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8.4 National Policy and Guideline for Human Research 2015. National Research Council of

Thailand.

8.5 WHO. Standard and Operational Guidance for Ethics Review of Health-related Research

with Human Participants, 2011

8.6 International Ethical Guidelines for Biomedical Research Involving Human Subjects, 2002

8.7 The Belmont Report Ethical Principles and Guidelines for the Protection of Human

Subjects of Research
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7. AIAKUIN
\n3slaunnglunguniiadnuides

1Y

7.1 in3esileunmslunquiiaudeaitlaufidodidny (Non-significant Risk Device (NSR))
" fhegredosounmolunquimnudssitlufifoddry
o Bio-stimulation Lasers for treatment of pain
o Caries Removal Solution
o Daily Wear Contact Lenses and Associated Cleaners and Solutions
o Dental Filling Materials, Cushions or Pads made from traditional materials and
designs

o Denture Repair Kits and Re-aligners

]

Gynecologic Laparo Scope and Accessories at power levels established prior to
May 28, 1976 (excluding use in female sterilization)

o Externally worn Monitor for Insulin Reactions

o Jaundice Monitor for Infants

o Magnetic Resonance Imaging (MRI) Devices within specified physical parameters

o Menstrual Pads
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o Menstrual Tampons of “old” materials (used prior to May 28, 1976)
o Non-implantable Male Reproductive Aids
o Ob/Gyn Diagnostic Ultrasound (within specified parameters)
o TranScutaneous Electric Nerve Stimulation (TENS) Devices for treatment of pain
o Wound Dressings, excluding absorbable hemostatic devices and dressings
7.2 \dosdlounmelunguilmudssessditivdday (Significant Risk Device (SR))
" fegnadosdeunnslunquiirudssesnaiidudidy
o General Medical Use Catheters:
- Cardiology - diagnostic, treatment, transluminal coronary angioplasty, intra-aortic
ballloon with control system
- Gastroenterology and Urology - biliary and urologic
- General Hospital - long-term percutaneous, implanted, subcutaneous and
intravascular device
- Neurology - cerebrovascular, occlusion balloon
- Collagen Implant Material for use in ear, nose and throat, orthopedics and plastic
surgery
- Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary,
ophthalmology and neurology
- Tissue Adhesives for use in neurology, gastro-enterology,ophthalmology, general
and plastic surgery, and cardiology
o Anesthesiology
- Respiratory Ventilators
- Electro-anesthesia Apparatus
- Gas Machines for Anesthesia or Analgesia

- High Frequency Jet Ventilators greater than 150 BPM
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o Cardiovascular

- Arterial Embolization Device

- Artificial Heart, permanent implant and short term use

- Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular

assist devices

- Cardiac Pacemaker/Pulse Generator: implantable, external tranScutaneous,

antitachycardia, esophageal pulse generator

- Cardiovascular/IntravaScular Filters

Coronary Artery Retroperfusion System

DC-Defibrillators

Implantable Cardioverters

Laser Coronary Angioplasty Device

Pacemaker Programmer

Percutaneous Conduction Tissue Ablation Electrode

- Replacement Heart Valve

- Vascular and Arterial Graft Prostheses
o Dental

- Endosseous Implant
o Ear, Nose and Throat

- Cochlear Implant

- Total Ossicular Prosthesis Replacement
o Gastroenterology and Urology

- Anastomosis Device

- Endoscope and/or Accessories
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- Extracorporeal Hyperthermia System

- Extrocorporeal Photophersis System

- Extracorporeal Shock-Wave Lithotriptor

- Kidney Perfusion System

- Mechanical/Hydraulic Impotence and Incontinence Devices

- Implantable Penile Prosthesis

- Peritoneal Shunt

o General and Plastic Surgery

- Absorbable Hemostatic Agents

- Artificial Skin

- Injectable Silicone

- Implantable Prostheses: chin, nose, cheek, ear

- Sutures

o General Hospital

- Infusion Pumps: Implantable and closed-loop, depending on infused drug

- Implantable VaScular Access Devices

o Neurology

- Hydrocephalus Shunts

- Implanted Intracerebral/Subcortical Stimulator

- Implanted Intracranial Pressure Monitor

- Implanted Spinal Cord and Nerve Stimulators and Electrodes

o Obstetrics and Gynecology

- Cervical Dilator

- Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)
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- Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine

device (IUD) and introducer, and sponge
o Ophthalmics
- Extended Wear Contacts Lens
- Intraocular Lens (investigations subject to 21 CFR 813)
- Eye Valve Implant

- Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks,

perfluoropropane
o Orthopedics
- Implantable Prostheses: ligament, tendon, hip, knee, finger
- Bone Growth Stimulator
- Calcium Tri-Phosphate/Hydroxyapatite Ceramics
- Xenografts
o Radiology

- Hyperthermia Systems and Applicators

7. A1ANUIN
WUULeNa1sf ScF 06 01
WUULENA1STl SCF 06_02

LLUULEJﬂﬁ’ﬁT‘/dlI Sck 14 01

8. LONEN591999
8.1 Code of Federal Regulation (CFR) 21, volume 8, part 812, April 2003, Food and Drug

Administration, U.S. Government Printing Office via GPO access
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7 1ONE15891984
7.1 ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guideline for Good
Clinical Practice E6 (R2), 2016.
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7.2 World Medical Association Declaration of Helsinki Ethical Principles for Medical Research
Involving Human Subjects, 2013

7.3 5191 @unauNAlazAMg (UTTUN5N3) tusuasesssunsvinidsluauludsewealne (2551).
wwIneasEsTsUNsiTITeluaululsemalng w.a. 2550. ngenne : IsaRuiLiaguansel
UMINYAE

7.4 World Health Organization. Guidance for research ethics committees for rapid review of

research during public health emergencies 2020.
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WUULENE"ST ScF 02_01 (Eng)

The Human Research Ethics Committee of Thammasat University (Science).
99, Moo 18 Paholyothin Rd., Ampher Klongluang, Pathumthani 12120, Thailand
Confidentiality Agreement

This agreement is made on the part of the signed participant below, who
agrees not to disclose to any third party of the secret or confidential information,
knowledge, or data regarding the procedures, documents, activities, or decisions of the

Human Research Ethics Committee of Thammasat University (Science), (HREC-TUSC).
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WUULEN&1SH ScF 03_01 (pg 1/2) (Eng)

Room No. 110, Piyachart Building, 1%t Floor, Thammasat University Rangsit Campus,
Prathumthani 12121, Thailand, Tel:0-2986-9213 ext.7358 E-mail: ecsctu3@tu.ac.th

Certificate of Approval

Project No.
Title of Project
Principle Investigator

Place of Proposed Study/Institution:

The Human Research Ethics Committee of Thammasat University (Science), Thailand,
has approved the above study project in accordance with the compliance to the
Declaration of Helsinki, the Belmont report, CIOMS guidelines and the International

practice (ICH-GCP).

SIGNATUIE: ., SIGNATUIE: ..o
(ot ) (ot )
Chairman Secretary
Date of Approval : Date of Expire :

The approval documents including
1) Research proposal dd/mm/yy
2) Patient/Participant Information Sheet and Informed Consent Form dd/mm/yy
3) Principal investigator’s Curriculum Vitae dd/mm/yy
4) Research tools eg: Questionnaire dd/mm/yy

5) Other relevant documents eg: advertising brochure dd/mm/yy
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wuueNasi ScF 03 01 (pg 2/2) (Eng)

The approved investigator must comply with the following conditions:

. Researcher fully understand that it is unethical to collect studied data before
the protocol has been approved by The Human Research Ethics Committee of

Thammasat University (Science), (HREC-TUSC).

. The research protocol activities must be ended on the approval expired date. If
require to extend the approval, application should be done along with research

progress report not less than one month prior to expiry date.

. The researcher(s) must strictly conduct the research activities as mentioned in

the proposal.

. The researcher(s) must submit the progress report according to schedule

(ScF 09 01 Progress Report Form).

. Use only the participant information sheet, consent form, research tools,
advertising leaflet (If any) that have been approved and stamped by the HREC-

TUSC’s seal of approval.

. Report to HREC-TUSc for any serious adverse events within 5 working days (ScF

10 01)

. Report to HREC-TUSc if any changes of the protocol for approval prior to

continue the activities (ScF 08 01 Protocol Amendment Form).

. Submit the final report (ScF 11 01 Protocol Final Report Form) within 30 days

after the completion of the research.
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AMENITUNITIIYFIIUNISIVE LAY UNNINBIRUSITUAEAS F1971INeAEnS

wod 110 9 1 8115087 UM Anedsssumans Auesedn naaeamnids 0.AaBIMAN

ﬁ].‘d‘vqmmﬁ 12121 IV]iﬁW‘ﬁ: 0-2986-9213 mla 7358 E-mail: ecsctu3@tu.ac.th

COE No...../1........

TusU5991AIN15IYLUIVIBENLIUNISNINTUIDIUSITY

SHLATINISIVY
YBIATINTTIVY

Aunan

eXe

U894

NE1SNSUTa9

ADZNTIUNITNANTUNIDIEFITUNNTIVYIUAL UMNINYNFUSTIUFEARNT ANVINYFERNS

Iafiasan Taglundnues Declaration of Helsinki, the Belmont report, CIOMS guidelines

war the International practice (ICH-GCP) Wa3lASINTIRBVNAUINIY  BALIUATT

NA13041938555U (Research with Exemption)

ﬂigﬁWUQiugﬂwﬂiiMﬂqiﬂ NITUAILLASLATVIUNTT

TUNDBNBNENT e
UNEUD TUNUTEYNATIN & oo

lNeENsAsuTas
1) Research proposal dd/mm/yy

2) Principal investigator’s Curriculum Vitae dd/mm/yy
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WUULEN&1SH ScF 03_02 (pg 1/2) (Eng)

The Human Research Ethics Committee of Thammasat University (Science), (HREC-TUSc) Roomr
No. 110, Piyachart Building, 1% Floor, Thammasat University Rangsit Campus, Prathumthani
12121, Thailand, Tel:0-2986-9213 ext.7358 E-mail: ecsctu3@tu.ac.th

COE No...../........

Certificate of Exemption
Project No.
Title of Project
Principle Investigator

Place of Proposed Study/Institution:

The Human Research Ethics Committee of Thammasat University (Science),
Thailand, has approved the above study project, in accordance with the compliance
to the Declaration of Helsinki, the Belmont report, CIOMS sguidelines and the
International practice (ICH-GCP).

The Human Research Ethics Committee of Thammasat University
(Science), decided to exempt the above study. These decision has been reported in......

(month/year).....meeting.

SIGNALUIE: .., SIGNATUIE: ...

(v ) (v )

Chairman Secretary

The approval documents including
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wuueNasi ScF 03 02 (pg 2/2) (Eng)

The approved investigator must comply with the following conditions:

1. No Continuing review required.

2. Report to HREC-TUSc if any changes of the protocol for approval prior to continue
the activities (ScF 08 01 Protocol Amendment Form).

3. Submit the final report and abstract (ScF 11 01 Protocol Final Report Form)
within 30 days after the completion of the research.

4. The protocol will be kept for 3 years after the date of exempt decision
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ScF 04_01 (Eng)

MEMORANDUM

For thesis proposal

Reference number........cccoooeveeveeeeeveeveean, Date..oeeeeeeeeeeen,

Issue: Submission of thesis proposal for ethics review

To Attention of Chairman of the Human Research Ethics Committee of Thammasat
University (Science), (HREC-TUSc)
Attachment: 1. Application form for ethical review (ScF 04 03 (Eng) Form)

2. Thesis proposals and an electronic file

My NaME iS .ccoeeveeeee e e v e e @ dOCtorate degree student/master
degree student. ... , Institutional Affiliation ...ocoeveevveeeee. ,
Thammasat University, would like to submit a thesis proposal entitled ................

civ e TOT ethics review. An application of thesis proposal that
indicates its ethics application has been reviewed and approved by the thesis
proposal examination committee shall be submitted to, reviewed by, and formally

approved by the Chair of the HREC-TUSc

Version 1/ ....d/m/y............ (Expected submission date, such as: Version 1/ 22-08-2023)
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ScF 04_02 (Eng)

MEMORANDUM

For research

Issue: Submission of research for ethics review.

