a financial interest in or from
2'1 the sponsoring company?
2.2 | Do you hold any executive or scientific position in the sponsoring company?
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?
Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff to a
al project sponsored by the sponsoring company?
2.6 | In the last year, how many times have you been supported by the sponsoring company to:
-Attend conferences/meetings abroad;_ 0 1_ >2
-Attend conferences/meetings in the country;_ 0 1_ >2
-Lecture for the staff of the sponsoring company; 01 >2
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Suranaree University of Technology Biological Material Transfer Agreement for
& Institutional Ethics Committee Academic Research only
N
[Recipient Organization’s Name and AAArESS] ... esesss s s sssessessessssssssssenees , and

[Sclentist’s Name and AGTFRSS] ... snissssisasesss s bsssssssssssbssinsrra iiassasesmasyssssssons

(hereinafter collectively referred to as “RECIPIENT”) desires to obtain for academic research-only purposes (stated in the Implementing
Letter) certain Biological Materials from [ Provider Organization” 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 |. DEFINITIONS
1. PROVIDER: Party providing the ORIGINAL MATERIAL, represented by the PROVIDER ORGANISATION and PROVIDER SCIENTIST.

PROVIDER ORGANISATION: Crganization providing the CRIGINAL MATERIAL; the name and address of this party are 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: Oreanization receiving the ORIGINAL MATERIAL; the name and address of the organization are
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 are stated herein and will also be specified in the Implementing Lezter.

3. MATERIAL: ORIGINAL MATERIAL and its UNMODIFIED DERIVATIVES. The MATERIAL shall not include: (a) MODIFICATIONS, or (k) 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 PURPQSES: 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

Page 136 of 346



ANENTINNTIEETINNTINE Tusy e
SOP 08/01.1

i 41 v89 109 Wi

Ii{i& uminerdomaluladysuni
msfesanlassmsideadausn
St

(Initial Protocols Review)

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 institutions of higher education, a scientific research organization, or government

agency.

PART II. 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 the Implementing Letter.

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

5. The RECIPIENT retains ownership of:

(a) MODIFICATIONS (except that, the PROVIDER retains ownership rights to the MATERIAL included therein), and

(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.]

6. 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;

(c) 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.
7. The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that:

(a) 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 PURPQSES. 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.
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8. 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.

9. 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).

10. 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.

11. 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.

12. 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,

13. 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...........,
Suranaree University of Technology 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........... , Suranaree University of Technology indicated otherwise.

14. This Agreement will terminate on the earliest of the following dates:

(a) 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
(c) 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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(iii) 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 RPQOVIDER 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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Suranaree University of Technology Biological Material Transfer Agreement for

éib\ Institutional Ethics Committee Academic Research only
\.....-f’w (IMPLEMENTING LETTER)

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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nMANUIN 10
AF/10-08/01.0
w1 1 199 4 i

COA No. .ccerrnees

Ethics Committee for Researches Involving Human Subjects, Suranaree University of Technology

Certificate of Approval
The Institutional Review Board of the Suranaree University of Technology, Nakhon Ratchasima, 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 (ICHGCP)
Study Title:

Study Code:

Principal Investigator:

Review Method: Full board

Continuing Report: At least once annually or submit the final report when finished before 1 year / Every 6 months. /
Every 3 months.

Document Reviewed:

SIRARINE:. o i

( )
Ethics Committee for Researches Involving Human Subjects,
Suranaree University of Technology

Date of Approval:
Approval Expire Date:
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 the Institutional Ethic Committee’s seal of approval; and return one copy of such
documents of the first recruited subject to the Institutional Ethic Committee (IEC) for the record.

3. Report to the Institutional Ethic Committee any serious adverse event or any changes in the research activity
according to the standard operating procedures;

4. Provide reports to the Institutional Ethic Committee on the specified time period or upon request;

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 30 days before the expiration date.

* A list of names and positions of the Institutional Ethic Committee members in the meeting on the date of study

approval is available upon request. Attached with this document
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/f\ Suranaree University of Technology uuureiumseniunsvenuBugeuInetaatag (Waiver
@ Institutional Ethics Committee of Informed Consent)

1 | Folassmside

2 | Favhnthlasansise

3 | wllavesmsuniumsvemmibugensnanaasias lsadenmeuiawy 3.1 wie 3.2 Yeladentiwviniu

21| saunmsasnuiiuaednwaisnwslunuuBugeneseaatinsuinuniavenus (Waiver of documentation

of consent) wazlusauanawanalun1svaeniiy

1) Mdeirnudsswosaatasiinnifunitenudsfionaatases lasulunseiiduiatns Usediiu
LI S I oo eeeeeeeesee e ee e se et et s e ee e e e e
v ol v o i Y ) v a Y, ‘¢ a s a & w ™
warliifendasnisnseyihseoanalnsisndusemwennudussuduaednualdnes (Wuinanisiieatesiu

mMInsIdiadenarn1ssnwtudu) (21 CFR 56.109(c); 45 CFR 46.117(c) (2)).

2) msasnaunumednualdnusluwuudusenvasomalinsdudayadierideslosszwingian vaseraalas
fun19ide wagmnudsminueimsivevhvermatasaneglunnizdunsiy mniimaaweaudues

DVATALAT LTI oo sreereeeese s eseneeeneennn (85 CFR 46.117(c)(1)).

3.2

YeuNIUNSTaANLBULaNINDAaNAS (Waiver of Informed Consent) (45 CFR 46.116(d)).

1) msiedaudssrenaradasldunfuniianudssionaiadaseglasulunsedufainsuszdn Tunsy...

v - ar LK) | - - ] Ad s
2) mseniunsverudusennoraadasezlidmansenusedvsuazenuiusgndvesenanad ATINIE........

Y

3) ghiglianansaviidelaimnlientiun1suenuBULBNRINDIIANRT NS e

4) ovnadasiglnFuudauiudnneiunsidoniold warlasutoyaoenals .

wewme . AsvesndunsteanudusauIneratatashiauisanseyinlivanidulaseiniside Mneatesevse

\winslouwnmdagluseninmsideievetunsdeugiveasrinsammsuareves ssivmanigonsn
o
YD,
Wainlhlasins3de

s

W s

Page 166 of 346




AunTTININ3eeTTuNTIdelusy e
SOP 08/01.1

i1 71 Y94 109 wiin

& uminendomaluladgsuni
msRnTanlasiniduadaun
N

(Initial Protocols Review)

AN 17
AF/17-08/01.0

/\ Wi 1 999 10 v
é Memorandum

\y/ Suranaree University of Technology
Office Of . oo TeUFax. ...
o U A AT £ el e S oo Ncos PRI PR s

Subject SUTEC’s. Submission.form for Clinical trial / Experimental.study. ...

To Chairman of The Suranaree University of Technology Ethics Committee in human research

I, .....(Name and status)......, of ...........(Office/Faculty of affiliation) ...................would like to
submit a research proposal entitled .......(Name in Thai and English)....................for approval of ethics in
human research. | have attached 4 copies the following documents for your considerations:

Document List Yes | no

1. Protocol form for Clinical trial (specify version and dated)
2. Full research proposal/Thesis /Independent Study Proposal graduate study (In case
of graduate students)
Principal investigator’s and co- investigator’s curriculum vita in Thai or English
Certificate of participation in a workshop for ethics in human research
Self-Assessment form
Conflict of interest form
Participant information sheet (specify version and dated)
Informed consent form or Written consent waive form (specify version and dated)
Case record form (if any)
10. Questionnaire (if any)
11. Investigator’s brochure (if any)
12. Other (please PRl wmimsusannmmpmmmmmsaasmmssmmons

Thank you for your kind considerations.

W O n LB T

SIFABREIIE, isnmsmamsmonisn i s samsmmemy SICRTHIR i s R
(In case principal investigator is a student/resident) Principal investigator
SIGTIMBRUN ... rosrasssrassorsrmasssasisssisassadsesbisidiniasspmssin
TR L e oS F R R a7 )

Head of Department/Office or Dean of faculty
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SUTEC’s submission Form for Ethics in Human Research for

Clinical trials/Experimental Studies

The applicant must submit details on related topics (respond to every item, if an item is not applicable to the submitted project,
write ‘not applicable’. Do not leave any item blank).