To Attention of Chairman of the Human Research Ethics Committee of Thammasat

University (Science), (HREC-TUSc)

Attachment: 1. Application form for ethical review (ScF 04 03 Form)

2. Research and electronic file

MY NAME IS v POSIHION e, ,
INSEEUTION Lt , Thammasat University, | hereby certify
that, as principal investigator, | would like to submit a research protocol
entitled........cccoeeee e, SUDJjeCE to obtaining scientific merit of ethical review.
An application of this research protocol that indicates its ethics application has been
reviewed and approved by supervisor(s) and research team members shall be

submitted to, reviewed by, and formally approved by the Chair of the HREC-TUSc

Version 1/ ....d/m/y............ (Expected submission date, such as: Version 1/ 22-08-2023)
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TuA1995UN15NAN5AUNA38555UN15998 (Application Form for Ethics Review)

1. FOUATING THLE (TN TR oo eseeeseseesees et sees et oo o
(DDA ENGUSN) s e
2. %a;ﬁﬁwﬁﬂ Full Name of principle investigator (NN TG  .oovvvvvveeeeeeeeeeeeeeecceeeee e
(DTN ENGUSN.cevvviriieeii s e
FILUS (Position) Student/ Researcher/ LECLUET. ..o
VUIBIY/AOTTUTFITA (INSHEULION) e sessess e e
INTENN (Telephone)....o.ceeeeeeeeeeeeeee e JATANT (FAX). ot e,
IN5ANILI000 (MODILe PRONE NUMDED ..o e
E-mN@IL AGAIESS: e et
3. 9191587USnw (Full Name of Principle advisor) (MWNE: TR wooooooeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee
(AWIDINGE: ENGUSN) s
VUIBIY/AOTTUTFITA (INSHEULION) 1rreereeeeeeeseeseesessesessees et es e
INTANN (Telephone).......ceeeeceeeeeeeeeee e LATANT (FAX)- oo,
WN5ANYLI000 (MObile PRONE NUMDEN) ... e
E-MNail AGAIESS! .ottt
6. Ussrny/nguinesns ueiewad duuszneutentad Yan Avdwa eide dhdavds ans
WUGNIU nsTIdeU w'%a%agaé’mqeumw (The protocol involving population/participants as
human subjects)
[ 100l No (Lidhenenisfinnsaiierenissusesasesssunisideluau Not considered for
ethical approval of research in humans)
[ 119 Yes (drdnenisfiansanifievenisiusesssesssunisideluau Considered for ethical
approval of research in humans)
5. Usguns/nguenegng fifinwn (The protocol involving population/participants as human
subjects as follows)

51 naus1zue (vulnerable)

[ 1dUqelsAIn (psychosis) [ ]##e3ds (prisoner)
] Lﬁﬂmqﬁ’m’j’l 18 U (younger than 18) [ ]an3iinssn(pregnancy)
Version 1/ v d/m/y.... (Fufifiranazas 1wy Version 1/ 22-08-2023)

28 /129



ScF 04 03

[ 1 fasengidmnudiunmsed(senile dementia) [ ] fUheaNsadou(dementia)
[ ]1AunNS (disabled) [ 1 Jgygyroou(mental retardation
[ ]denen (refugee) [ 1vmsineu (drafted private)

[ ] %umjmﬂa&/smmam/l,%asma (minority/different religion)
[ 16Uel5A (having disease (SPECIIEA)).... .
[ 18w ) (OTNEL) 1ot
5.2 NGUIIUTIUNTEYNON-VUINETADLE) ...
6. anuil Lﬁ‘UGﬁayja 97U (Number of places to collect data).............. WHa 52U (Specified).........
3z°uqamu‘171'Lﬁu%’agaﬁﬁﬂmzﬂssmWiﬁmsmw%ﬁiimawu"smm (Which site has Ethical
Review Board (SPECIfIEd)) ...t
7. Lmému%”msq%a(FundingAgency) ....................................................................................................
[ egluszwinsnisfiansan(in the review process) 1 l6Sueydfuda (granted)
FAIUAUAUTLFFU (AMOUNE OF FUND) oo U (Baht)
8. lasan1simeniinus/lasan1s39elanIun1siaN s UeIAMZNTINATT
( Thesis proposal/ research proposal that indicates its ethics application has been
reviewed and approved DY)........coenieneeee e oYUl (Date)merrr
9. wheaw/antudulunsviideridfesiaiuraneusie) (Name of other institutions (multi-
CONEETEA STUAY)) ... veoeveieieee e
10. vBLaUTUNITNIITUITUTOIMUU (Trey of Approval) (FNwaEUIdelsazUIsNAITaNaIL
LONAITHUU 1)
L] snunisitansan (Exempted) WANE (REASONS).......crvvrvevrerrscrrerrerrerne
[ 159mau (Expedited) ANS (REASONS).........ovrwireerecieceeeeeece e
L1 Un@ (Full board)
11. Afidende (Attached documents)
Tusmswy Version wagduil vheronans el
- ScF 05 01/ ScF 05 02/ ScF 05 03/ ScF 05_04/ScF 05 05
- ScF 07 01
- m’%'aqﬁa%{fs/‘lﬂmﬂmﬁwLﬁuﬂﬁmmaaa/uwumaaau/ﬁjﬁa/ LUUADUATY TINTUNNSRANTAN
INFNTIADAE

o

- ScF 07_02 ¥0u338/631398/019158NUS Ny man/019138 S nwsau

Y

Version 1/ v d/m/y.... (Fufifiranazas 1wy Version 1/ 22-08-2023)
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3 T | il
(Yes) | (No) | diinanu
3YTITU
Yuiin
(Official
used)
11.1 | Juiintaanny l@uelasesinerinus (ScF 04 01) Aasssw [[ 1 | [ ] [ ]
115338 (ScF 04 02) Weve3un1sfiansanduasesssu
Memorandum for proposal submission
(ScF 04_01/ScF 04_02)
11.2 | TuAve3un13ia1sana385531n15398 (ScF 04 03) [1 |[] []
Application Form (ScF 04 03)
11.3 | -enasliveyadmiuananalinside/dunases (ScF 05 01) |1 | [ ] []
- Patient/ Participant Information sheet (Adviser co-signs
in case of thesis) (ScF 05_01)
-“sEDUANIANUB UL BTN TINNTIT VIO @ AN ATIY (1 | B
(ScF 05_02)
- Consent Form for research participants (ScF 05 02)
nladeuanianuBugudnTiunIdeveseaainsiney
13 fslonin 18 U (ScF 05_03) St a
-Adolescent Assent Form for research participants aged
between 13 and <18 years old (ScF 05_03)
“enanslideyanazuansaudusendmiveraadasivy |1 |1 L]
WinengsEwaIne 7 fetlesndn 13 U (ScF 05_04)
- Information Sheet and Assent Form for research
participants aged between 7 and <13 years old (ScF
05_04)
ifdeuaninudusendmiviunasesvendnetyseudne | L1 | L] []
7 fstleendn 13 U9 iun1539e (ScF 05 05)

Version 1/ v d/m/y.... (Fufifiranazas 1wy Version 1/ 22-08-2023)

30/129



ScF 04 03

- Consent form for parents or guardians of research
participant aged between 7 and <13 years old (ScF
05_05)

wugLa: nndnisvesiudeyaduausiafiu deaduniv
4 a = ' 1 Py [ ¥ =
viosdiu (Mlalldnwilne) Mlasunisfusesanugndsaiie
IRREIIal el

Note: local language version needed to submission for

ethical review.

11.4 | 1A53519715398 (Research Protocol) Un @13l anewenats [[ 1 | [ ] [ ]
wii1-nds Taaundmnwi Tiidemaseunquannenans
ScF 07 01 ¢isil

Research Protocol (ScF 07_01) with details, including

11.4.1 %aiﬂsqmﬁ{faLﬁ“flummlml,l,aznwwé’aﬂqw (Project | [ ] [] [ ]
Name)
11.4.2 ﬂmzﬁg‘i%’a (Principal Investigators/Co-Investigators | [ ] [] [ ]

including percentage of workloads)

11.4.3 anudunnanuddgresdymnisive [1 |[] [ ]

(Rationales/Background of problem)

11.4.4 FnqUszaaAn153de (Objectives of research) [ ] [ ] [ ]
11.4.5 auuRgu (014) (Hypotheses) [1 |[] []
11.4.6 nyaULWIAA (Conceptual Framework) [ ] [ ] [ ]
11.4.7 99UUaU84lATINITISY (Scope of Study) [ ] [ ] [ ]
11.4.8 81u@nwy (Term and Definition) [ ] [ ] [ ]
11.4.9 52108U735398/A5011un19398 (Research [1 [[] [ ]
methodology)

11.4.10 m%aﬁa%’aLLazmimaaaauQmmwm'%'mﬁa [ ] [] [ ]

(Research tool and Validity/Reliability)

11.4.11 n1sAvinsanseranasiasdds (Human Subjects | [ ] [] [ ]

protection)

11.4.12 Uselewmifianninaylasuseananasing/denu [ ] [ ] [ ]

(Expected Benefits)

Version 1/ v d/m/y.... (Fufifiranazas 1wy Version 1/ 22-08-2023)
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11.4.13 LNUNI5ANLEUIURADALATINITITE (Research
Schedule throughout the project ( Timetable in each
month identified all research steps including ethical

review committee submitting))

[]

11.4.14 1@nAN591999 (References)

11.4.15 anAnwIn (Appendix)
1) wangunsaeunuideiveninus (nsdidudn@nw)
2) NENFIUNITHIUNNTBUTUITESITUNTITeIuAY BITENN

NIUNALTUVDSUNITNANTUIZE5ITUNNTI8TUAN US. @191

a

INYIAAT AOIHIUNITBUTUITYTITUNTITEIUAUNANGNAS

[ ¥ [l
~ av 4 o

Wugu (Principle Ethics) kagyiaeny

¢ v '

"m5Isedenatnaes
N1UN158UIU GCP (Good Clinical Practice) A8 N3l
ﬁﬂﬁﬂ‘tﬂﬁuaiﬁuuuwﬁﬂgmmianmmﬁ'ﬂﬁﬂ‘mLLazaﬁﬂlﬂiﬁjﬁ
Usnwman (A copy of Certificate of Ethics Attendant And
the researcher who conducts the clinical research must

also pass the GCP (Good Clinical Practice) training.)

11.5

\wsesiledde/Tusunsusuiunsvaasy/ununsaeu/aile/
LUV UNY ﬁchm’ﬁﬁf\mmmﬂ;ﬁmqﬂmq@LLé’ﬁ (Research
instruments (such as questionnaire, interviewed
guideline, evaluation form)/ experimental program/
teaching plan/ teaching manual/ training program were

approved by experts)

11.6

QU

UseiAn e/ fiUSne Curriculum vitae (ScF 07 02)

11.7

3 9 (Other documents eg: Advertising leaflet for

potential participants etc. Specified .......cccccevvnniinnnes )

11.8

dannsedndlwd POF wonmuwuunesy (d9u189 Email:
ecsctu3@tu.ac.th) ﬁﬂizﬂauﬁw%%agum 49 (11.1) -
(11.5)

(Electronic PDF file separated by form (sent to Email:
ecsctud@tu.ac.th) containing information from items

(11.1) - (11.5))

Version 1/ v d/m/y.... (Fufifiranazas 1wy Version 1/ 22-08-2023)
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12. mMssUmkensInnuLianalselevy (Conflict of interest)

(11305 (No) [ (Yes) Tuaseazideon (Please SPECHY) ovveeeeeeeeeeeeeeee

13, finguauiRnuteulvrasnnenssunig Al

13.1

13.2

13.3

13.4

13.5

13.6

13.7

Version 1/

Ve

Aidesunauindunsiinaiesssy mnafiumsinudeyansideneulasumseud® an
ANENITUN1T38655UNTI98TUAY (Researcher fully understand that it is unethical to
collect studied data before the protocol has been approved by the Human Research
Ethics Committee of Thammasat University (Science), (HREC-TUSc).)

mnmssndumsidoliiadanudimuailéfunisiuses (1) Wdeogiilevedunns
Fusosarntliddosnin 1 Hou nioudinuUIIBIUAINAININTATINTIBLAZUDse
915luTUTRI(WUULBNATS ScF 09 02) (The research protocol activities must be
ended on the approval expired date. If require to extend the approval, application
should be done along with research progress report not less than one month prior
to expiry date.)
foasnfiunsideauiseylilulasannsiduesinnsenn (The researcher(s) must
strictly conduct the research activities as mentioned in the proposal.)

lenansteyadmiveraalingide (Luuenans ScF 05_01) mildeuanininugugeudn
$3UM5398 (WUULeNaNs ScF 05 02/ScF 05 03/ScF 05 04/ ScF 05 05) ia3asilafild

Tun1539e wazionasidadisnise (@dl) wnsiivssiuasanznssunis iy
(Use only the participant information sheet, consent form, research tools,
advertising leaflet (If any) that have been approved and stamped by the HREC-
TUSC’s seal of approval.)
winiAamanisallifisszasdieussuanuiivieyafiveoyifonauznssunis
AD9TIBIUAENITNNITANETU 5 JUviin1g (WUULeNa1s ScF 10_01) (Ensuring proper-
keeping reporting and requirements are met, for example, reporting any serious adverse
events within 5 working days to HREC-TUSc by using the desired form (ScF 10 01)
franuguusstiuouddin demganmaideruiiuasenuliamsnssunimaunislu
24 §lus Tududiumfiiamanisaifiaunftuananadingide

winfinsdsuntainisaniuniside Wadasensideaduudlelfauenssunise

N1TUITUTDINBUATUNTT (WUULDNETT ScF 08 01) (Applying for the appropriate

amendment, if any, and requirements are met, for example, applying the newly-

approved protocol with modification, or subjected to change partially, by using the

desired form (ScF 08 01 Protocol Amendment Form).)

...... Ay (FufifimI9N9Z S U Version 1/ 22-08-2023)
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ScF 04 03 (w1 4 910 4)

13.8 Tassm9idpazlasunissusasnsnazliiiuy 1 U
13.9 ilasuiulasnsifoiateiu fidedosdensnuazunanisise (Wwulonans ScF 11 01)
wioulnadidnnsefind 1 ynnelu 30 Ju Wlelassnsiteiaiadu dwulasenifeidu
neinug Tides1sauwuuLfeIiu(Submitting the final report and abstract no more
than 30 days after the completion of the research by using the desired form (ScF
11 01 Protocol Final Report Form))
14. armUszassuluiuses (Beneedlaeenamily) (Certificate of Approve)
[ 1 awlve (Thai)
[ 1 aw99ngqy (English)

Yolszy¥e-unanan1w18Ingy (Name in English)

........................................................ A9 e
GRS ) (oo )
919387 e A nendinus ARl
(Principle advisor) (Principle investigator/research)
ST e Y (Date)

*nsaidulasan1sInetnug seeuduainfnun

(* For thesis. Certified for application)

(et )
ANUR/H8111I8N"S (Dean/Director)
FUN o AR YA (Date)
Version 1/ v d/m/y..... (Fufifimenazas 1wy Version 1/ 22-08-2023)
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@NEISLUY (1)

1. Tasesensidefianunsaldsusniiunisiansanaiesssuniside: Exemption
¥ Tassiamsifeiifdnunzedslnegnailaaeluil
1.1 1As9NI5IENIeAIUNITANEN
1.1.1 fudumsluaniu vdeanuiiduisensumamsanwiuas
1.1.2 Wun1sideiifsatesmaiounisasun i joaiiduuinsgiunig
N13ANY waz
1.1.3 Agadesfiunmsussiiudseavinmueamaiinnisaey waznsuszidiundngns
Fnsudmsdansduiiou msdseiuamninnmsfing
1.2 Tasans3deiildnanaaaunienisinwvselasansilédsnisdrsne vians
dunwal visansidunangRnssuaIsse
1.2.1 ildranagaunenisfing Wswuuduiinteyavemiienu deslasuniny
BugaNIINSURAYaUTRYANOY
1.2.2 nstuiindeyaldauisoduazieiyanadiduidivesdoya violnme
AAUYDLITRITOYE way
1) deyaidulaiiRetestulssiiugoulm Wy ngfinssy vise smuaRinane
Msfngsvsoansianina nmsnszvhRndasssumsenguingludnuazdug mnudutienin
vielsaRnrofiliduiiveusumedeay 1wy lsnfndoletlotuaslsniond, Yailse ma% uas
2) maiamenanisnouvesyana LiviliiAnnnudsavesyanalunisfy
Inw v3alAnaudemesesnanie Inla Joides 913015970 @01UAINNINITIRY A
Usgloviluaznanauunile 9 fsldsoynnagifuimesdeya vio an1liu
1.3 1A39NITILNIAIUUINITENTITUL
13.1 \Julasinisandn vielasanisdra vielassnsussifiuszuuauilddu
BUYININTIMINNUNTBNSURAYOUBIANTUAL
13.2 Hnguszasdilouszifiulszdviaw viefnwimadenyioimuisysuuey
wseuleuIy wag
133 lifimadameieyanavieteyaduyanaveseraaiinslulasenis
1.4 TAsan1sa1siannunanelaniaamng dudiuasuinig
1.4.1 91nsviedud viisuinslifidiulsznevidumsiandiavideansnelyse

s A % o
Nwﬁﬂ NIDAILINADU 117D
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1.4.2 9113 WsAUA viseuInskineliiinlnysogunin vewuslaa lagriuns
fusesmnuUaenfuaIn diinnuAuznIIINTEIMSLATYT MEentieny MAeades
1.5 Tasans3delusiasufusingg laun
15.1 Tassnisildidofinenldanndedansaa (Isolated microorganisms) was
wnzdsduios fiRmsly Wuaeiug uadlifideyadelodaraiidu ¥husmie
152 Tassmsfilfigadimsidsnidodeuyudilasunmsusvanwlnduead
aneug (Cell line) W w38
153 lassmsfildietisnlasinszgn viemneransdlvgvesnnzunmemans
m‘%aﬁuﬁgﬂaauﬁqmwﬂamm NUUANTTU 138
1.5.4 Tassmsfimansuuteu sl Welse wioTrinquarliifimanseilnenss
UG RGHGH
1.6 Meta-analysis %38 systemic review filsianansaduianzasioyanafifuidrves
daya vivaaneAInuYaIdNvaeday

Y Y

MtllasesanITedediineatesiuininy ngensnssd msufjauslunasaveass

[ 3

(In vitro fertilization) M13nluASIA (fetus) N1suasnals n1sUasulUas (Deception) Tudin

nsseuvatinAnwfianunsausdsayanald n1sdunivalanansdinedduinissuauniaule

a

mMsdunvaiidnetgliosnin 18 U msdananginssulufiansisazdaidefidusuly

anﬂiim‘i’u

2. Tasedran193sefiarusaldiunisiansannuuLsenau (Expedited review):
Expedited

[y [y

Town Tasesan1sIveniianuyaueaasalud

aa o a

2.1 35adun15398imnudestioumeanandnas (minimal risk*) AediAduLde bl

) a Aa o w
11NNIANULABSUTIRUTEI T

2.2 WJun193denlilavinnisidelunguynradisoutouaziusizuna (Vulnerable
subjects) **

2.3 a1fAnudsfgduni1saeata i udIud ware 1 UnNeAINNAUYD
ganadns fI3ulaiasnmstesiuegrununzanaulianudsslduinnit “minimal risk”

2.4 Junsigenlinszyinlaensesasanieniaaiag U N1sANEIA198191800 NS0

'
a

Mogravuileniloguailuesufinnig

Version 1/ wo.d/m/y...... (Fufifiranazas 1wy Version 1/ 22-08-2023)
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2.5 mafiuseradenlaglfifuansuatsia dush luy viensiizdonanuaon
Fondvesonanadasilnagunmd lidinsss Usinudeafianededliiiiu 550 ml anelu
svezian 8 SUA9t uwazzdenldiiudnriay 2 ads

2.6 MsLufieg19TIIng w3 biological specimen grantiion1s3de Tneld3snns
fiNoninvasive 19 dary daidu ludnwaedliinlidelay duiildannisaenlunisinu
auUNR aNsARndIeanAEuen WU Wite SNIINNITAREANISN 51ﬂ§1ﬁ1@’1’mﬂﬂmmﬂsuaqqq
thadrdeu viesenitamsnaen wadhamdaiulaonisgn waddeydreufnfulngnisi
buccal swab, mouth washing, WiuLEIMEnI UGB IAED WHudy

2.7 nmsviudeyavesnmsdnuinuuniiilifiinansfigna (noninvasive procedures)
Wiy MRI, ECG, EEG, ultrasound, Doppler blood flow, echocardiography, muscular strength
testing, body composition assessment and flexibility testing where appropriate given the
age, weight and health of individual 1Jugiu wed liisaunissnevievmanisitge ddenny
daunsernaenUszam onalse wiolulasiam

2.8 MyIeTiAgITUTan (foya 1enans 518a1u iefedsdnsia) Tafusiusals

[

wamserdziiuiietngUsrasddunliineaiunside wu nsidadelse wian1ssheilsa

[y a &

| a Ao ) ¢ A v P V& v )
2.9 lpsesnsidendnsdunivainielduvuasuaiy wasdeyaiiuldiludeyadu
vadoyandoulviu Auyeunisne ausuLsiduasounsd ngAnssuranguune N3
ianeadevesguy Wudu waslinenadenadeaaiunimuiednsuszlerivesyana
wazhinmasnnugaulmvesgusulieItes
2 v o e oA o a2 aat = A Ao
2.10 nsiiudeyaannmstuiinides Juiinidle wsen mien1side
2.11 MFIFUNLINUNGANTTY WUUYARALALY YTBNGUYAAD YIDNITIFEUUUENTIT
dunrwaldnuszin focus group Uszliiulusunsy w3935n191AIAU quality assurance

o w

2.12 myivengInuATesionnngNilnudesilididediAn (non-significant risk)uag

v
vV A

a [ <3 a [}
fvaustniau 1 ungausunuuInsgIu
3. Aaleny

« . . =2 o = ' a Iy}
* Minimal risk viungfalanawazrunvaandunsie useanuluauienainniainnig
338 laipuldandeaiialudinuszanTu
** Vulnerable Subjects n1e8i YaAazi0139ndnelnd13iunsidenedinla
1 % [V Yo 4 % | a o [ & 1@
logdne Meanunisinvglasulsslevianniadisiuniside ldnevaummaunanselain
au viseludiinaunnaadnsiunsidemszinsindiinazgnnauundsnndgiisnuamiendn

WNUL LS

Version 1/ wo.d/m/y...... (Fufifiranazas 1wy Version 1/ 22-08-2023)

3717129



ScF 04_04

LUUATIFAIUATUDIUVDALATIT1NTINY (RUUKN DY)

1. TUNNUaANULIIANUUSLAIATULEUDLATINISHINDVDSUNISNAITUINIUISYSITUNITIVEY

(aUuwAlY) (@131587USNEIa9UIN)

2. Tusrwazidean1suAluAULRAMZNTIUNITNANTUNRZESITUNTTIVYY (819158NUSNE1AY

UIUAINY)

3. 1N ULIINANDNTUIZYFITUNISIRY

a. TasamsAdeatiunsudlonufanenssuntsd A3 ...
(enasnyamioufidadriansanafusn)
4.1 lasansddgaduuily
4.2 \3asile/TUsunsusiiiunismaaes (nsdlveluiusesnwdangy valiszyiadeile

Wuntwsengw)
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AN51951982LD A NN LUALYDLEUBYDIAUENTTUNNT

TATINITATY T seeeeesseesssssssesseesesen T 1T T
S18N50NEAWAL | TorauawugliuSuwnly | with, Wile visegentin | w1, Witevisegani,
U LUUELBLATIMNST | 91nARzoynTIINg U9A3LAY daadnunuily/Aasuls
LONESTBI
gNA2DELYY A OO N 8, YaNUN 2 UM 8, HaNNIN 2
1. WUULAUaLASINIS 1.2 e S o1 o 4 N U “ . UaANUNLA LAY
100G T N EOOOROORORO ”

2. L@NANSTHAI

3. PI9EDLANLINUT
BRERE

4. P309L

v o v o

UYL

2. Tunsalnusuwnlaldlaludala val

21971597NUSNYINYITNUS

ST Y o,

1. ) YANIOANTIALLUIRIAT B LIV LARNAIILANN T E

YA o

Aidusvumana unlulaldnsgesls

q
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ScF 04_05 (Eng)

Correction Details as Recommend from Ethics Committee

Research Project

List of modified
documents, for
example the
project proposal
form, clarification

documents, etc.

Requests for
modifications by

the Committee

Page, point or
indent of the

original content

Page point or
indent of the

modified content

/ explanations

For example:
1. Project

introduction form

Page 8, indent 2
“.... original

content ....”

Page 8, indent 2
“.... modified

content ...”