1 Researeh Tile: o m e anemn s s s R S R R S
2. Principal investigator and affiliation:
Phone number

E-mail & e,

3. Co- investigator(s) and affiliation(s):

Phone number

4. Significance of problems to be studied (executive summary)

5. Objectives (Write clearly)

6. Concrete benefits of the project once completed :
7. Types of studies and research design:

0 a. Treatment study (SPecify).........ccocomerrervrrennne.

0 b. Diagnostic study (SPECIfy).....cvvurrrerrerrreene

0 c. Epidemiological study (SPecify)......cumrrrsrereeee

0 d. Descriptive study (SPECify)....cc..c..crmrrrvrennnnns

0 e. Others (SPecify).....ccc.cvurmmrrrrrennee.

8. Background of study in humans

a. Brief research backeround with references

b. Dose this study have been conducted in humans before?
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c. If this study has been conducted in humans, explain why it needs to be replicated?

d. If this study has not been conducted in humans, has it been fully studied in animals?

9. Population and research subjects
a. Number of research subjects

b. How is the number calculated (show statistical formula and calculation method)?

¢. Inclusion criteria

d. Exclusion criteria

e. Withdrawal of participant criteria means indications that point to dangers that will happen to the

volunteers if the research protocol continues.

f. Termination of study criteria e.g. numerous cases of adverse side effects, or after a period of research
study it is found that the study cannot proof the expected efficacy. If this is not appicable, please state
I oo A S A RS S K S R s N RS 535

g. Are healthy subjects included in the study?

h. Are the following vulnerable subjects (those who cannot make critical decisions) included in the study?
0 No
0 Yes, they are
o Infants, children
o Pregnant women
o Elderly
o Patients with chronic diseases

o People who cannot give consent by themselves
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o People with disability
o Prisoners, alien laborers, in some cases people who are socially disadvantaged, students, and
minorities
0 Others (SPECify).......ccoumrimemrriemerieeirienesenrenes
If there are vulnerable subjects, please state reasons why this group of subjects must be included in the

study. Please also suggest how you plan to protect these vulnerable subjects.

i. Method(s) used in getting access to the target population and persuading them to join the project (e.s.
advertisement, ads in printed media, radio commercials, or asking for co- operations from the doctor who

treats the patients)

k. If the study is a randomized controlled trial (RCT), please give details on how the subjects are divided

into groups.

10. Possible effects on the research participants and their compensations

a. Explain if there is any physical, mental, social, and economic risk.

b. How has the researcher planned to prevent complications and take care of the participants in case of a

complication?
¢. Who will pay for medical care in case of a complication?
d. How has the researcher arranged for insurance for damage/injury?

11. Treatment method or practice used in the study

a. Explain how the method used in the study is similar to or different from the routine practice.

b. What are the alternative diagnoses or treatments?
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c. If a placebo is used in the control group, state reasons why this must be used. Give an evaluation of
possible risks and benefits.
12. Does this study involve the test of herbal medicine and natural products?
0 No. Go to item 14
0 Yes. Specify if the herbal medicine or drug formulation used has one of the following characteristics.
o A study of medicine in the traditional Thai drug formulation or traditional Thai medicine textbooks
that is in accordance with the indication and use of traditional Thai or alternative medicine
o A study of medicine in the traditional Thai drug formulation or traditional Thai medicine textbooks
that is in accordance with the indication and use of conventional or alternative medicine
o A study of herbal medicine the use of which is indicated in non-existing conventional medicine,
but (the use) can be cited according to the principles of traditional Thai or alternative medicine
o Use of foods or food supplements for health benefits
o A clinical trial study that uses medicine prepared from natural substances in a modern process
(pure or semi-pure extracts, and new derivatives)
13. The researcher is to provide the following documents. Make a check mark (0) in the box in front of the
documents provided.

0 If the drug/food/food supplement has been approved by the Food and Drug Administration, attach
Package Insert/leaflet.

0 Document showing indications of use that is in accordance with alternative medicine: targeted
disease, dosage, length of time, etc. (Give references of books, traditional Thai drug formulation, or
traditional Thai medicine textbooks)

0 Information on safety in humans, or in laboratory animals if the herbal medicine has not been
tested in humans.

0 Method of herbal drug preparation - is the natural product used the original ancient medicine or
is it a coarse extract? Show the preparation procedure.

0 Scientific reports that support the action of drug under study: study in animals, observations in

humans
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0

f this is a study of food or food supplement, provide proofs whether it is generally consumed, a

local food, or food that is registered as food for humans.

14. Does this study involve the test of conventional medicine?

0 No. Go to item 15.

0 Yes. Give name of the medicine with the following details separately according to types of medicine

(o]

1) . (INdicate usage, amount, and frequency.)
The medicine is approved by the Food and Drug Administration (FDA), Ministry of Public Health for
the treatment Of..........ccrcerrriinnnnnnnnenen( ThE Package Insert is attached.)
The medicine has not been approved by FDA, but it has been studied in humans and Investigator’s
Brochure Issue no.......... dated.......... Is attached)
The medicine has not been approved by FDA nor has it been studied in humans, but is has been

(e]

studied in animals and the research report or related references are attached.
Others. SPECIfY......cocineeeeereriereneeessesessassassssens

15. Does this study involve a test of medical device?

0
0

No.

Yes. Give name of the medical device ........cccercrvcnerirnnnn. With the following details:

a. Details of FDA approval

o

The device is approved by FDA for the treatment of ............ccccoeiiiiiiviieiiiiinnnnnn. The device
specifications and operation manual are attached.

The device has not been approved by FDA, but it is an adaptation or improvement of a device
that is FDA approved. The specifications and operation manual of the new and original device are
attached together with information on the technical comparison of the new device with the
original one.

The device has not been approved by FDA, and it is a newly invented device and has been
studied in humans. Related research reports as well as device specifications and operation manual
are attached.

The device has not been approved by FDA, and it is a new invention that has been studied in
animals but not in humans. Related research reports as well as device specifications and operation
manual are attached.

SRS, SR cociiicvmmnssaniniammsiients s s s s
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b. Methods of using the medical device
G | EXtErnial Use! SHEEHYL - wuiussimmimtmimmnaisirsmmmiss s pr e e
O IR L SEIBICHIN casisuvosssuasansisssssnbies s v oRs s 554 ARG BN RS VRHORAE QUSROG
16. Details of examinations involved in the study (Specify examined areas, length of time, and frequency)
a. Specify the examinations with invasive procedure. ... (For example, local or general
radiation, general anesthetics, tube or camera insertion)
b. Specify the examinations with non-invasive procedure ....................... (For example x-ray, ECG, EEG,
taking blood pressure)
17. What are the specimens that will be taken out of the subjects’ body? What is the amount of the
specimen, and how often will be the specimen taken?
18. Subjects’ Written or Verbal Informed Consent. Make a check mark (0) in the box.

0 a. Written consent (Attach the informed consent form and the information sheet.)

0 b. Verbal consent (Attach the ECKKU-Waiver of Consent form.)

0 c. Initial verbal consent followed by written consent. (State additional reasons for the issues below
and how the written consent will be later secured. Also attach the information sheet for the
subjects or representatives.)

1) Does this study involve subjects under critical conditions? Why are these subjects recruited into
the study while there are standard treatment procedures?
2) Reason for not being able to secure written consent
3) Does recruiting subjects under critical conditions into the study have a direct benefit for the
subjects?
4) Reasons for not being able to conduct this study if permission for a verbal consent is refused.
19. Explain the process of obtaining subject’s consent :
19.1) Who is the person who asks for consent? (Consider that the subjects give their consent without
ungue INRURNCE /CoBIRION. wuimuisiiiatasammisism i sas s s
19.2) When are the subjects asked for consent? (Consider that the subjects have an opportunity to ask

questions about research and adequate time before making deciSion) .........umsississsssssisses
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19.3) Where does the process of consent take place? (Consider that the place provides privacy and
keep the confidentiality of the subjects as well as convenience for the subjects asking questions
about becoming a research subject). Please give details. ..........rrmnieinsseesiessinssssssasessionns

20. In planning this research protocol, a researcher or biostatistician
[ 1 has not been consulted.
[ ] has been consulted, Research methodologists:
NEIME! asmmmismivsmimssis DIGNATUTE (s
NBTNE svssnssivsusissasminsisssssin HNGMBLUFE wsiainsssmssnnismasiassas
Biostatisticians:
NaME ..o SIGNATUME i
NaMEe ..o S1ENATUTE i,
21. Does the research protocol make use of a standard handbook or guidance?
[ INo [ ] Yes, please identify
[ ] The handbook or guidance has been approved by a professional association or Royal college
Please identify ... (please attach proof)
[ 1 The handbook or guidance has received permission to be used by the department/office where it
is going to be used. Please Identify ......c.ceeeerceicieiereeesseesenen,
Name of the person in charge of the department/office ... s
Signature .