2. Clarification

documents

3. Consent forms

4. Tools

Notes:

1. The investigator can create it vertically or horizontally as appropriate.

2. In case that modifications on any point cannot be made, the investigator is

requested to state the reason why modifications cannot be made.
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ScF 05 01

Anuzinsdsuenasvennuusatlaglafudayadmiudidnsaunisive

e Lonansvennuduselaglaiuveya (Informed consent form) Hladinsusuainauuuy
l9NASVRRUBULBNLUL "SIDCER" Tigneanwuulnaseunguaausznauis iy auwwn
UURN5398919AATNNR (Good Clinical Practice) Uszanangumanewazssileuvesansy

(45 CFR 46) uagUfyeyieadan (p.e. 2013) iugﬂLLUUﬁmwB’ULLaziwwiamia'm

P v
(% IS

o yeanuiiduiisnusdeduindulvy Fevernuinideideussyiuag

e ayauvesdbukuy "SIDCER" 1aludndudmsiunsidousdseian wu madendmsu

Y v o

wuavnenssnetunseud 2 envludndudmiumsidelumsinnsideavning Tuns
A3y MTITeluuIUTUNeNInelveya eI uiILAY Lvu YeyanuvetiAunie
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Recommendations for writing an inform consent for research participants

® The Informed consent form has been adapted from the "SIDCER" model designed
to cover the required elements of Good Clinical Practice, the US Code and
Regulations (45 CFR 46) and the Helsinki Declaration (2013) in a concise and easy-

to-read format.
® Slanted text in large parentheses is the text that the researcher wrote.

® Some information in the "SIDCER" format may not be necessary for certain types of
research, for example, alternatives to the treatment approach in Frame 2 may not
be necessary for research in healthy participants. on the contrary, research in
certain contexts may require additional information, such as regulatory information
or national or local laws. In addition, consent forms may need to be adapted
according to the nature of the research, for example, research involving vulnerable
subjects may require the signature of a legitimate representative. Researchers
must consider the data and elements relevant to their studies and adapt consent

documents according to the format of "SIDCER" to suit the research.

® |n the case of research projects conducted in children between the ages of 7<13
years, the researcher shall produce an additional data sheet for children’s
research participants (ScF 05_04) using words that can be easily understood by the
child.

Suggestions:

To make the inform consent for research participants easier to read and better
understanding. After the researcher finished writing this document, researchers are
encouraged to test the understanding from the lay person before submitting to EC.

Researchers can also provide additional details in the attachment (if necessary).

Note:

Researcher can adjust the color or format as appropriate.
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Information Sheet for Research Participants

Title in English [Specify name of the research in English]

Title in Thai [Specify name of the research in Thai, if applicable]
Researchers [Name all investigators, academic placement and qualification are
not required]
Contact address [Specify the researcher's contact address with phone number
/mobile phone/email address, for students using the address of the institution]
Research advisor [Specify name of the advisor in the case of the thesis]
Contact address [Specify the advisor's contact address with phone number
/mobile phone/email address]
Research funding source [Specify source of the research funding. If not, indicate

that there is none or that the grant application is pending]

You were invited to participate in this research project because you.... [Specify the
qualifications of the participants in this project, in summary] The total number of suitable
candidates to participate in this project is ......[Specify the required number of participants]

Before you decide whether to participate in this research project or not. Please
take the time to read this document carefully. This will help you understand the things
you will be involved in and you can always ask for more information or unclear
information. We would like to emphasize that the decision to participate in this research
project is voluntary (see frame 1). If you do not voluntarily participate in the project, it
will not affect your medical care or rights. You will receive [specify treatment options (if

applicable) or standard treatment] (see frame 2).

Frame 1 The participation in this research project is voluntary

®  You can choose not to participate in this research project.
" You may withdraw (withdraw consent) from this research project at any time,

without affect to [treatment rights and other related matters].

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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Frame 2 Treatment options in case you do not participate in this research

- [Specify alternative [Briefly explain the pros and cons of this treatment

treatment (if applicable)] approach.]

Study-related information

[Summarize the principles and reasons for the research in a simple way for the
lay person to understand. Avoid using technical terminology and copying from research

outlines without editing.]

Frame 3 Research Method/Data Collection Method

[Show the research methods in an easy — to-understand chart, including how to
grouping the participants, how many groups, how many participants in a group (if any)
and also specify the main processes of research]

Writing examples

50 participants

25 participants 25 participants

‘ Divided into 2 groups

By randomized method

Standard treatment plus
Standard treatment

optional activities

Writing examples

® This research use questionnaires to collect data from only one group of 150
participants.
® This research was divided into two groups:
1. A group of 50 workers collected data using a questionnaire.
2. A group of 10 executives collected data through in-depth individual

interviews.

Version 1/ ....d/m/y............ (Expected submission date, such as: Version 1/ 22-08-2023)
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This study lasted approximately.... [indicating participants' length of participation].
If you decide to participate in this study. We ask you to follow the study schedule (see

frame 4).

Frame 4 Procedures for conducting research in participants
e [Please specify a time table or chart by specifying part of the experimental
process, such as how often and when of the appointments will be made, what
kind of actions will be taken for each time, such as answering questionnaires,
blood draws, urine collection, etc., by specifying the number of times,
frequency, processing time, as well as the amount clearly indicated. In

understandable units, such as teaspoons, tablespoons, cups, etc.]

Writing examples

Exercise by swinging your arms in the morning and in the evening

every day for 20 minutes for 4 months

Project Start Date 1st month 4th month
« Screening the research project « 1st Monitoring + 2nd Monitoring
participants « Blood draw to « Blood draw to
» Answer a questionnaire for measure the lipid measure the lipid
personal and health levels (1 levels (1
information tablespoon) tablespoon)

« Blood draw to measure the

lipid levels (1 tablespoon)

This research project aims to ... [Specify the objectives or briefly describe the

research model]

Version 1/ ....d/m/y............ (Expected submission date, such as: Version 1/ 22-08-2023)
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The side effects/risks and prevention/treatment from participating in this research

project is summarized in Frame 5.

Frame 5 Possible side effects or risks associated with participating in the study

and the prevention/treatment guidelines

Side effects/Risks Prevention/Treatment
- [Identify the major or common side - [Identify the guidelines for prevention,
effects of the medication or study (if assisting or treatment of the side
any).] effects/risks]

- [Identify risks such as physical, mental,
social, or economic status and beliefs of

the participants]

The benefits of participating in the research project is summarized in Frame 6.

Frame 6 Expected benefits from participating in this research project
Direct benefits Indirect benefits
- [Identify direct benefits to participants - [ldentify indirect benefits to participants
(if any) If not, indicate that you may not | or the overall project benefits]
directly benefit from participating in this

research project.]

The guidelines of treatment or care for the situations that may arise during the

research is summarized in Frame 7.

Frame 7 Situations that may arise during research

Situations Guidelines

If you withdraw your consent | [Explain how to treat participants after they withdra

during the research their consent, such as requesting to store their blood
for further research/destroying their data
immediately.]

When there is new and The researcher will inform you as soon as possible.

important information that You can decide whether you will continue to

may influence your decision- participate in this research project or not.

making.

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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[Exception: the guidelines must not be specified
when the research conducts for answering a single
interview, study only one time, or no longer able to
contact participants.]

[Identify ~ the  termination | [Describe the incident management approach.]

criteria for participation (if any)]

After completing the study, you will.. [explain how participants will receive care or
guidance from the researcher. If not, indicate that the participants will receive standard
care.]. Your information related to the study will be kept confidential. Presentations of the
study results at any conferences or any scientific journals will not include your name.
However, the Human Research Ethics Committee, Regulatory Authorities and Thai FDA (if
applicable) will be granted direct access to your data for verify data and research
procedures.

[This section specifies the handling of data or storage of the biological samples, such as
questionnaires, voice recorder files, recording strips, blood, urine, etc. Once the research is
completed, how will the researcher proceed? (specify one of the following)

1. Destroy data/samples according to standard methods as soon as research is
completed. Clearly specify the type of data/sample.

2. To retain data/samples for......e.q. re-examination to confirm the accuracy of the
results for a period of time.....(specify the exact time) by clearly specifying type of
data/sample

3. We would like to retain data/samples for future research on the subject of
........... for (how many) ....... Years (by clearly specifying the type of data/sample.
Identify how the retention process will be linked to participants' identities. Where
to store and who can access to the samples) and states that before conducting

the research, the research outline must be proved from the Ethics Committee.)]

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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Summarization the fare, cost of waste time and expenses in participating in the

research are shown in Frame 8

Frame 8 Fare, cost of waste time and expenses for participating in the research

- [Specify the providing of the fare, cost of waste time for participating for each time of
visits in details (if not, indicate that the participation in the research does not provide
the fare and cost of waste time to the participants).]

- [Clarify the details of the expected costs for the participants (if any) and the costs
that the researcher will be responsible for the research project]

- In the case if you get harm or illness related to the research. We will... [explain the

management/care/responsibility] by the researcher.

If you have any questions either before or during the study, or if any side effects

occur during your participation. You can inquire from the persons in Frame 9

Frame 9 persons to contact for more information
1. [Specify the person’s name]
Telephone [provide both work and mobile phone numbers] Email [Specify]
2. [Specify the person’s name]
Telephone [provide both work and mobile phone numbers] Email [Specify]

If you have not been treated that indicated in the Information sheet for
research participants, the complaints can be made to the Human Research Ethics
Committee, . Thammasat University Science Branch Room 110, 1st Floor, Piyachart
Building, Thammasat University, Rangsit Campus Tel. 02-564-4440 ext. 7358 Email
ecsctu3d@tu.ac.th

You will receive a copy of the Information sheet for research participants and a

copy of the Consent Form for research participants with both signature and date.

[This section the researcher(s) can disclose the conflicts of interest related to the

research project (if any).]
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Consent Form for Research Participants

Code number of partiCipant ... e

| who have signed here below agree to participate in this research protocol

Principle researCher’s NAME ...
CONTACT @AAIESS ...ttt eeen
TELEPINONE ...ttt

| have been informed (or read) the rationale and objective(s) of the research. Details of
the procedures to be followed or treated, risks/harms, confidentiality and benefits that will
arise during the research. | have read the Information sheet for research participants and |
have received explanations from the researcher until | clearly understand with satisfaction.

| therefore voluntarily participate in this research project. | have the right to withdraw
from the research at any time as | wish. In case that the researcher asks to know the reason, |
still have the right to inform or not to inform. This withdrawal will not have any negative
impact upon me (eg: still receive the usual services).

The researcher has guaranteed that procedure(s) acted upon me would be exactly the
same as indicated in the Information sheet for research participants. If | am not treated
as indicated, | can make a complaint to the Human Research Ethics Committee of Thammasat
University (Science), (HREC-TUSc), Room No. 110, Piyachart Building, 1°' Floor, Thammasat
University Rangsit Campus, Prathumthani 12121, Thailand, Tel: 0-2564-4440 ext.7358 E-mail:

ecsctu3@tu.ac.th

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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ScF 05_02 (2 /2) (Eng)

| have signed (or fingerprinted) in the presence of witnesses, and | have received a
copy of the Information sheet for research participants and a copy of the Consent Form

for research participants.

SIGN et Sign (or fiNgerprint) ..ceeeeeeeeeeen.
(e ) (e )
Consent requester Participant
Date..coveneee YA Y DL | (I— Y Y
SIGN e SIBN e
(e ) (e )
Witness Witness
Date...ocvuuce. Y YA Date...cooveneeee Y2 Y
Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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Consent Form for research Participants age between 13 to 18 years old

Instruction: Please modify this form accordingly

AAIrESS e,

Code number of participant ..o,

| who have signed here below agree to participate in this research protocol

Principle researCher’s NAmME ...t
CONTACT AAAIESS ...ttt
TELEPINONE ...ttt ettt ettt
| have (read or been informed) about rationale and objective(s) of the project,
what | will be engaged with in details, risk/ham and benefit of this project. The
researcher has explained to me and | clearly understand with satisfaction.

I willingly agree to participate in this project and consent the researcher to
(indicate what will be performed upon participant ... e.g.: Response to
questionnaires./Enroll in the training program. For how long and how many time.

How many time and amount (tea spoonful) of blood will be taken. After the end
of the project personal data e.g. tape recorder will be deleted, blood will be
destroyed. If it will be kept for future studies, should be stated in the Informed
Consent Form.

| have the right to withdraw from this research protocol at any time as | wish with
no need to give any reason. This withdrawal will not have any negative impact
upon me (eg: still receive the usual services).

Researcher has guaranteed that procedure(s) acted upon me would be exactly
the same as indicated in the information. Any of my personal information will be kept
confidential. Results of the study will be reported as total picture. Any of personal
information which could be able to identify me will not appear in the report.

If | am not treated as indicated in the information sheet, | can report to the Human
Research Ethics Committee of Thammasat University (Science), (HREC-TUSc), Room No.
110, Piyachart Building, 1st Floor, Thammasat University Rangsit Campus, Prathumthani
12121, Thailand, Tel: 0-2986-9213 ext.7358 E-mail: ecsctu3@tu.ac.th

| also have received a copy of Information Sheet and Consent Form.

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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SIBN e
OO )
Principle Investigator
Date......... Y S Y
SIGN e
OO )
Witness
Date......... Y S Y ZS

ScF 05 03 (Eng) (2 /2)

SIGN e
OO )
Participant
Date......... Y Y
SIBN e
(v )

Note: If the research carries no more than minimal risk; risk is likely no more than

routine care/life, e.g.: telephone survey/interview/research involving secondary data

or anonymous specimens which names and addresses of the owner cannot be traced.

The researcher can request to waive signed consent. In addition, signed consent might

be waived when an unjustified threat to the subject’s confidentiality is inevitable, e.g.:

research in drug abuses, HIV subjects, persons infected with venereal diseases, sex

workers, illegal workers etc. However, the information must be given to the

participants.
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Information Sheet and Consent Form for

Research Participants age between 7 to <13 years old (Assent Form)
Instruction: Please modify this form accordingly
Title of research pProtocol ...

The research is to find answers for the questions, it is not the normal
treatment. You were invited to participate in this research protocol because you
have the proper criteria, Nnamely ... There are also other partiicipants
in this study (...number of participants require).

When you finish reading this sheet, you can chose whether or not to
participate in this study. No one can force you to do if you don’t want to.

If you are willing to join this study, we would like you tO ....ccooovivieviennnne.
(explain the activities, time consume, use the simple language that is understandable
for the children).

To participate the study, it could cause you....... (explain  the side
effects/risk/harm).

During the study, if you change your mind, you can withdraw from the study
any time without any punishment.

If you have any questions or don’t feel comfortable during the study, please
tell your parents or contact the investigator any time ............... (telephone no.)

If you agree to participate in this study then sign your name below.

SIGN e SIGN e,
(e ) (e )
Researcher Parent(s) or guardian(s) of a participant
Date......... YR Y Date......... Y Y
SIBN e SIBN e
O ) (e )
Witness Witness
Date......... o Y Date......... o, e

Note:

1. Pictures / Photos/ Tables to explain the study procedure may be added.

2. If the participant is aged between 7-13 years old, the parent(s) or the
guardian(s) must agree and sign in the ScF 05 05 Form.| also have received a copy of

Information Sheet and Consent Form.
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Consent form for parents or guardians of

research participants age between 7 to 13 years old

Instruction: Please modify this form accordingly

Code number of participant ..o,

| who have signed here below is (indicate: father/mother/legal guardian) of (name
of PArtiCIPANT) e agree to participate in this research
PrOTOCOL THHLE .o e
Principle researCher’s NAME ...
CONLACT AAAIESS ...t
TELEPINONE ...ttt bbbt ne

| and person under my care have been informed about rational and objective(s)
of the project, and what will be done in details upon the person under my care,
risk/harm and benefit of this project. | have read details in the information sheet and
clearly understand with satisfaction.

| willingly agree to let the person under my care participate in this project and
consent the researcher to (details what will be performed upon participant as
indicated in the information sheet) ........ccco....... eg.: Response to questionnaires./Enroll
in the training program. For how long and how many time.

How many time and amount (tea spoonful) of blood will be taken. After the end
of the project personal data e.g. tape recorder will be deleted, blood will be
destroyed. If it will be kept for future studies, should be stated in the Informed
Consent Form.

Either the person under my care or | have the right to withdraw from this
research protocol at any time as wished, with no need to give any reason. This
withdrawal will not have any negative impact upon person under my care or me
(e.g: receive the same usual services).

Researcher has guaranteed that procedure(s) which will be acted upon the
person under my care would be exactly the same as indicated in the information. Any

personal information of person under my care will be kept confidential. Results

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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of the study will be reported as total picture. Any personal information which could
be able to identify person under my care and myself will not appear in the report.

If the person under my care is not treated as indicated in the information
sheet, | can report to the Human Research Ethics Committee of Thammasat University
(Science), (HREC-TUSc, Rachasuda Building, 1°' Floor, Thammasat University, Rangsit
Campus, Klong 1, Klong Luang, Prathumthanee, 12121, Thailand, Tel: 0-29689213 Fax:
0-25165381 E-mail: ecsctu3@tu.ac.th.

| also have received a copy of Information Sheet and Consent form.

SIBN e SIGN e
(e ) (e )
Researcher Parent(s) or guardian(s) of a participant
SIGN i SIGN e
(et ) (e )
Witness Witness

Note : If the participant is aged between 7-13 years old, the child must sign in the ScF
05_04 Form.

Version 1/ .....d/m/y............. (Expected submission date, such as: Version 1/ 22-08-2023)
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Guidelines and assessment form of study protocol

dialanlianunsausaiuldvsolinaadas Tiszy NA (Non Applicable)

YolATINISIVY

1 Yalasansive (Nwlne) : VDLAUDMUY

Lowangan [ edsufuds

2 FolATINITINY (NW18INY) : VOLAUDUL :

L wangan [ ensduds

v T

3 K98 WAZANY VBLAUDLUE :

L wangan [ ensdSuds

A. Scientific assessment

anuduinanudrAyveslymIdeuaznsmuniuassanssy (Background and Research rationale)

T

4 | MENNSHAZIMARATRILATINTTITY: VDLAUBUUEY :
L] wsngay [ AasUfudse
MINUMLITIUNTITiALeY | VDLAUBULY |
L] wsngay [ AasUfudse

[ ludlveya

nqUszaeAn15IdY (Objectives)

5 | mguszaen VDLAUBUUEY :
L] wangay [ AasUfudse

[ ludlveya

duNAFIU
6 | AUNRFIY : VoLAUBUL :
L wangau L] ensusuuse
0 lufiveya 0 luifenves

NSAULUIAN/ VauLue/ Deudni

7 | NTAULUIAR : VBLAUDUUY :
L wangau [ esuudse
[ ludlveya

] Taenves
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Guidelines and assessment form of study protocol

Wadalafilianunsausafiuldniolifeatos T#szy NA (Non Applicable)

8 YDULVAVDILATINIFTIVY : VDLAUDMUY
L] wsngay [ AasUfudse

[ ludlveya

9 | demdni : VDLAUDUUY :
L] wangay L] AasUsudse
[ ludlveya

] lafenves

10. 521 U8UAI/A25a L TUN15998

10.1 | 3Uwuun15398 : (Research design) VOLAUDMUY
L] wngay [ AasUfudse

[ ludlveya

10.2 | A udunsIvY : YDLAUDLUY :
L] wsngay [ AasUfudse

[ ludlveya

103 | Usensuasaunnnguiiesns : UVDLAUDIUE :
(Population and Sample)
L] wangay [ AasUfudse

[ ladlveya

10.4 | 1naunn1sAn (Inclusion criteria) : VDLAUBLLUE :
L] wangay [ AasUfudse
[ ludlveya

] Tafenves

10.5 WnaMNISAnBan (Exclusion criteria) VDLAUDLUL :

[ wngay [ AasUfudse
[ ludlveya ) ludeaves
10.6 | MINDUKITIAIEININATIG | VOLAUOLUE :

(Withdrawal criteria) :
L wangau [ esuudse

[ ludlveya

] Taenves
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Guidelines and assessment form of study protocol

Wadalafilianunsausafiuldniolifeatos T#szy NA (Non Applicable)
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criteria) :
L] wsngay [ AasUfudse
0 lufiveya
0 lufenves
108 | MsfnLdenuagnszuILNINMN VOLAUBUL :
EJL"ITWS'DEJ%'EJ (sampling design and
Recruitment process)
L wangau L] ensuudss
0 lufiveya
0 lufenves
10.9 iwm’smLLazﬁwmuﬂ%ﬁﬁﬂ%L%w%am%f‘h’a: VDLAUBULY ¢
L] wsngay [ AasUfudse
0 lufiveya
O lufenves
10.10 | me¥anamsie/medeneidoya/aaaily | veiauous ;
L wangau L] ensuuuse
0 lufiveya
1011 | fimslanquenuauniesivasn VOLAUDUUY
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Guidelines and assessment form of study protocol

Wadalafilianunsausafiuldniolifeatos T#szy NA (Non Applicable)

12. \p30slaunng (medical devices)

121 | mydenineiuinTesdlounne/iag | velausuU ;
vsegunsauiluiuay
[ Ty (mouvednly)

[ laly wlupeuae 13)

122 | ideaiiotien VOLAUDLLE -
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[ il (meuwe 125 uag 12.6)
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21M5HATEN
g [ lad

12.4 | niladesusoananium (Certificate of | YBLEUBLUY

Free Sale)

8 [

125 | mssnunsussiiuanuUasnsiely YDLAUBLUE :
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(WInNTIY)

8 [ Tl (valvideaaiiuiia)

12,6 | ANuLEL9Y99A5898D (NN YDLAUDBUY
UsgiuNansansunaxwInty SOPs

unil ECSCTU 29)

[ anadeaues [ anuidesgs

13. nsiiv/nsldiaegnsuasdedensiranis@anin (Sample and Specimen handling)
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o Y

Wadalafilianunsausafiuldniolifeatos T#szy NA (Non Applicable)

132 | Midemanseiugman : YOLAUBULY :
L] wsngay [ AasUfudse
0 lufiveya
[ laReves

133 | maAudon/dafo/asdands 910 | veldusuus |
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L wangau L] ensuuuss
0 lufiveya
[ lafeaves

134 | myidowasnusuia; VoLAUBULY :
L] wsngay [ AasUfudse
0 lufiveya
[ lafeaves

13.5 | Material Transfer Agreement (MTA): YOLAUBULY -
L wangau L] ensusuuse
0 lufiveya
0 lufenves

14 | wnumsiiiununaenlasainisive: YOLAUBULY
L] wangay [ AasUfudse
0 lufivoya

15 | UNUIMURIYNTY YDLAUBULY :
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0 lufiveya
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Research; PAR)
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Wadalafilianunsausafiuldniolifeatos T#szy NA (Non Applicable)

a

] guvuBugouwazBudlnaiiunis
a =%

FFelunNuN (155U INN5VeANY

gugaNNHUYLYL)

Y ] lanfenves

B. Ethical Issue

2

Uszhu g | lud Ity VDLAUDLUY

tdl ¥
bNEITVBN

a a

Involvement of vulnerable participants (1A54319M5398dduAgUaiunguiUsIzun)

1.1 Identification of vulnerability (szungu

RIFREATRE)

1.2 Justification for the use of vulnerable

participants (winkalun1sReNNguUTIEU)

1.3 Protection of vulnerable groups if vulnerable

groups are involved (Nsundaanguilsizuns)

Risks to the health of participants (A313LF8sRAYNNVDELINTINTTY)

2.1 Identify the risks: physical, psychological,
economic, legal risk or risks due to invasion of
privacy and breach of confidentiality (Feym213
e anadsananisam 3ela Laswgia nqrane
m‘%amwm?imLﬁaamﬂﬂws?ﬂgwmmL‘T]uﬁauémaxms

asLinANAY)

2.2 Sufficient measures to prevent or minimize
the risks (1103N15NNBINBLNEUBINUMIDANAIIY

GEN)

Risks to the health of the embryo or the unborn
child or spouse (AABIBgUANYBIFITOUVTE

& A 1
msnluassivisedausa)

Risks to the research community (A3LEIAE

YUVU)

Direct benefits to participants (Usgleilagnsewiagiinsiuide)

5.1 During the study (3¥%319n15338)
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Wadalafilianunsausafiuldniolifeatos T#szy NA (Non Applicable)

5.2 After study (post-study benefits) (Mﬁﬂguzjmmi

@

398)

6 Benefits to the research community (Uszleviso
WNFIVY)

7 Benefits to society (Useloainodsna)

8 Favorable benefit/risk ratio (Snsndrunauselewy /
AIUEEA)

9 ﬂizmumﬂﬁﬁﬁuﬂau (informed consent process)

10 | mstedlmensalulasinsise

11| enudusiusuaznisshsanudu

12 | prudseriesneniowaziale A NIOLATHTIUE
auidevesyinnide lunsdhindy
1A5eN539y (Mstesiulazn1sinn1siuaIu
)

13 ﬁmsﬁﬂﬁqﬁqﬁgvgﬁm‘iaﬁ’aﬁgﬂgméwmaLLaz%eﬂ,@a

14 | ewewenisdena/vesiisedn/Aniumg

15 | AMISnBINIUIANIDNITINLAITALYY mﬂcgl,%ﬁ"m%ﬂ
Ipsunansznusuiiounanlasinsisy

16 ﬂ'ﬁf{’]’mmisﬁyagaqﬁﬂaLLaziszznmmw‘hma%aga/
specimens fiustdyanavanaIAunTIT

D. Qualification of Investigator(s)

1 Expertise of investigator(s) (CV) (mmﬁfﬁnﬁmmmaq
H39)

2 Training of the investigator(s) (GCP for clinical
trials or Human Participant Protection) (n158UsY
Tussutuiiugm (dmugiTennew) il GCP
dnsunuIen1eaaiin)