[ ] The handbook or guidance has been approved by an expert or experts

Name Of @XPErt ... SIGNATUMB ittt eeene
Name Of @XPET ......ornrnisreiersissssssssssisenssenssee IENALUME it
Name Of EXPETt .......ccverrrrnrinneiieissressssensssonssisssesies OINATUM . e eereneen

22. |s this a multicenter study?

If so, please give name(s)of the researchers and participating organization/ institution (in Thailand)

Please give name(s) of sponsors such as pharmaceutical/chemical companies, if applicable.
23. Details of the entire budget for the research project
24, Affiliations of researchers with the companies supporting the research projects such as

0 Shareholder of the supporting company. State number of shares held.
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Receiving a consultant salary of ....................baht per month

d

Invited to be lecturer from the company, or supported for attending conferences abroad in the
pastveEr: GIVE HetallShum mmummmemmismisaismivassamnismassigsms i
Bl T SPME sciscsicioss s 5458 5 A B SRS
0 No affiliation
25. Research studies in charge
a. At present, how many research projects are you overseeing?
b. What is the total number of subjects you are taking care of?
c. How do you manage these projects without causing risks to the subjects or other routines?
26. Do you have experience in ethics in conducting research studies?
O The researcher and research team have attended the following training courses for ethics in research

studies. Give individual details and proved proofs of attendance.

1) Researcher name.............ccouesvveene.COUrSE/ATAINING tOPICS:.cucuuvvivrervirierriviennn. YEA tAKEN oocvcvnnenn.
2) Researcher name.............oeeveenrn.. COUTSEATAINING tOPICS . ivvsvrrerirrrerenennnn. YEAT takEN L.
3) Researcher Name.........oo...cesveenrn.. COUTSEATAINING tOPICS . ivvvirivsrivesrrrinrnnnnn. YEAT tKEN L.

O The researcher has not taken the training course, but has planned to develop the potential of the
research team according to international standards as follows: ..........cciiiieinncienninne.
27. This research project expects
a. to start collecting data in (month) ............., (ygar) .........., and finish in (month) ........., (year) ........

b. to spend a total of ..........year(s) .........month(s)

| hereby certify that the above information is truthful, and the person filling in the information clearly

understand every piece of the information given.

SIGNATUNE oot Slenatlire wmmmanemaammmasr
Project Advisor Principal investigator
(In case the principal investigator is a student/ /resident)

o] 1200 ) 0 = O A e ey e DY ST O e
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Co-investigator

SISPELUTE wosssussmarsimi manesismisvsisversseimi

Co-investigator

SIS cun iR

Co-investigator

This protocol has been approved by the affiliated organization.

o T L A e Pl

Chair, School of wimansammanas

BIENERUIS it s s a2

Head, research department
SIgNAtUre e

Dean, INSHItULe Of .o r e
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{ié\ Memorandum
N

Suranaree University of Technology

NO.MOE. . e DAY
Subject SUTEC’s. Submissian form for.Sacial/Anthropological studies. ...

To Chairman of The Suranaree University of Technology Ethics Committee in human research

I, .....(Name and status)......, of ...........(Office/Faculty of affiliation) ..................would like to
submit a research proposal entitled .......(Name in Thai and English).....................for approval of ethics in
human research. | have attached 4 copies the following documents for your considerations:

Document List Yes | no

1. Protocol form for Social/Anthropolosgical studies (specify version and dated)

A

Full research proposal/Thesis /Independent Study Proposal graduate study (In
case of graduate students)

Principal investigator’s and co- investigator’s curriculum vita in Thai or English

Certificate of participation in a workshop for ethics in human research

Self-Assessment form

Conflict of interest form

Participant information sheet (specify version and dated)

0 foil ol Lo | o | o

Informed consent form or Written consent waive form (specify version and
dated)

9. Case record form (if any)

10. Questionnaire (if any)

11. Investigator’s brochure (if any)

s T T e T ——————
Thank you for your kind considerations.

SighattiBunanmmaimanmrmmaniammms SRR ciusssansusimnsswosvsssonsapasssssmmsosemones sEoaRaang
(In case principal investigator is a student/resident) Principal investigator
SIGNNATUI . oot ssss s

Head of Department/Office or Dean of faculty
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SUTEC’s submission Form for Ethics in Human Research for

Social/Anthropological studies

The applicant must submit details for all of the items below
1. RESEANCN TIELE: wveucreieriressmmsnerssssanssersassenssrsssnsensissenssssmsssressassasssnsasssnssnssessssssmesersenssnsessssensssrasss
2. Principal investigator and affiliation:

Phone number ...,

E-mailececeercieeene
3. Co-investigator(s) and affiliation(s)h s e diiinm i ation i s oo monsie
4. Significance of problems to be studied (executive suMMany).......coms

5. Objectives (Write clearly)
6. Concrete benefits of the project once completed.

7. Research methodology (Make a check mark (v) in the boxes where applicable)
[ a Qualitative
[ Phenomenology
[ Ethnography
[J Grounded Theory
D OENEIS.......cevcrerrreereieresreere s rassessessssstassasessassns
0 b Quantitative
D Descriptive
[] Relationships studies
[] Experimental/Quasi-experimental
D Systematic reviews
L] ORIRIS s csarsasimsissssnssssssimasnssessissisi wsmseiiisssssnis
[ ¢ Action Research/ Participatory Action Research
[ d. others (Please SPECIY)....c...werivieesenssieesesiessessssissiseines
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8. Methods of data collection

1. Self-response questionnaires

2. Structured or semi-structured interviews

3. In-depth interviews

4. Focus groups

5. Observations (please specify, for example, participatory or non-participatory)

O0O0O00O;O

(YL -1 S — e St s
9. Background and review literature
- Rationale/research questions (summarized with references) ...
10. Population and volunteers
a. How many volunteers are needed? How is the number of volunteers calculated? Why this

number?

b. What are the qualifications of the volunteers? How are the volunteers selected? Are there any

groups of volunteers that are excluded from the study?

1. Inclusion criteria

2. Exclusion criteria

3, Withdrawal or termination criteria indications that point to dangers that will happen to the

volunteers if the research protocol continues

4, Subject allocation

c. What is the method used in dividing the volunteers into experimental and control groups, if any?

d.Are the following vulnerable volunteers (who cannot make decisions in critical situations) used in
the study?
[J No

Page 179 of 346



AMIZNTTNNTI3EETTINTINE UMY ue
& uminendowealuladquni
nsRersanlasinsidendauan

N\

(Initial Protocols Review)

SOP 08/01.1

win 84 Y99 109 Wi

Infants, children

Pregnant women

The elderly

Patients with chronic diseases

Those who cannot give consents on their own behalf
The disabled

Prisoners, alien labors, the socially disadvantaged

©O O 0O 0O 0O 0O OO0

School pupils/students, subordinates
O Others (please SPeCify) ....mressmmsssssssssesninns
If there are vulnerable subjects, please state reasons why this group of subjects must be

included in the study. Please also suggest how you plan to protect these vulnerable subjects.

e. How are the volunteers approached?

f. If there are compensations or rewards, please specify the amount or other details.

11. Explain the study method and give reasons why this study contains only a minimal risk.

12. What method is used in obtaining the volunteers’ consent? (Please specify clearly)
Oa. Signed written consent (as in the attached volunteers’ Information sheet and informed consent
form)
[ b. Verbal consent (Please attach the Waiver of Consent form and the volunteers' information
sheet)
13. Explain the process of obtaining subject’s consent :
13.1) Who is the person who asks for consent? (Consider that the subjects give their consent
without: Undue Infllience ZCoBrelon)s i mmmmmniimmsmmimismmimiinas smiy
13.2) When are the subjects asked for consent? (Consider that the subjects have an opportunity

to ask questions about research and adequate time before making decision)
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13.3) Where does the process of consent take place? (Consider that the place provides privacy
and keep the confidentiality of the subjects as well as convenience for the subjects asking questions

about becoming a research subject). Please give details.