3 Conflict of interest of the investigator(s) ("N13&du TOAUDILY ‘1/1’1?1;;]’“5837

@

Iodnudeveside)

¢

nstnuLrnayselevy
EvunIuivalaueugln

sdunisasvelanaluil
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av o

wnasMIliaNBusauvaNiTeiluineny 7 feliaend 13 U 14 assent form

Y ] 1 1 lahenvea

- wina1ganda 7 U Infenanstiuasveyaunyiunsinidouas nilideuantanunBuseiny1siunsive

dniuyUnAseTeRLNUlAYYBUSITUAILINOYY A

a" Y Y p

- hinany 7 felieenda 13 U fanunsaoudoulaasiionanstbasveyannui1saidedmiuingsly
AmvsaMwIbmgauiuTe waslintdidouanuanunBugauu1sIunisIve (assent form) Lanann

nastLadlanmMsdmsugunases ielmsnriiaismunerieannulunsunsunisidy

a ¢ K v

- inangsaws 13 Yudysal fedesndt 18 U awnsawlalummnala weaunsaoudeulauad viens

2 Ysgmimisilienanstuasveyaunyiunsuidouas nideuanaanundugeunyiuniside s
Helaasie wariunilasuveyauarBugesuusulasinsidemelaglvawsluenasaduimediy
HUNATEY LariliUnATomTaRUNULAYRUSTTUATNUMY

nsithdalulasinsidevasyanaianudeulald

Ll wanvau O Twsngay [ lfeaves
nguyAAaLUT1ZUNe (vulnerable subjects)

[ 4 it [ lauferves
snsndruszndneanudesnaznauszlevi (risk / benefit ratio)
[ wanzau ) lanea

ﬂ'J']:J'guLL‘N‘Uaaﬂ'J'nJLﬁEN (risk categories)

[

[ 1 enuidesusy Ao Anudsafiluannnnifinduludisdsedriure s sinidentguama

a

[] 2 anudgannnnaauiesuss waainvgiivselevuneniunsuidensululasnside

[ 3 anudeannnaanudesuse aanaglufivsslevunagansiddenusdlulasinsidowneiadu

Uselerumnodinuns oaiusiy
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LUINIINISNUNIUATUEUBTIATIT19N15998 (WUULsanuTus1eNiAuLde o)

Guidelines and assessment form of study protocol

va o o

SNALAT9519N15798 LA

Falasans (nunlne)

FlATIN1s (ME189nge)

g’{wumu (Reviewer)
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1AIN15798
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[
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C. Informed Consent

WUULBNENSH SCF 06_02 (Mt 2 37n 7)

¥
VanINd

NV EU A EY

Lalwanzay
(Usaszumnmauas

JoLauBUL)

laigi

(A25LNN)

lsivnendas

(Lisndudasd)

[ [

nshideyadmiugidnaideive

v oA

1. ¥91399 P59V F913999941AINTTINE LazAsiduntwlne

T

2. J9v0eyIY (MNLIVINyUITINIToa1UsafanelaLiied

Jynnsevedsds) 1v1191u tazwesinsdnninannslaly

A T

v '

1A131%¥N15 (MNNTed) kazuenIa1sI¥NIT Lan1gnsia

winzaw) dwsutndAnw lyfeganidundne

3. syyBoenansefivsnw nsdduiveniinus

4. wnamuIde [seyiinveayuave winlud sy ld]

5. winranyaratulaSuns@yrulmesialasini iy

a

wsglnanianunzatesnsls

272 T 2
g

6. PMUANTIATINTITBUTIUNFUAA

7. Anslumsuias uaznoumanlasaniside (nseud 1)

8. yadandumnlulawisiulasinisiae (@eauwilansau

a

71 1 waglunsoui 2)

T T

9. VYT IVRITUNSANY [FFUNANNITUALVONATILIVEY

lnssns3velneasulinwialuinlalade vaniaeensly

7917129



WUULBNENSH SCF 06_02 (Mt 3 37n 7)

v
UVaAINU
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W5RTNNgu nguaznAu (674) uazssynseuIunIT
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CARZE
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TASINITIVY WALLUINIINISUBINUW/S5nE (NSBUT 5)

15. Usglevuiaininazlasuainnisiseg (nsaud 6)

16. 1Ny 593T800UANNEUYBNTEINNNITIVY 28NS
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21.
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22.
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23.

P27 T
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WUULENE15T ScF 06_03 (i1 1 210 1)

RUUUTSEUNITSUNDIS UL UUENLIUNITNANTUNDIESTTUNISIREY

(Assessment Form of Exemption)

a

SWHLATI519N1598 AERINED

Falasanis (nwnlne)

F9lA5IN15 (NMEd9Nge)

&EVIU‘V!'J‘LJ (Reviewer)

LAUATATAUIRUUENIUNITRDITANATEFITUNMTITETRIIN/ AUTUAYIUNITY HTI8avIN5°]

ALY ZE1U/509UTE51UY
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ScF 07_01

1As9n15998 (Research Protocol)
U52NaUuN1StauavasUIRdIRs85I5UNIIVY IUAN UMIINIAUSITUAIENS 81U1INeAIEnT

The Human Research Ethics Committee of Thammasat University (Science).

XRXXX¥

~xqgliifidednGesindaded @amviadonuiissylunuumesuil)
vniadalalifl lideevindesenliszydn L/ itReadog)

1. Un (Cover)

2. %’eﬂﬂiqmﬁ’%’aL*fJummlwsJLLazmmé’mqw (Research Protocol name in Thai/English)
ﬂmzﬂiﬁﬂ (Principal Investigators/Co-Investigators or Student and Advisor/Co-advisor)
(szydeffsuAdemnyinu nsdilindnuilfszyeasdiiusnuuazenansdfiuinumiam)

a. anudusnanuddeeesdamniside (Background and Research rationale)

(MANAITUALLVRNALAZNTNUNIUITIUNTTULAEFUYY)

TngUsvasAn13Ide (Objectives)

auufgIU (Hypotheses) (913)

NsaULWIAA (Conceptual Framework)

YOULIRUBILATINITINE (Scope of Study)

v o Noow

Houdny (Term and Definition)

10. 521 08U75398/35A11UN19398 (Research Methodology)

10.1 5UuuUN5I98 (Research design)

10.2 38AHUN15IY (Research method)

10.3 vunNguiieg1e (Sample size)

10.4 1nausin15AnLdn (Inclusion criteria)

10.5 tnawain13Aneen (Exclusion criteria) (Mnliiilviszyinlid)

10.6 L1NUIN1509UDNANENATODNAINNTTINE (Withdrawal/ Discontinuation criteria)

10.7 \nauaigflasan15398 (Termination criteria) (mnlsiiilviseydnlald)

10.8 MIARIEONLAZNTZUIUNSINAUMIDNENALIAT T18azLd8AIoN1ANAD/NSIIDY
91aadas (Participants recruitment process)

109 szevnauarsuIuasTitaenaaing (Duration and number of appointments)
(nsdlfiudeyadonuuasunuaiaier Tseysroznaildlunisnounuuasua 1
)

10.10M3InnansIde/msins1esiteya/afnfld (Research measurement/ Data
analysis/ Statistics)

10.11fimsl¥ngumupuvisesvasn (Placebo) (mnlslifeadedvisyyin lineites)

Version 1/ v d/m/y..... (Fufifimenazas 1wy Version 1/ 22-08-2023)
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11. Lﬂ%iaqa?‘afﬁé’aLLazmimfmaaU@mmwLﬂ%qaﬁa (Research tools and Validity/reliability)
12. in3eaflounmd (MsAdefiienfuiedosilounmd/ Janniegunsaidldiuaw) malifeadedi
szyd Lt
13. mafiu/msiieguazdsdinsianisdanin Biological samples) (mﬂhjl,?'im%’aﬂﬁizq'j’]
liiAeadey)
14, msfviavsenanaiaside (Human subjects protection) (Feuliirsaunquussiiuselutl)
141 msdafuwdmaussloviivesive (seydernuiuandiiiuingidouasdsauidoarlsl
nsgihinisle o Tunsisesiieuselevidius)

14.2 nszvaumslidBusen (seytumeu uaziuiunslvideyanasvonistusen)

143 Lufimsderulidninlulaseiniside

1.4 arnadudrusnuazmsinmmiudy (seyanuiliivloya filawnsadhistoya)

145 arudssiasnmeunzinle deaw viewmsugiue auideveseraaas lunadhiay
Tulasam 939 (saudssvynmstestulazmsdanisfiumnandes)

106 fmssidematanidiuiameuarinl

14.7 Avawensidenar/vesisydn/miiuma (szy3snsly vesfisvandeesls siuds
yar)

148 msnvmeuiariensiiesae netaasinslasunansevusuiosnnain
1591539

149 msdansfeyayanauazszeznansiiatedeya/specimens filsdifyanavduaia
Aun9ide (sryszevnaniianfudoyaliunuil warasimenieluil)

14.10 UnuMvesgay (§13)

14.11 58y1gaztdean15ilad 11511V yNYUN SN TITeLUULdINTI (Participatory Action
Research; PAR)

15. Usglewiifinninagldsuieananating/deeu (Expected Benefits)

16. ULNUNIANEUNUAAEALATINITITY (Research Schedule throughout the project
(Timetable in each month identified all research steps including ethical review
committee submitting))

f20814: URUNITANTUIIUNaanlATINITII8 (Example: Work execution plan for the

entire research protocol)

zy‘z?gumaumsvf')ﬁansﬁ&/%’afﬁwﬁ?a?aaeiwazzé’em(Note the actual steps for the research

activities to be done in detail)

Version 1/ v d/m/y..... (Fufifimenazas 1wy Version 1/ 22-08-2023)
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W.A1.25xx W.F1.25xx

fanssu (Activity) (Year20XX) (Year20XX)

W.A. 4.8, n.A. a.n. N.Y. 7.0, W.8. 5.0, a.a. | AN

May | June | July | Aug | Sep | Oct | Nov | Dec | Jan | Feb

1. 9avilassnn5398 (Creating the research
protocol)

1.1 ..

1.2 ..

2. ddATIMTITY... VONUIINLWEMY
(Submission of the research protocol ...

Requesting funds from sponsors)

3. aiunseslodTeuaznsIadeunmnIN
mﬂémdﬂmq@ (Creating research tools
and quality tests by experts as well as

testing research tools and modifying them)

4. fuseaiievolumsinnsanasesssuns
748 INAMENIINNISEEIIUNTINETUA
UAINYINY 5ITUAERT ENVVINGFERAT
(Submission of the title to request
examination on research ethics by the

Human Research Ethics Committee of “

\4

Thammasat University (Science), (HREC-
TUSc).)

5. Try out 1A39ile (013)

6. ALUN15IE (Syynanssuive)
(Implementation, testing, research «—>
activities)

6.1 e 6.2 e,

6.3 Lﬁusﬁaga (Data collection) ......

7. A FAT1EN TOUR .

(Analysis and synthesis of data)......

8. Weumenuide/dinsaniluinasu

A

(Writing the research report / submitting

the report to the funder)

Version 1/ v d/m/y..... (Fufifimenazas 1wy Version 1/ 22-08-2023)
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fianssu (Activity)

W.A1.25xx W.F1.25xx
(Year20XX) (Year20XX)

Nn.A.

May

June

n.A.

July

a.n. N.Y. 7., W.8. 5.0, a.a. | AN

Aug | Sep | Oct | Nov | Dec | Jan | Feb

9. AUUUTIBNUAUFALATINTITY

(Submission of the research completion

form)

17. 18Na1591984 (References) (syyamziie o)

18. A1ANUIN (Appendices)

18.3 nangun1saeuiuiieIvendnus (hsaldudndne)

18.4 ¥ANFIUNMINILUNITOUTHIEFTTUNMTIAE LAY HITeVNNIUTNLEUTDTUNTRITAN

¢ v !

395IIUNFIYIUAU US. @NVINYNFERNT MDIN

TUNNTOUTHIIYETTUNMTITE I UAUMENgATUF U

(Principle Ethics) uagg3defvinnisideiliendiinneasiuniseusu GCP (Good Clinical

Practice) me nsalinAnwveluiuunangIun1sousHYesinfnviuaso1senusnwvan

7491 Tinsidanaual) (usnesan) lgeenys TH Sarabun New 3119 16 uazldiavvuiluenans

gj a o [ ¥ A ¥ 1 o ¥ fa @ a [ (3
NMUALTENRINATN U L ULUGIBUY MTBLULAN ITUIU 1 U nSeulvddiannseling (PDF uonlnanial

WUUNB5H ddlauvg Email: ecsctud@tu.acth) *** Insert page numbers in all documents

sequentially, stick together on the top left comner or bind them; amount: one original set along

with an electronic file (PDF).

AMUNIINULATINTIVE (Principal iINVestigator’s SIGNATUE)............ovevvveeceeeeeeereceseseeeeeeeees

Version 1/ v d/m/y..... (Fufifimenazas 1wy Version 1/ 22-08-2023)
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a o

LLUUUiz’ﬁﬁEWﬂ (Curriculum Vitae)

1. Yoyadius (Personal data)

1130 - ANA (NAME-SUMAIME)...... oo e
1.2 008 (AGE)..cooeereees e

1.3 flegilagiiu (Current address).............. AUU (Road).....c..cvvvee AU/ WU
FWND/AYA (DISACE)eeeeereeeeeeeereeeene. FIAIA (PrOVINCE) oo,
saluswild (Post code) v In3ANA (Telephone NO) w...ovvevevvvveeccccc.
Bl AQAIESS: ettt ettt et et ns
1.4 v (Workplace) N/ e AT AU
DU aRUTRVATR fo K IR DUAD/ LUB..eoeee e
FIRT WAUTYRD e Insfnsi(Telephone NO) w.oeeeeveceeeeeeee.
1.5 ﬁag}ﬁﬁ@@iaﬁ (The contact address) .................. 205 TS
FUD/ WUNe DUND/AUR oo FIWIDceieeee e
swaluswele (Post code) ..o, INSANA (Telephone NO) ... eevveeeeceeeeeeeeeeeeecs

2. YoyanisAny (Education)

21 fad

a

% (Qualifications)

9

- szaul3yey193 (Bachelor's degree)

AUVIDN (MEJOT SUDJECE)....eeoeeeee e e

AOUNANY (INSHEULE) oo YIZNA (CouNtIY).oeeeeeeee

- szaudigyev (Master's degree)

VDN (MEJOT SUDJECE).... oo e

AOUNANYY (INSHEULE) .o YIZNA (CouNtIY).oieeeeee

- s¥auUsYen (Doctor of Philosophy’s degree)

VDN (MEJOT SUDJECE).... e e

AOUTFNY (INSHEULE) oo U3 (Country)....eeeeeeeeeee

- %

ANGATENALYDU G (OTNET COUMSES) wevvvvrrrrrvevrrrrsssiseererssssseesssesssnssessesssse e

3. ﬁﬁaaﬂaﬂizaumifﬂ / anuaie / auaulaniay (Experience/Aptitude/Interest)

3.1 UszaunsadlunnsyneaunEIuun (FIWRUIUTNg Mug9u 52881981)

WOTK EXPEIIENCE ...ttt ettt

3.2 Uszaun1salluduaudvinis anvaeau Wy 3810 SRsUUNAUnUInw U8

(academic experience)

Version 1/

GRN

AT N e e e e e e e e e e e e et et ee e s e s e et ee e e

/My (Fufifiranazas 1wy Version 1/ 22-08-2023)
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3.3 anuntn @ptitude) / auladudimyn1adnnnis (scientific interest)..............
3.4 APIUOUANNAIYY (L@NGUAGE).....oveeeooeeeeeeeeeeeeeeeee oo

4. waddeluedn (1w vealAaTINITRAEIIUTATINID) oo

Version 1/ wo.d/m/y...... (Fufifiranazas 1wy Version 1/ 22-08-2023)
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LUUS189UN1SIUAgURUAINISANLEUNISIAY

(Protocol Amendment Report Form)

Folasen15358 (Protocol title)

S9#LASIN1S (Protocol number)

Ex

N
U

[ [

guan (Principle INvestigator NAME)..........c.coi s
LUBSINTANT (Telephone).........ooooovvvvveeeeeeccceeeeeeeeeeeeeee

WARINU (FUNAING) w..oooviioeeeceeccececciinn

Tasenrsaveiinisudluiaindiula (The additional revision of the research
project:) Uazmvnnavamn1svalasuLladlasinside lnuasden (Reasons for

amendment in details:)

1A59N1538LhY Tasans3deudluiinanas WAKaNve
(Previous protocol) (Protocol amendment) wWasuwlauily
(Reasons for

amendment)

vhdeiudly | wih (pg) Toyaisiul wih Toyalvl
(Previous (pg.) | (New information)

information)

nswAsuuUasiangnn sinliiAnanudswasvieussloviredidusaulunsidevials
(Are there any risk/ harm to the participants caused by the research revision?)
Ades (Risk) [ lsi@euudas (no change)
(1 sty (increase) [ amas (decrease)
Uselowifiazlasu (Benefits) [ laiiUasuudas (no change)

L i [ 1 anas (decrease)
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mquﬁlauuﬂaaﬁanénﬁ%ﬂué’aaLL%’&Q’ﬁdaus’w’[,umﬁ%’w%alaj (Does it important to
report these changes to the participants?)
(1 1aidudu (Not necessary)
O asliideyaiisnfndmiugildiusalunmsisds (Should give more
information to the participants.)
] avsverduseslvl (Should modify the informed consent)

AUy (Investigator signature)

AUILYBINTIUNTS
dasndauszndneanudsuasnausslevd (risk/ benefit ratio)
[ wanvaw [ Biwneau

ayuaduiu

L] o

[ vsuussudlaiieaysi (Wsalidoiausuuy)

] Ysuusaudluwagiindiiansantvd Qselvidaauauue)

] lsloudi® (Usalvidoiauauuy)

JoLauBuL/AUARIY

ANUIUNIIUNTT
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1'% L4 a o
LUUSIB9ILANAINTTIATINTSIVY (Progress Report Form)

FOTATINITITY (PrOLOCOL LRttt es et seseesesee s
SHALATINTT (PTOTOCOL NUMDET) .ooooooeeeeeeeeeeeeeeeeeeeseeeeeseeseesessseeeeeeeeeeeeeeeeeesssesssessessssssseeseessessesseeeseeeeeeeeeeeeeeeees
BATHMEN (INVESHIGATON NBME) eereereereeeneesee e
VUV FOTTUTFINR (INSEEULION). ..o sesees et
F2UZLIAINITIVY (DUrtion OF F@SEAICN)...............oooeoeeeeeooeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeoeeeeeeeeeeeeeeeeeeeeeoeeeneee
1. Huilla¥unsiusestiesssunisideluau (Date of EC approval) (nssyuiifilaumssusasmn
ﬂ%ﬁ) ...............................................................................................................................................................
2. i’uﬁﬁlmﬁwﬂyaaﬂa (Data collection starting date) ...
3, §nnurEETAsT AR LLNLLITY (humber of planned participants).......cc...oooeeeee.... AU
4. ﬁﬁ]fgﬁ'ul,ﬁu{ljazgaug? (current number of research participants) .................. Ay Anvdusovay
............... (@5 ..cuuneen. percent of the total)
5. §nnuoaainsTineuineInnsensalasns (Number of the withdrawal participants)
............. A LVRHa (Reason) (0190 TUAA)
6. fnmaifnumans/giRveiluivsrartunnnssuiulasnsideviol (Are there any
serious adverse event (SAE) in the project?)
14 (ves) TEY: Ple@SE @XPLAIN. ...
(7 ad (No)
7. fimawdsuntadesanside vienslmeyatuenaadaslulasinisuiels
(Are there any change in the research protocol and the information for the participants?)
L & (ves) TEY: PleaSE @XPLAIN..... oo
[T 1uit (No)
8. ;Jﬁﬁalﬁ?ﬁuﬁumﬂm%w;aau,é”’s (MuLHUUITY) (Any activity was done)
AANTIUAY | ANUANIS Fuilunsluua . PR
ANUANIAINIRE
WHU9TY AN .. (Proceeded) v
NaN15ALUUNTT (Results) v LALETD
(Planned | (Planed (souay)
(Deadline)
activities) | Deadline) (percent)
8.1
8.2
8.3
VUVILAR(REMAIK). ...
m%aé’%%’a (Investigator SiGNATUIE) ...
(oo )
,,,,,,,,,,,,,,,,,,,,, YOy JUSSRN
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0 o v o
dusudndnie
ya o Y v ° LY o a
gAdedeseanuanudnd O sadwanan O e s Ju/dou
AITDRD NI oo
FUT e
AMUAUVDINTTUNIT

O1) lunesiudiunisle q s
O2) sua%a;gal,ﬁ'mau
3) suflumsiiaiy feil

On. sedun1ssusu13anlasenisidelundaas12 (Stop Recruiting of New
Subjects) aun1 3Tz launlumuToLAUDL

Ov. se¥unisaniiunisidedansia (Suspension) ﬁ]umﬁsgjyiﬁ‘i’a%lmyl,t,ﬂylwm
TOLAUDLLY

Oe. sedunsdndunisidedanga (Suspension) unMAENIIINSaE AN

NaN1IMSIAT8ULATING

AIUIUNITUNTT
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wuuTgUANNnImTlasinIdeLazvereaiyluiuses

(Progress Report and Extend the Certificate of Approval Form)

BOTATINITITY (PrOtOCOLTEIE) oo

SWALATINTG (PrOtOCOL MUMDE) oo oo

o [

HATUNAN (INVESHIGALOT NAMIE) ...orerevevereeresessssessssssissssessssesesssss e

PUGIIU/FOTVUUNTINR (NSTEULION) oo
STYLLIANIVY (DUFAtION OF TESEAICI) ...

1. Juilesumssusesatusssumsideluau (Date of EC approval) (nseyiuiilasunissusesn

2. Juiiuiureya (Data collection starting date)

3, §nnurEETAsT AR LLNLLITY (humber of planned participants ) ..............cccoooeeeee. AU
ﬁﬁ]fgﬁ'ul,ﬁu{ljazgaug? (current number of research participants) .............. au Andusesas
.................. (35 .ovveneenn. percent of the total)

Tagtudeglulasans (... T AL AMTUTOUAY o

4. 9NUIAENATNNOUAIINNIWITIIATINIG (Number of the withdrawal participants)

5. fnafauansa/eiRmeiluivsrartunnnssuiulasnsideviol (Are there any
serious adverse event (SAE) in the project?)
L1 i (No)
[14 (ves) FEY: please explain...... s,

6. fmawdsuntadesinsite vienslmeyatuenaadaslulassmanioly (Are there any
change in the research protocol and the information for the participants?)
[ 1sidt (No)
[14 (ves) FEY: please explain...... e,

7. duladiufanssunuunuadde (sryfanssuuwasnan1saniuianss) (Any activity was

done)
NANTIUAY | AUUANT pudunmstluan | .
ANRUANAIA
WAL RHIIAY: . (Proceeded) |,
NaN13ALEUNIS (Results) . ITUANATI
(Planned (Planed (Souay)
(Deadline)
activities) Deadline) (percent)
7.1
7.2
7.3
7.4
7.5

nwuELue: (Remark)
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¥
=1 o

wioullfIteuszasAvasiaaigluiuses (With this, the researcher want to renew Certificate

of Approval)

a o

ae%aé”mﬂ (Investigator SIgNATUIE) ..........cccoovorvieerieieeeee s

dmTuidmting
Tususesn L ilumunony (umanone. ..o )

L] vanonguan...o i

ﬂ?qNLﬁUﬂaﬁﬂiiuﬂqi
O1) lumessiiunsle 9 Wi
[02) veveyaiiiada
3) suumsiiianda feil
On. sedunissuenanadasivudinga (Stop Recruiting of New Subjects) 41731
widoaglaunlumuaiausiy
Ov. se¥unisaniiunisidedansia (Suspension) ﬁ]umﬁ@Jyﬁﬁ‘i’swvl,myLLﬂylwm
TolAUDLLY
Oe. szdunssndiunisidedangn (Suspension) unMAENSIINSaE AN

NaN1IMSIAT8ULATING

ANUNNNTIUNTT

97 /129



ScF 10_01

wuuTeuuan1sallainelszaed (Adverse Event (SAE) Report Form)

FolA59N15338 (Protocol title)AMENINETIAN oo
(ANENDINAY: ENGUSN ..o
SHELATINTG (PrOtOCOL MUMDET)......o.ooeeeoeeeeeeeeeee oo ese e eee e oo
FOWINTINTATINITITY (INVESHIGALOr NAME) ... e
WUABTL/FONTUTIFINR (NSEEULION)..o oot e
5282981MN15ANHUNS (Duration of reSearch).........ooovcoevecoeeveeeeeeeeceeeeeeeseeeeeen.
lﬁ%luaigﬂal,ﬁaﬁ'uﬁ (Date Of APPIOVAL)........oovveeeeveeoeeeeeeeeeeeeeeeeee e e
lsaszysvasidunvaanisiinmgnisalliieuseasnlulasen1side (Summary of the

Adverse Event/incidents in detail:)

Twidewd | wensallufiesvasd | wansenusioenanadas | wwinmslesiu/uiley
Lamﬁﬁmmﬂ (Adverse Events) (Impact to participants) (Guidelines of
(Date/Time prevention)

of Incident)

nsAfiunIsAendansiinusnisallifieUseasalulasanis (Action taken after the

Adverse Events)

L] vgariiunis3de 1ae (Stop the research by)

] Ualasenns (Termination)

[] Usuasunszuaunside (Protocol amendment) lnglddulauevesysifnenas
35U WiaSudl (submitted to the ethic committee on the date)..............