14. What are the benefits to the volunteers and the community involved in the study including

community empowerment?

15. What are (if any) the negative/ undesirable effects that may happen to the people or community
involved in the study? For example,

a. Are there any risks of danger to the body and mind of the people involved or to the society

and economy? What measures has the researcher planned to prevent any harmful effects or

to remedy such harmful effects?

b. In the case of effects on the community, how does the researcher plan to approach or consult

with the community?

16. What method is used in protecting the volunteers’/community’s confidentiality?

18. What is the length of time for this research study?
a. Data collection is expected to start in (month)........... (yean.......... and finish in (month)... (year)......
b. Expected length of time for the research study is.......... years......... months.
19. Examination of the research methodology from the affiliated faculty
(] The research proposal was approved by the research proposal committee for the Faculty of
.................. on (date).........(month)............{yean........
[ The research proposal was approved by the thesis advisor on (date).....(month).....(year)...........
TEI0N ORI TR i s S A ety

20. What is the researcher and research team’s experience in research ethics?
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O The researcher and research team have attended the following training courses for ethics in
research studies. Give individual details and proofs of attendance.
1) Researcher name:........coc.cevvvennee.. COUrSE/LraiNINg toPICS: vvvvvenvierenrinrinnee YQr taken e
2) Researcher name:........ceoueeunnee.COUsE/trainIing topICS:.....cvvuvvevevrirsineneen. Y@ taken e

3) Researcher name:............ccoue.eeenr.COUs@/raining toOPICS:....ouuuurvervmrreemesreenn. Year taken .............

o

The researcher has not taken the training course, but has planned to develop the potential of

the research team according to international standards as follows:

| hereby certify that the above information is truthful, and | fully and clearly understand every
piece of the information given.
SIGNALUIE...cviri e Signature .....cceeeevereeennnn.
Project Advisor principal investigator
In case the principal investigator is a student/resident
SIINALUIE s i
Co-investigator
SIEMBEUIE. asmeti s asms s
Co-investigator
This protocol has been approved by the affiliated organization.
SIZNATUME ot e srennes
Chalrs Seheaol of Gusniimi
SIRNALUIE s
Head, research department
SIGHBTUNE. rvcammismies s s

Dean, Institute of ...
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Suranaree University of Technology

&’b " . . Informed Consent Form
u Institutional Ethics Committee

Note to Investigators:

When creating informed consent letters, investigators are encouraged to keep language and
vocabulary as basic and straightforward as possible. Investigators are also encouraged to use this
template when creating informed consent letters. Use of alternative wording or format is permitted,
but doing so may slow down the review process. All sections of the consent form, except the
‘Consent section, should be written in second person (You are invited..).

Headers should include “Informed Consent- followed by the title of the study leg, the header in this
document). Footers should include page numbers. If your consent letter is more than one page, the
footer should also include a space for the participants initials (e.g, the footer in this document)

Be sure to include any basic components of informed consent that are appropriate to your study. If
components apply to your study, they must be included. Please refer to the document entitled
‘components of informed consent” for more information. If you have any further questions, contact
the Director of Human Subject Officer at 044-224757

Information in italics is for your information and should be deleted from the actual consent form.
Material in brackets should be completed with relevant information.~

1. TITLE OF STUDY

(Insert title]

2. PRINCIPAL INVESTIGATOR

[Name]

[Department]

[Address]

[Phone] (Email)

3. PURPOSE OF STUDY

You are being asked to take part in a research study. Before you decide to participate
in this study, it is important that you understand why the research is being done and
what it will involve. Please read the following information carefully. Please ask the
researcher if there is anything that is not clear or if you need more information.
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The purpose of this study is to [Briefly describe purpose of study.

4. STUDY PROCEDURES

List all procedures, preferably in chronological order, which will be employed in the
study. Point out any procedures that are considered experimental. Clearly explain
technical and medical terminology using non-technical language. Explain all
procedures using language that is appropriate for the expected reading level of
participants.

State the amount of time required of participants per session, if applicable, and for
the total duration of the study.

If audio taping, videotaping, or film procedures are going to be used, provide
information about the use of these products.

5. RISKS

List all reasonably foreseeable risks, if any, of each of the procedures to be used in
the study, and any measures that will be used to minimize the risks.

You may decline to answer any or all questions and you may terminate your
involvement at any time if you choose.

6. BENEFITS

List the benefits you anticipate will be achieved from this research. Include benefits to
participants, others, or the body of knowledge. If there is no direct benefit to the
participant, state so. For example, “There will be no direct benefit to you for your
participation in this study. However, we hope that the information obtained from this
study may...."

When applicable, disclose alternative procedures or courses of treatment, if any,
which might be advantageous to participants.

7. CONFIDENTIALITY

Your responses to this [survey] will be anonymous. Please do not write any identifying
information on your [surveyl. OR For the purposes of this research study, your
comments will not be anonymous. Every effort will be made by the researcher to
preserve your confidentiality including the following:

[State measures taken to ensure confidentiality, such as those listed below:

0 Assigning code names/numbers for participants that will be used on all
research notes and documents
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1 Keeping notes, interview transcriptions, and any other identifying participant
information in a locked file cabinet in the personal possession of the
researcher.]

Participant data will be kept confidential except in cases where the researcher is
legally obligated to report specific incidents. These incidents include, but may not be
limited to, incidents of abuse and suicide risk.

8. COMPENSATION  (If there is no compensation, delete this section.]

Indicate what participants will receive for their participation in this study. Indicate
other ways participants can earn the same amount of credit or compensation. State

whether participants will be eligible for compensation if they withdraw from the
study prior to its completion. If compensation is pro-rated over the period of the

participant's involvement, indicate the points/stages at which compensation changes
during the study.
9. CONTACT INFORMATION

If you have questions at any time about this study, or you experience adverse effects
as the result of participating in this study, you may contact the researcher whose
contact information is provided on the first page. If you have questions regarding

your rights as a research participant, or if problems arise which you do not feel you
can discuss with the Primary Investigator, please contact Institutional Ethics,
Suranaree University of Technology at 044-224757

10. VOLUNTARY PARTICIPATION

Your participation in this study is voluntary. It is up to you to decide whether or not
to take part in this study. If you decide to take part in this study, you will be asked to
sign a consent form. After you sign the consent form, you are still free to withdraw at
any time and without giving a reason. Withdrawing from this study will not affect the
relationship you have, if any, with the researcher. If you withdraw from the study
before data collection is completed, your data will be returned to you or destroyed.

Note: Please delineate the Consent: section of the Informed Consent Form by drawing a line across
the page (like the one above this paragraph). This delineation is important because the consent form
grammar shifts from second person to first person, as shown in this example.

CONSENT
[ have read and I understand the provided information and have had the opportunity
to ask questions. [ understand that my participation is voluntary and that [ am free to
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withdraw at any time, without giving a reason and without cost. I understand that I
will be given a copy of this consent form. I voluntarily agree to take part in this study.

Participant's signature Date

Investigator's signature Date
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Information Sheet for Research Volunteer

é Suranaree University of Technology
(CD) Institutional Ethics Committee

Informed consent from research participants is crucial. Therefore your information sheet must use language that is
readily understood by the general public.

Overview of the Participant Information sheet
The information sheet should provide brief and clear information on the essential elements of the
specific study: what the research is about, the condition or treatment under study, the voluntary nature

of involvement, what will happen during and after the research has taken place, what treatment (if
applicable) will be withheld, the participants responsibilities, the potential risks, inconvenience or
restrictions balanced against any possible benefits and the alternatives. It should allow the participant
to decide whether the study is of interest to them and whether they wish to read and discuss it further.

It is recommended that the researcher follows the structure below to guide them in developing an
appropriate information sheet.

1. Study Title

Does this explain the study in simple English? One consistent title should appear on
all your study documents and be self-explanatory. Any acronyms need to be written
out in full

2. Principal Investigator

[Name]

[Department]

[Address]

[Phone] [Email)

3. Co-Investigator

4. Who is organising or sponsoring the research?

The answer should include the organisation or company sponsoring the research and
funding the research if these are different (e.g. Research Charity, academic

institution, NHS employee)
5. Invitation paragraph
You need to explain that you are asking the participant to take part in research. For example:
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I would like to invite you to take part in a research study. Before you decide you need
to understand why the research is being done and what it would involve for you. Please
take time to read the following information carefully. Ask questions if anything you
read is not clear or would like more information. Take time to decide whether or not to
take part.

You might want to add a couple or sentences explaining about the study here.
6. What is the purpose of the study?

Purpose is an important consideration for participants, and we recommend you present
it clearly and succinctly, in the context of other work in the field. Primarily the purpose

may be educational, such as undertaking a research study as part of a course. If this is
the case, then this purpose should be made clear.
7. Why have I been invited?

You should explain briefly why and how the participant was chosen and how many
others will be in the study. For example :

Explain clearly why you have chosen to recruit participants within a particul
ethnic group, or age group, healthy volunteers, students on a particular cours|
males or females and why you are studying this particular population group. '

8. Do I have to take part?
You should explain that taking part in the research is entirely voluntary. The
following is an example:

It is up to you to decide. We will describe the study and go through the information
sheet, which we will give to you. We will then ask you to sign a consent form to show
you agreed to take part. You are free to withdraw at any time, without giving a
reason. (if applicable - this will not affect the standard of care you receive).

9. What will happen to me if I take part?
To answer this question, try to put yourself in the subject's shoes.
This section should include:

0 how long the participant will be involved in the research
0 how long the research will last (if different)

[ how often they will need to attend, meet a researcher, visit a clinic or their GP
[if appropriate)
0 how long these visits will be
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0 what exactly will happen, for example: access to personal information,

questionnaires, interviews, discussion groups, measurements, blood tests,
sample collection, x-rays etc.

Use the most appropriate format to demonstrate their involvement (diagramstables)
The detail will depend on the complexity of the study. It may help if the information is
displayed in a flow chart or grid indicating what will happen at each visit, where
appropriate.

It should be clear which procedures are over and above those used in standard
treatment or management. It is also essential to explain whether any normal treatment

will be withheld for all or part of the study. Long-term monitoring/follow up should be
mentioned.

If the study will involve videosaudio-taping or photography, you should explain what
is intended, including the confidentiality issues. Specific consent will be needed if
material of any sort will be published that identifies the subject.

You should set out simply the research methods you intend to use.

10. Expenses and payments?

You should explain if any expenses (for example travel, meals, child-care,
compensation for loss of earning etc.) are available. You should consider whether any
gifts or vouchers which you intent as a thank-you should be detailed in the information
sheet.

11. What will I have to do?

Set down briefly and clearly what you will expect from the research subjects, such as
lifestyle, medical health or dietary restrictions, attending scheduled visits, keeping
diaries, filling out questionnaires etc.

12. What are the possible disadvantages and risks of taking part?

Any risks, discomfort or inconvenience should be briefly outlined. You should consider
carefully how to explain any risks involved in your study, as this can be difficult.
Risks may include possible side effects from medication, potential injury from exercise
trials, or the use of additional ionising radiation within x-rays, or distress from
recollecting unpleasant memories and feelings.

For example if you are discussing or exploring sensitive issues with a participant that
could upset them then you need to identify this so the participant is fully aware. After
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the research is completed make appropriate support services available for the
participant to access if further support is required.

13. What are the possible benefits of taking part?

Explain these, but where there is no intended benefit for the participant, this should be
stated clearly. It is important to not exaggerate the possible benefits. It would be

reasonable to say something similar to:

We cannot promise the study will help you but the information we get from the study
will help to improve the treatment of people with iname of condition)

Or

We cannot promise the study will help you but the information we get from the study
will help to increase the understanding of mame the focus of the research)

14. What if there is a problem?

You should inform participants who to go to if they have a complaint about the research
study, their experience, andsor the researcher. A contact number should be given. This

may be the researcher in the first instance, who can try to resolve the problem. However
a participant may not wish to complain to the researcher if hesshe is the object of the
complaint, and may wish to make a more formal complaint for example:

If you have a concern about any aspect of this study, you should ask to speak to the
researchers who will do their best to answer your questions (contact number).

If you remain unhappy and wish to complain formally you can do this through.. iadd
appropriate contact details of NHS, Private facility, University complaints procedure)

You need to identify the appropriate complaints procedure and provide the contact
details/location of where this can found, for example: NHS Complaints Procedure (or

Private Institution), University Complaints Procedure, Supervisor's name and contact
details etc. For University-based projects, if the participant does not wish to discuss

their complaint with the researcher, they should be directed to the supervisor in the
Jirst instance and then to the College Research and Innovation (R&I) Manager.

In addition to identifying a clear complaints procedure you need to identify appropriate
redress andsor compensation that would be available if the research participant came to

any harm as a result of the research study. As a student of the University andsor NHS
employee you need to fully explore the compensation arrangements. If there are no such
compensation/insurancesindemnity schemes in place then this needs to be clearly explained.
15. Will my taking part in the study be kept confidential?

Page 190 of 346




ANIENTTUNTIIEETINNTINE LYW

E uminendemalulaggauni

- - s

% N msRnTanlaTnsideaiun

(Initial Protocols Review)

SOP 08/01.1

i1 95 va9 109 win

You should tell the participant how their confidentiality will be safeguarded during
and after the study. You may wish to tell the participants how your procedures for

handling, processing, storage and destruction of their data match the Cadicott
principles andsor Data Protection Act 1998.
The participant should be told.
0 how their data will be collected.
[0 that it will be stored safely, giving the custodian and level of identification, for
example:

o individual participant research data, such
questionnaires interviewss/samples, x-rays will be anonymous and given a

research code, known only to the researcher

o A master list identifying participants to the research codes data will be held
on a password protected computer accessed only by the researcher

o hard papertaped data will be stored in a locked cabinet, within locked office,

accessed only by researcher
o electronic data will be stored on a password protected computer known only

by researcher
[ What it will be used for. For example it must be clear if the data is to be used for

future studies and whether further RGEC approval will be sought.
[ Who will access to view identifiable data (authorised persons such as

researchers within the team, supervisors, sponsors and for monitoring the
quality, regulatory authorities /R&D audit)

0 How long will it be retained and that is will be disposed of securely ithe College
RGEC recommends a minimum of 3 years)
Example introductory statement includes:

All information which is collected about you during the course of the research will be
kept strictly confidential, and any information about you which leaves the
hospital/surgeryuniversity will have your name and address removed so that you
cannot be recognised.

16. Involvement of the General Practitioner/Family Doctor (GP)

Some studies require that the research participant's GP be informed if they are involved
in studies that may affect their normal health status. You need to explain to the research
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participant if their GP needs to be contacted and seek their consent to do this. You
should clearly explain what information will be exchanged.
There are other studies /circumstances which may not impact on the health of the

participant therefore it would not be appropriate for you to contact their GP, or in
some cases it may not be possible.

17. What will happen if I don't carry on with the study?

There are different positions to take on what will happen if a participant withdraws
from a study and it up to the researcher to determine what is applicable to their study

and ensure that this is clearly communicated to the participant prior to them agreeing
to take part. Three possible scenarios include:

If you withdraw from the study all the information and data collected from you, to date,
will be destroyed and you name removed from all the study files.

Or

If you withdraw from the study we will destroy all your identifiable samples, tape
recorded interviews, but we will need to use the data collected up to your withdrawal.
Or

You can withdraw from the study treatment but keep in contact with us to let us know
your progress. Information collected may still be used. Any stored blood tissue samples
or taped interviews that can still be identified as yours will be destroyed if you wish.

18. What will happen to the results of the research study?
Participants often want to know the results of the study in which they were involved.

You should tell participants what will happen to the results, whether they will be
published and how the results will be made available to them. You should add that they

will not be identified in any report/publication unless they have given their consent.
19. Further information and contact details:
The additional information that participants require can sometimes be divided into the
Jollowing four categories. You need to identify where to locate additional information
or who to contact to address the different enquires.

1. General information about research le.g. list relevant documents or websites)

2. Specific information about this research project le.g. contact details of researcher)

3. Advice as to whether they should participate le.g. contact details of a different

health care professional who can provide impartial advice)
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4. Who they should approach if unhappy with the study le.g. contact details of
complaints procedure if not listed earlier)

A minimum prerequisite in this section is that the contact details of the researcher
lemail address) should be clearly identified.
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Informed Consent Form Template for Qualitative Studies

(This template is for research interventions that use questionnaires, in-depth
interviews or focus group discussions )
(language used throughout form should be at the level of a local student of class
6”’/8&’!
Notes to Researchers:
1. Please note that this is a template developed by the WHO ERC to assist the
Principal Investigator in the design of their informed consent forms ACF) It is

important that Principal Investigators adapt their own ICFs to the outline and
requirements of their particular study.