[l afiunnsidesie 1ae (Continue the research by)

[ laiusuasunszurunsise (Continue without changing the procedure)

L diagnssmistunmsihseduasBuauevosydfdonaenssunis, Wolud (ncrease the

monitoring and submitted to the ethic committee on the date).......ccccccoevene.

AIUNETIENY (INVeStIGator SIGNATUTE) ...vvreevrreeerrenerressevrrsncensneens
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ANALAUNTTUNNS
O1) lumessniiunsle LAY
O2) ma%a;gmﬁmﬁu

3) uflunsuiianii il

On. ssiunsiueraataslmidansn (Stop Recruiting of New Subjects) 3umg3d
slaunlonueiauouus

Ov. sziunisddunisidsdaasna (Suspension) i]um"ls;?a‘i’awimyLLﬂylsum’]u
YOLAUDLLE

Oe. sziunmsandunsisedansn (Suspension) UNMAENSIINSIElAaNsaNE

N13R529LBUIATINT
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WUUTIBUNTTUEALATINTIAY (Research Completion Form)

FOTATANATITE (PrOYOCOU TIHE) oo
SHALATINTTARY (PTOTOCOU NMUMDEE) oo

o [

HATUNAN (INVESHIGALOT NAMIE) ....oreeeereerserrsesnsesessssssesssessses s
WUDINU/AOTTUTEITR (NSEEULION) ..o sesees s es e es s
amuﬁLﬁU%’aga (Study Site/Data collecting PLACE)........cc.coiveivrieiieieeee s
SZYZLIAINTITIVY (DUration OF T€SEATCN) .........coeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e

1. Junldfumssusesatesssumsideluau (Date of EC approval) (Wseyiuiilasunissusesn

2. i’uﬁﬁ'mﬁv%yja (Data collection Starting date) ...
3. §UDIEATASH AR UKL (number of planned participants) ... AUy
4. UagUuhudeyauda (current number of research participants) .............. AU Anduiesay ...
(G percent of the total.)
5. $anueranaiasiioeuiinnnnisdisaulasanis (Number of the withdrawal participants) ............. AU
wina (Reason) (Eansnaatiadléd). ...
6. fnswasuuadlasinside wienslideyatuenanadinslulassnisvielsl
(Are there any change in the research protocol and the information for the participants?) 14
(Yes) T8Y: Please @XPLAIN ...
[ i (No)
7. TasniSoadeRun LAY (Research project is finished as expected plan.)
L1 149 (ves)
L 18119 (NO) EVIRHA (REASON) oo
8. Gﬁl,ﬁumfﬁfﬂmmiﬂ‘iﬂmﬁ%’aﬁlﬁ%’uauﬁamﬂﬂmzﬂiiumi“ﬂ (Research was conducted as approval
from EQ)
L 14 (ves)
L] 18019 (NO) WHIRNE (REASON) e
9. \Anwmmanllifissrasdieusduiugidrsalasanside (s there any Serious Adverse Event (SAE)
with participants?)
L 4 (Yes) §1u3u (No. of Case) ... T8 AAANE (REASON) wevvvveerrrseeneeerreesssssensereeressesssennesennee

1A9189UAMZNTINN1T938555UN5I98TUAUY (Report to the Human Research Ethics Committee)

L 1aifl (No)

10. fimsusuasulasenside/miemslideyatugiidimsanlumsise
L1 4 (ves) BABING (REASON) e
L 1aifl (No)

11. agunanis@n visewuuundnge (Conclusion or attach an abstract)
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(cerreveemmmeeee e )
..................... YV JONN
HANISNANTANVBINTIUNTHENUNIY
[ wiugeu
[ vedeyaifisifa
AIUMATIUNTT oo
(e )
................ Y STy ST
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WUUSIBULINREALATINTIALABUN LA

(Premature protocol termination form)

YDVATINITAVY (PrOLOCOL HELE) urvereeeeereeeeeeeseeessssssesssssesssesssessssssassssssssssssesssseans

SHALATINTG (PrOTOCOL MUMBET) woeeeeeeeeeeeeeeeeeeeeeseseseesessesesssesesssssesess s eeees

yva v [ %
W
v

]
v

TUNBYIIA (date OF APPIOVAD .. .ccvvwwweesmccerrsssiesessmmsnssssssssssssnssssssssssssssnannees

<

sylamndRgiisdudosgRlasinisidenouravua (reason of protocol
termination) 14y

o dnuiiinlasimdeiismefiaznoumasidels

o \inwmmanilaifisUszasdiu

o aduayuulvigAlasinis

o A 5 (Other) 52 (please explain).........ccorioerrreinnrreiiiennenees

5’1EJmum'iﬁ']Lﬁuiﬂiﬁmﬂﬂﬂa'gﬂ (summary of research implementation)

FYRAN (INVESEIGALOr NAME) .ottt ssessss s sens

ScF 12 01

...................

AIUNUETIBIIY (SIGNALUTE) oeveeecrcrrcrrnererensnens
(cerreeeemeeeereeeeesseees e )
............... Y SR
AMUAUYBINTINNNT
BRUNHNTIUNT oo
(cerrreeemmeeeereseeesseesen e nseeeeeons )
............... YOV SO
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wuusgaunshiufjianudaninua (Protocol Deviation Report Form)

S9e1ATIN15998 (Protocol number)

Folasensase (Protocol Title)(n1wlne:Thai)

(nwdInge: English)

Fe%1t1ATIN15998 (Investigator name)

Susaaiiiofudi (Date of EC approval)

MneLaveaNalAs (subject ID# )

élﬂﬂmgsl]aﬂﬂqiLﬂENLuui
| protocol violation
| Protocol deviation

] Non-compliance

NHULUR:

o

* - msadiunsiiis wuuainlases1ennsiae (protocol deviation) Ao NMIANLEUATITENRANAIANTUADUN

seyllulasesns Msideuaznelninaruidemenoeaadnmioveyanantsitefisudnuoy
nsilfuszdeulfiRvaslasean1sise protocol violation) Ae mssfiunsidefifienuiinnanmnn vie
nsadlashilu matadeuneaalunssinnuduneuiissyllulassmsitouasnelmfnanuidenene
p1anadinsvidnTeyaNan I foE19TEuse

Non-compliance fia M3ludfifiniuuunms n1sUfiRnisisensaddniiaues International Conference on
Harmonization Good Clinical Practice (ICH GCP) ‘vﬁéﬂ,m‘Uﬁﬁamm%aﬁmumammsniim’m

‘:1'

unamRNII (date of event)

1Y

UV
Y

N

)

€

1Y

85UNIIU (date of event became known to investigator)

)

€

[

UNIAYINTI891U (date of form completed)

)

yinvasnisandiunisiiiesuuniodilu(Type of protocol violation/deviation)
[ ﬂﬂ'ﬁ?jmmmﬁﬁmmﬁﬁﬂmamﬁaL‘Vimzau (randomization of ineligible patient)
H mﬁummaﬁmﬁLﬁgﬂﬂhaﬁmaaﬂmﬂimﬂmi(etigibility criteria exception)
O aﬁ’mauma’mﬁmﬁL{fﬂ%’am15‘3éTthimqmmﬁizqiuImqmi (incorrect number of participants)
[ lilpvhauduneunsdansosiiss J (screening procedure required by protocol not done)

] yenudunaunsAnnsawisetunaun1TIeueNnseueafsey (screening or on-study

procedure/lab done outside the protocol required time)
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O hi‘v‘f’]mmﬁumaumﬁﬁaﬁizq(on—study procedure required by protocol not completed)/nstn

Hﬁlmmsﬁm’mﬁizu (medication non-compliance)/ mﬁﬂ‘wﬂmmﬂmuﬁizq (incorrect therapy

given to patient)/n15uNINuNss lumsanufsey (intervention)
L msavanelunsemuits

(] 8u 9 (Othen laun

4 (visit non-compliance)

¥AYa9 non-compliance

] vihns3deneulasueudAnnauenssunisy

[ Twenansndslulasuayi@nnanenssunis (sv)

L lulasieauanuniom

(%

YIPUNAUENTTUNIT)

] vinddevagnludusesivuney veluszyn Inissueanadaslvunioly d1uiuiau

T T,
v o= o S
ATUUNNANWUSVDINTIILUSILUY
No. | wmnsalil |  suvnves nansenusadidnsaulasiniide nsantiunisudle
Weawy | nsdeauu N133LALNALNANIT
1 O lunslmAnmmmsailufisUszasn O3 veasuiiun1side wazveneusaadasesnsin
O nelmAnwmnsalufisUszasn Ao M3y
(CEAT) N 3 fudunsisene las (revlawnna 1 ve)
O yismmaidelafumsguainuau O lusuasuismside
uunfum O vsuiasuasnsife lnslnduveiaue
O yinsmmsifedfionsves Tassnsiflofudl..o..
wansallufsUsyas fo Oufisnnmsmslunaishsz¥s fio
CEAT) (CEAT) R ———
T T
2 O lunelmAnmmmsalufisUsyasn O vegasuiiunside uazvensuenaadasoonain

0 nelminmansaluiisUsyasn Ao

O gursunsidelasunsquasnuau

wWuun@wan

o

O QL‘U']?’Dllﬂ'lieJ ydsllonn1sues

wignsadluiielszasa Ao

5398
O suilumsisene Tne (meulauinn 1 ve)
O luvsuldsuisnmsive
O vsuanisnsise Taglnfurewaue
159N 0T

o

O Waaasnslunsiense s Ae
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[

A9YOEITY (INVESHIGALOr SIGNATUIE) ....ooocvrseerrseerrserrssernssernssesrssesrsnersnensn

AULALYDINTTUNS
O1) lunesiudunisle q s
O2) ma%a;gmﬁmﬁu
3) suflumsiiaiy feil
E]ﬂ.535Uﬂﬂi%U@ﬂﬁﬂﬁﬁhiiMﬁ%ﬁﬂiﬂﬁ(SUXJRecnﬂﬂngofNeW/SuMeCB)QUHdﬂééﬁbﬂzlg
wnlumuTaiauoLLY
Ov. szfunmsduiiumsidedanga (Suspension) sumgifoarlaunlumuveiausiiy
E]ﬁ.533Uﬂ15ﬁwrﬁuﬂﬂiiﬁéﬁbﬂiwa(Suspenskan)auﬂd1ﬂ§uzﬂisuﬂﬁia31§ﬁQWifuﬁmaﬂﬂsmiaa

Wenlasanig

BNUNUNTITUNTT
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wuutudinadumiunsiasanmshivjufmudanivun
FIALATINVTIVY oottt

dl = o
DU ATIN YT IR oo e e oo e e

NANSENUARRENHIATHIONANTIIY

[] fuansynuiiisadnies deliiinmudemesesiaainssedoyananisiveliun
L] finansznuethannieliinmudemeseenaaiasrsedayanantsiduageieonss
AUTIUYBINTITUNITT HNUNIY

L] Protocol deviation

L] Protocol violation
] Non-compliance
a@uqmﬂiimﬂqiéﬂUﬂiu ...........................................
FUT e

UATIUSEYNANZNTINNT
O1) lusesiudunisle q i
[12) vevoyaifisiiu
3) suiunsiiunia fil
On. seiunissuenanadasivudansna (Stop Recruiting of New Subjects) %uﬂiwgﬁi’a%ﬁ
wnlumuTaiauDLLE
Oa. sefunssuiiunsidedansm (Suspension) QUﬂ’jﬁﬁgﬁﬁT‘&Jﬂﬂg unloseLALoLL
Oe. seiunisanfiunisisedangn (Suspension) 3unan AaEnsIIN5IE LA aHaNIS
avdeulAsinig
4) asrasdenlasenig
On. gfinissuses
OJv. aeunisiuses

Ol 84 9 S8
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LLUUﬁIuﬁﬂﬂ’J’]QJLﬁﬂﬂ'ﬁﬁﬁl’]iﬂ.J'mqiLLm?lIﬂi\ﬁ"Nﬂ’ﬁa{llﬂ

I B ATIT I YT IR oo,

D TN NI TY oo e

N

TRUTIEN oo eee oo e e e e e e e e e e e e e e e e e .

@2

AR ITE T T T A TSSOSO

14
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