2. The informed consent form consists of two parts: the information sheet and
the consent certificate.
3. Do not be concerned by the length of this template. It is long only because

it contains guidance and explanations which are for you and which you will
not include in the informed consent forms that you develop and provide to
participants in your research.

4. This template includes examples of key questions that may be asked at the

end of each section, that could ensure the understanding of the information
being provided, especially if the research study is complex. These are just

examples, and suggestions, and the investigators will have to modify the
questions depending upon their study.

5. In this template:

[l square brackets indicate where specific information is to be inserted

0 bold lettering indicates sections or wording which should be included

0 standard lettering is used for explanations to researchers only and must
not be included in your consent forms. The explanation is provided in

black, and examples are provided in red in italics. Suggested questions
to elucidate understanding are given in black in italics.
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TEMPLATE ON FOLLOWING PAGE

A Information Sheet for
é‘@ Suranaree University of Technology Participants and Informed
M Institutional Ethics Committee coiiseiit Fori

(Informed Consent Form for ]

Name the group of individuals for whom this consent is written. Because research for
a single project is often carried out with a number of different groups of individuals -
for example counselors, community members, clients of services - it is important that
you identify which group this particular consent is for.

(Example: This informed consent form is for social service providers in the community
X and who we are inviting to participate in research Y, titled ‘The Community
Response to Malaria Project')

You may provide the following information either as a running paragraph or under
headings as shown below.

(Name of Principle Investigator]

(Name of Organization)

(Name of Sponsor]

(Name of Project and Version|

This Informed Consent Form has two parts:
. Information Sheet (to share information about the study with you
. Certificate of Consent (for signatures if you choose to participate)
You will be given a copy of the full Informed Consent Form

Part I. Information Sheet
1. Introduction
Briefly state who you are and that you are inviting them to participate in research which
you are doing. Inform them that they may talk to anyone they feel comfortable talking
with about the research and that they can take time to reflect on whether they want to
participate or not. Assure the participant that if they do not understand some of the
words or concepts, that you will take time to explain them as you go along and that
they can ask questions at anytime.
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(Example: I am X, working for the Y organization. I am doing research on the disease
malaria which is very common in this country and in this region. I am going to give
vou information and invite you to be part of this research. You do not have to decide
today whether or not you will participate in the research. Before you decide, you can
talk to anyone you feel comfortable with about the research.

This consent form may contain words that you do not understand. Please ask me to stop
as we go through the information and I will take time to explain. If you have questions
later, vou can ask them of me or of another researcher,

2. Purpose of the research

Explain the research question in lay terms which will clarify rather than confuse. Use
local and simplified words rather than scientific terms and professional jargon. In your

explanation, consider local beliefs and knowledge when deciding how best to provide
the information. Investigators however need to be careful not to mislead participants,

by suggesting research interests that they do not have. For example, if the study wants

to find out about treatments provided by local practitioners, wording should not suggest
that they want to find out about how the practitioners are advertising themselves.

Misleading participants may be essential and justified in certain circumstances, but that
needs to be carefully argued, and approved by an ethics committee.

(Example: Malaria is making many people sick in your communitv. We want to find
ways to stop this from happening. We believe that vou can help us by telling us what
vou know both about malaria and about local health practices in general . We want to

learn what people who live or work here know about the causes of malaria and why
some people get it. We want to learn about the different ways that people try to stop

malaria before someone gets it or before it comes to the community, and how people
know when someone has it. We also want to know more about local health practices

because this knowledge might help us to learn how to better control malaria in this
community.]

3. Type of Research Intervention
Briefly state the type of intervention that will be undertaken. This will be expanded

upon in the procedures section but it may be helpful and less confusing to the
participant if they know from the very beginning whether, for example, the research
involves a vaccine, an interview, a questionnaire, or a series of finger pricks.

(Example: This research will involve your participation in a group discussion that will
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take about one and a half hour, and a one hour interview,.

4. Participant Selection

Indicate why you have chosen this person to participate in this research. People wonder
why they have been chosen and may be fearful, confused or concerned.

(Example: You are being invited to take part in this research because we feel that your
experience as a social worker (or as a mother, or as a responsible citizen) can
contribute much to our understanding and knowledge of local health practices )
Example of question to elucidate understanding: Do you know why we are asking you

to take part in this study? Do you know what the study is about?
5. Voluntary Participation

Indicate clearly that they can choose to participate or not. State, only if it is applicable,

that they will still receive all the services they usually do if they choose not to
participate. Explanation: [t may be more applicable to assure them that their choosing

to participate or not will not have any bearing on their job or job-related evaluations.
This can be repeated and expanded upon later in the form as well. It is important to

state clearly at the beginning of the form that participation is voluntary so that the other
information can be heard in this context. Although, if the interview or group discussion

has already taken place, the person cannot 'stop participation' but request that the
information provided by them not be used in the research study.

(Example: Your participation in this research is entirely voluntary. It is your choice
whether to participate or not. If vou choose not to participate all the services you
receive at this Centre will continue and nothing will change.

OR

The choice that you make will have no bearing on your job or on any work-related
evaluations or reports. You may change your mind later and stop participating even if

you agreed earlier.)

Examples of question to elucidate understanding: If you decide not to take part in this

research study, do you know what your options are? Do you know that you do not have

to take part in this research study, if you do not wish to? Do you have any questions?
6. Procedures

A. Provide a brief introduction to the format of the research study.
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(Example: We are asking vou to help us learn more about malaria in your community.
We are inviting you to take part in this research project. If you accept, you will be asked

ANENTTUNIIUETINNMTITE ULy Wl
SOP 08/01.1

B. Explain the type of questions that the participants are likely to be asked in the focus
group, the interviews, or the survey. If the research involves questions or discussion

which may be sensitive or potentially cause embarrassment, inform the participant of
this.

(Example 1 [for focus group discussions)

take part in a discussion with 7-8 other persons with similar experiences. This
discussion will be guided by mame of moderator/guider] or myself.

The group discussion will start with me, or the focus group guide or moderator use
the local word for group discussion leader), making sure that you are comfortable. We
can also answer questions about the research that you might have. Then we will ask
you questions about the malaria and give you time to share your knowledge. The
questions will be about malaria in your community, how is it recognized, what people
do to stop it from spreading to other people, who people go to for help and what
happens when people become sick with it.

We will also talk about community practices more generally because this will give us
a chance to understand more about malaria but in a different way. These are the types
of questions we will ask.... We will not ask you to share personal beliefs, practices or
stories and you do not have to share any knowledge that you are not comfortable
sharing.

The discussion will take place in location of the FGD), and no one else but the people
who take part in the discussion and guide or myself will be present during this
discussion. The entire discussion will be tape-recorded, but no-one will be identified by
name on the tape. The tape will be kept [explain how the tape will be stored) The
information recorded is confidential, and no one else except iname of personis) will
have access to the tapes. The tapes will be destroyed after number of
daysweeks.

Example 2 (for interviews)

participate in an interview with [name of interviewer] or myself.

During the interview, I or another interviewer will sit down with you in a comfortable
place at the Centre. If it is better for you, the interview can take place in your home or
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a friend's home. If you do not wish to answer any of the questions during the interview,
vou may say so and the interviewer will move on to the next question. No one else but
the interviewer will be present unless yvou would like someone else to be there. The
information recorded is confidential, and no one else except mame of personis) will
access to the information documented during your interview. The entire interview will
be tape-recorded, but no-one will be identified by name on the tape. The tape will be
kept lexplain how the tape will be stored). The information recorded is confidential, and
no one else except name of person(sj will have access to the tapes. The tapes will be
destroyed after number of days weeks.

Example 3 (for questionnaire surveys)
fill out a survey which will be provided by iname of distributor of blank surveys) and
collected by name of collector of completed surveysiOR You may answer the
questionnaire yourself, or it can be read to you and you can say out loud the answer
you want me to write down.

If you do not wish to answer any of the questions included in the survey, you may skip
them and move on to the next question. [Describe how the survey will be distributed
and collected). The information recorded is confidential, your name is not being
included on the forms, only a number will identifv vou, and no one else except mame
of personis) with access to the information] will have access to your survey,)

7. Duration

Include a statement about the time commitments of the research for the participant
including both the duration of the research and follow-up, if relevant.

(Example: The research takes place over ___ mumber ofi dayss or ___ mumber of
months in total. During that time, we will visit you three times for interviewing you at
one month interval and each interview will last for about one hour each. The group
discussion will be held once and will take about one and a half hour.)

Examples of question to_elucidate understanding: If you decide to take part in the

study, do you know how much time will the interview take? Where will it take place?
Do you know that we will be sending you transport to pick you up from your home? Do
you know how much time will the discussion with other people take? If you agree to
take part, do you know if you can stop participating? Do you know that you may not
respond to the questions that you do not wish to respond to? Etc. Do you have any more

questions?
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8. Risks
Explain and describe any risks that you anticipate or that are possible. The risks depend

upon the nature and type of qualitative intervention, and should be, as usual, tailored
to the specific issue and situation.

df the discussion is on sensitive and personal issues e g reproductive and sexual health,
personal habits etc. then an example of text could be something like ‘We are asking you

to share with us some very personal and confidential information, and vou may feel
uncomfortable talking about some of the topics. You do not have to answer any question

or take part in the discussionsinterviewssurvey if you don't wish to do so, and that is
also fine. You do not have to give us any reason for not responding to any question, or
for refusing to take part in the interview

OR If for example, the discussion is on opinions on government policies and community
beliefs, and in general no personal information is sought, then the text under risks
could read something like There is a risk that you may share some personal or

confidential information by chance, or that you may feel uncomfortable talking about
some of the topics. However, we do not wish for this to happen. You do not have to

answer any question or take part in the discussion/interviewssurvey if you feel the
question(s) are too personal or if talking about them makes vou uncomfortable )
9. Benefits

Benefits may be divided into benefits to the individual, benefits to the community in
which the individual resides, and benefits to society as a whole as a result of finding
an answer to the research question. Mention only those activities that will be actual

benefits and not those to which they are entitled regardless of participation.

(Example: There will be no direct benefit to you, but your participation is likely to help
us find out more about how to prevent and treat malaria in your community)

10. Reimbursements

State clearly what you will provide the participants with as a result of their
participation. WHO does not encourage incentives beyond reimbursements for

expenses incurred as a result of participation in the research. These may include, for
example, travel costs and reimbursement for time lost. The amount should be
determined within the host country context.
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Example: You will not be provided any incentive to take part in the research. However,
we will give you [provide a figure, if money is involved|for your time, and travel expense
(if applicable).

Examples of question to_elucidate understanding: Can you tell me if you have
understood correctly the benefits that you will have if you take part in the study? Do
you know if the study will pay for your travel costs and time lost, and do you know how
much you will be re-imbursed? Do you have any other questions?

11. Confidentiality

Explain how the research team will maintain the confidentiality of data with respect to
both information about the participant and information that the participant shares.

Outline any limits to confidentiality. Inform the participant that because something out

of the ordinary is being done through research, any individual taking part in the
research is likely to be more easily identified by members of the community and
therefore more likely to be stigmatized. If the research is sensitive and/or involves

participants who are highly vulnerable - research concerning violence against women
for example - explain to the participant any extra precautions you will take to ensure

safety and anonymity.

(Example: The research being done in the community may draw attention and if you
participate you may be asked questions by other people in the community. We will not
be sharing information about you to anyone outside of the research team. The
information that we collect from this research project will be kept private. Any
information about vou will have a number on it instead of your name. Only the
researchers will know what your number is and we will lock that information up with
a lock and kev. It will not be shared with or given to anyone except name who will have
access to the information, such as research sponsors, DSMB board, your clinician, etc)
The following applies to focus groups:

Focus groups provide a particular challenge to confidentiality because once
something is said in the group it becomes common knowledge. Explain to the

participant that you will encourage group participants to respect confidentiality, but
that you cannot guarantee it.

(Example: We will ask you and others in the group not to talk to people outside the
group about what was said in the group. We will, in other words, ask each of you to
keep what was said in the group confidential. You should know, however, that we
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cannot stop or prevent participants who were in the group from sharing things that
should be confidential )

Example of question to elucidate understanding: Did you understand the
procedures that we will be using to make sure that any information that we as
researchers collect about you will remain confidential? Do you understand that the
we cannot guarantee complete confidentiality of information that you share with us
in a group discussion Do you have any more questions?

12. Sharing the Results

Your plan for sharing the findings with the participants should be provided. If you
have a plan and a timeline for the sharing of information, include the details. You

may also inform the participant that the research findings will be shared more
broadly, for example, through publications and conferences.

(Example: Nothing that you tell us today will be shared with anybody outside the
research team, and nothing will be attributed to you by name. The knowledge that
we get from this research will be shared with you and your community before it is
made widely available to the public. Each participant will receive a summary of the
results. There will also be small meetings in the community and these will be
announced. Following the meetings, we will publish the results so that other
interested people may learn from the research.)

13. Right to Refuse or Withdraw

This is a reconfirmation that participation is voluntary and includes the right to
withdraw. Tailor this section to ensure that it fits for the group for whom you are

seeking consent. The example used here is for a community social worker.

Participants should have an opportunity to review their remarks in individual
interviews and erase part or all of the recording or note.

(Example: You do not have to take part in this research if you do not wish to do so,
and choosing to participate will not affect your job or job-related evaluations in any
way. You may stop participating in the [discussion/interview] at any time that vou
wish without your job being affected. I will give you an opportunity at the end of the
interviewsdiscussion to review your remarks, and you can ask to modify or remove
portions of those, if vou do not agree with my notes or if I did not understand you
correctly)
14. Who to Contact
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Provide the name and contact information of someone who is involved, informed
and accessible - a local person who can actually be contacted. State also the name

land contact details) of the local IRB that has approved the proposal. State also that
the proposal has also been approved by the WHO ERC.
(Example: If you have any questions, you can ask them now or later. If vou wish to

ask questions later, you may contact any of the following: iname, address/telephone
numberse-mail

This proposal has been reviewed and approved by Ethics Committee for Researches
Involving Human Subjects, Suranaree University of Technology, which is a
committee whose task it is to make sure that research participants are protected
from harm. If vou wish to find about more about the EC, contact Tel. 044-224757 )
This proposal has been reviewed and approved by Ethics Committee for Researches
[nvolving Human Subjects, Suranaree University of Technology, which is a
committee whose task it is to make sure that research participants are protected from
harm. If you wish to find about more about the EC, contact Ethics Committee
Officer, Institute of Research and Development, Suranaree University of
Technology Tel. 044-224757.

Example of question to elucidate understanding: Do you know that you do not have
to take part in this study if you do not wish to? You can say No if you wish to? Do
you know that you can ask me questions later, if you wish to? Do you know that I
have given the contact details of the person who can give you more information
about the study? Etc.

You can ask me any more questions about any part of the research study, if you
wish to. Do you have any questions?

Part II. Certificate of Consent
This section must be written in the first person. It should include a few brief

statements about the research and be followed by a statement similar the one in bold
below. If the participant is illiterate but gives oral consent, a witness must sign. A

researcher or the person going over the informed consent must sign each consent.
Because the certificate is an integral part of the informed consent and not a stand-
alone document, the layout or design of the form should reflect this. The certificate
of consent should avoid statements that have ‘1 understand... phrases. The

understanding should perhaps be better tested through targeted questions during the
reading of the information sheet (some examples of questions are given above), or
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through the questions being asked at the end of the reading of the information sheet,
if the potential participant is reading the information sheet him/herself.

Example: I have been invited to participate in research about malaria and local
health practices.

(This section is mandatory)

[ have read the foregoing information, or it has been read to me. I have had the

opportunity to ask questions about it and any questions I have been asked have been
answered to my satisfaction. I consent voluntarily to be a participant in this study

Print Name of Participant
Signature of Participant
Date

Day/month/year

If illiterate '
[ have witnessed the accurate reading of the consent form to the potential participant,
and the individual has had the opportunity to ask questions. I confirm that the

individual has given consent freely.

Print name of witness Thumb print of participant

Signature of witness

Date

Day/month/year
Statement by the researcher/person taking consent

[ have accurately read out the information sheet to the potential participant, and to
the best of my ability made sure that the participant understands that the following
will be done:

" A literate witness must sign (if possible, this person should be selected by the participant and should have
no connection to the research team). Participants who are illiterate should include their thumb print as well.

Page 204 of 346



ANENTINNTTVTEETINMTITE luywd
SOP 08/01.1

umrinendemaluladgsuni

Wi 109 189 109 i

a .
ﬁé'gi AsRITlATINTITEATILIN

(Initial Protocols Review)

[ confirm that the participant was given an opportunity to ask questions about the
study, and all the questions asked by the participant have been answered correctly
and to the best of my ability. I confirm that the individual has not been coerced into

giving consent, and the consent has been given freely and voluntarily.

A copy of this ICF has been provided to the participant.
Print Name of Researcher/person taking the consent

Signature of Researcher /person taking the consent
Date

Day/month/year
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nMARUIN 1
AF/01-09/01.0
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,f\ Suranaree University of Technology Examples of
gé; Institutional Ethics Committee NON-SIGNIFICANT RISK DEVICE STUDIES
\J

NON-SIGNIFICANT RISK DEVICE STUDIES
EXAMPLES OF NON-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 Imagine (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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AARWIN 2
AF/02-/09/01.0
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Suranaree University of Technology Examples of

g@) Institutional Ethics Committee SIGNIFICANT RISK DEVICE STUDIES
Mol

SIGNIFICANT RISK DEVICE STUDIES

EXAMPLES OF SIGNIFICANT RISK DEVICE STUDIES
General Medical Use
D 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
D Collagen Implant Material (for use in ear, nose and throat, orthopedics and plastic surgery)
U Lasers (for use in Ob/Gyn, cardiology, gastro-enterology, urclogy, pulmonary, ophthalmology and
neurology)
D Tissue Adhesives (for use in neurology, gastro-enterology, ophthalmology, general and plastic surgery,
and cardiology)
Anesthesiology
O Respiratory Ventilators
[ Electro-anesthesia Apparatus
D Gas Machines for Anesthesia or Analgesia
0 High Frequency Jet Ventilators (greater than 150 BPM)
Cardiovascular
D Arterial Embolization Device
[ Artificial Heart (permanent implant and short term use)

[J cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices
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D 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

OO0 00 C & 00

Vascular and Arterial Graft Prostheses
Dental
| Endosseous Implant
Ear, Nose and Throat
O Cochlear Implant
D Total Ossicular Prosthesis Replacement
O Gastroenterology and Urology
[] Anastomosis Device
D Endoscope and/or Accessories
[] Extracorporeal Hyperthermia System
D Extrocorporeal Photophersis System
0 Extracorporeal Shock-Wave Lithotriptor
0 Kidney Perfusion System
0 Mechanical/Hydraulic Impotence and Incontinence Devices
0 Implantable Penile Prosthesis
[] Peritoneal Shunt
General and Plastic Surgery
[] Absorbable Hemostatic Agents
[ Artificial Skin
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0 Injectable Silicone
(] Implantable Prostheses: chin, nose, cheek, ear
[ sutures
General Hospital
[] Infusion Pumps: Implantable and closed-loop, depending on infused drug

0 Implantable Vascular Access Devices

Neurology
D Hydrocephalus Shunts

O Implanted Intracerebral/Subcortical Stimulator
O Implanted Intracranial Pressure Monitor
[ Impalnted Spinal Cord and Nerve Stimulators and Electrodes
Obstetrics and Gynecology
0 Cervical Dilator
D Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)
D Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine device (IUD) and
introducer, and sponge
Ophthalmics
[J Extended Wear Contacts Lens
[ Intraocutar Lens (investigations subject to 21 CFR 813)
[ Eye Valve Implant
[] Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoropropane
Orthopedics
[] Implantable Prostheses: ligament, tendon, hip, knee, finger
[ Bone Growth Stimulator
0 catcium Tri-Phosphate/Hydroxyapatite Ceramics
g Xenografts
Radiology

D Hyperthermia Systems and Applicators
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Suranaree University of Technology

Institutional Ethics Committee

&

Reviewer Assessment Form for Medical

\S'.__....-e" Device
)
Protocol number | Title :
(English)
Primary
P Reviewers
Reviewer’s Name [J Full board review
Oy
(3
. A=appropriate, B=lnappropriate, NA=Not
tem for review Al B | NA

) iwA o wow -
applicable wusanuInldisatovialinesd

Investigator's Qualification: (n1s¥iv3suiAufundeslousd Pl #osil 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

=Y

e RIS O AW O st s R T L R e )

un

BRI O WO s i i i s s gy )

o

. Vulnerability

—

. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

Arsuludrunizuaunivenuiiusen)
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7.3 Acceptable treatment available

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

9. Others (Advertising, CRF, etc.)

Medical Device

NA

¥= Yes, N= No, NA= Not applicable

' ) - Il
yungeilliisdaaviolifpad

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) auysenautedonars (ICH GCP 4.8.10)
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Suranaree University of Technology

Institutional Ethics Committee

Pl Self-Assessment Form for Medical Device

(lve)
Protocol number | Title :

(English)

Primary
Reviewer’s Name Reviewers | U Full board review
0102+ [3e
A=appropriate, B=Inappropriate, NA=Not
Item for review Al B |NA oy !

applicable wuwpraitlsiieatoislifaad

Investifgator’s Qualification

P ¢ v om
'1‘111'1’1'1Q!JIH£11H\JLH13~1£8&1’11‘1PJ Pl mpal GCP

Training

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.....c......

5. Benefit (10 WHOM ..o ssssssssssssasssasrens

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process (Rurintludaunszuaumsveniny

fuvey)

7.3 Acceptable treatment available

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

9. Others (Advertising, CRF, etc.)
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Suranaree University of Technology

Institutional Ethics Committee

Resubmission for Study Amendment

wuuTsumsunluiudnlasinside

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

Protocol title: IRB. No. Fering
record
Study Code: enly
Principal Investigator: Investigator No.
Sponsor:
1. Which part of the study do changes apply? (more than one s ossiole)
Protocol

consent form
investigators

Other (specify) .........cccu..

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?

Potential benefit may be [ increased [] same [] decreased

Risk may be [J increased [J same [] decreased

4, How does the amendment affect the informed consent?

new consent is not required

new consent is in addition to the current one

new consent is to replace the current one

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

INVESEIGALOr SIENALUTE.....ccovv s iersssssssssessssssesessennes DALE

(Please retain copy of the completed form for your study record.)
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/"\ Suranaree University of Technology
@'@ Institutional Ethics Committee Amendment Review Report
ot
Protocol No. For the
record
only
Principal Faculty
investigator
Study Code Sponsor
Descriptive summary of the amendment :
Justification for using expedited review process: D Yes L No
Consideration:
1. appropriate inclusion/exclusion criteria L ves L) No L] n/a
2. acceptable risk/benefit ratio: [ ves LI No L] A
3, adequate consent form: L ves D No D N/A
4, amendment LJ Minor changes B Major changes (fiaavnidn full-
board)
5. approval: L approved
D approved with some correction
L] full-board review needed

Suggestion/Recommendation

Reviewer

(

)

dated / /

i . v a al - - - ar
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mAnwn 4
AF/04-11/01.0
NI 1 989 2 i
COANO...cove.

Ethics Committee for Researches Involving Human Subjects, Suranaree University of Technology

Approval of Document Related to Study Protocol
The Institutional Review Board of the Suranaree University of Technology, Nakhon Ratchasima, 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 (ICHGCP)

Study Title:
Study Code:

Principal Investigator:

Study Center:
Document Approval:
1.
Sienature isssmnsrasG Chairman
s o S s )
Ethics Committee for Researches Involving Human Subjects,
Suranaree University of Technology
Date of Approval:

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

All approved investigators must comply with the following conditions:

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

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

questionnaires bearing the Institutional Ethics Committee’s seal of approval; and return one copy of such documents of

the first recruited subject to the Institutional Ethics Committee’s (IEC) for the record (if applicable);

3. Report to the Institutional Ethics Committee any serious adverse event or any changes in the research activity according to
the standard operating procedures;

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

5. If the study cannot be finished within the expiry date of the approval certificate, the investigator is obliged to reapply

for approval at least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously approved protocol (Protocol
Number.........coo...... )

* A list of the Institutional Ethics Committee members (names and positions) present at the meeting of Institutional Review
Board 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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