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7. AIARUIN
\n3slaunndlungundindnuides

o

7.1 wdosilownmdlunguiianudssitlififiuddny (Non-significant Risk Device (NSR))
" fheghantesilowmdlunguiinrundeedilufiodfy

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

o Gynecologic LaparoScope 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
physicalparameters

o Menstrual Pads

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

o w

7.2 wissilownndlunguilanudesediailtdudfisy (Significant Risk Device (SR))

o

o w

" fegunIesdieundlunguilanudesetedidedidoy

o General Medical Use Catheters:
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- 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, gseneral 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

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
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Implantable Cardioverters

Laser Coronary Angioplasty Device

Pacemaker Programmer

Percutaneous Conduction Tissue Ablation Electrode
- Replacement Heart Valve

- Vascular and Arterial Graft Prostheses
Dental

- Endosseous Implant

Ear, Nose and Throat

- Cochlear Implant

- Total Ossicular Prosthesis Replacement
Gastroenterology and Urology

- Anastomosis Device

- Endoscope and/or Accessories

- Extracorporeal Hyperthermia System

- Extrocorporeal Photophersis System

- Extracorporeal Shock-Wave Lithotriptor

- Kidney Perfusion System

- Mechanical/Hydraulic Impotence and Incontinence Devices

- Implantable Penile Prosthesis
- Peritoneal Shunt

General and Plastic Surgery

- Absorbable Hemostatic Agents
- Artificial Skin

- Injectable Silicone

- Implantable Prostheses: chin, nose, cheek, ear
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- 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)
- 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




AIZIYNTINNITIIVSIIUNNTIVe TuAu o
o . . - ) N 83
UMNINYINBFITUAENT YaR 3 191 INeAER3

- . e A o A - . .. .| un¥ ECSCTU 10
ﬂﬂiWﬁ]'limﬂIﬂiﬁNﬂ’ﬁ’mﬂLﬂ&l’JﬂULﬂiE]\‘]ﬁJE)LLWVIEJ‘UUﬂi%N o 1,1
LIU LY

Review of New Medical Device Studies

1 Ju1AY 2562

- Xenografts
o Radiology

- Hyperthermia Systems and Applicators

8. 1aNA1581984
8.1 Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and
Drug Administration, U.S. Government Printing Office via GPO Access

8.2 Web site: Thai FDA. (3eaie3asilouyne 3 &
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5. vann1sUUun
5.1 n133UlA99319N19978
5.1.1 Wnthiidineauamgeynssunis fulassianisideangise niouis
AIIFDUAINATUNIUVDIIATITNNITITY (ScF 04 03)

5.1.2 WaenansasuliasiuiniunilasulasesnanisidelulkuuadnsIsuLenans

v = o

(ScF 15 01) uagtiufimidsluayaiulassisnsidoifiofinnsanadausnuaslussuugiu
Toyanouiimes
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5.2 msRadenlassanisidefazinsanuuussiuluneiiianudsdies
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AEBYNITUNIT ECScTU 09
ECSCTU 11
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ScF 10 | ScF 10_01 wuusigaumnnisalliiieUseasd ECScTU 20 | 96-97
ScF 11 | ScF 11 01 Wuuseuagunaniside ECSCTU 17 | 98-99
ECScTU 27
ScF 11 02 wuuUseiliusnganuasunanisivg ECScTU 17 | 100

2/115




WUULENENST ScF 01 (11 3 97N 3)

Fouuunasy Uil R
SV Forms

Code

ScF 12 | ScF 12 01 wuunenuiiegilassmsidenaudvun | ECSCTU 17 101

ScF 13 | ScF 13 01 wuududinmsliufifaudeninug ECScTU 23 | 102

ScF 14 | ScF 14 01 wuudufinanuiunisiansanmsuaily FCSCTU 9 | 103-104
1ASI39NITIRE

ScF 15 | ScF 15 01 LUUAIRTISULDNENT ECScTU 9 105

ECScTU 11

ScF 16 | ScF 16 01 wuusesumsnsideaiiedfuguants | ECSCTU 22 106
WY

ScF 17 | ScF 17 01 wuutuiinnssosisuu/Joasde/ve FCScTU 19 107
SenTesngidiuiinlunsidy

ScF 18 | ScF 18 01 Uuiindaanuvaidayusyyy ECScTU 12 108

ScF 19 | ScF 19 01 TumesweAuionans/lasin1sivy ECScTU 25 109
ScF 19 02 TuA3asveidnuienans FCScTU 25 110

ECScTU 26

ScF 20 | ScF 20 01 siwnstonansluninlasenisivy ECSCTU 27 | 111-112

ScF 21 | ScF 21_01 578M13038U5UNIINTIVEBY FCSCTU 28 113

ScM 01 | ScM 01/XXXX seideunnsenisuseys ECScTU 12 | 114-115

3/115




WUULANETST ScF 02_01

ARIZAUNTINNIFATEFITUNTITUAY UM INeNFEsTINAENT YaRl 3 (A1 InenAIEns)
99 v 18 Fiuamaewily BLneRaRMAN Jaiaunusiil 12120

WNEISNITSNEIAUAU

DUTERY oo, gausulutonnasnazlulaiue
YR P a v a o ) P ax awv a A v
AudUsayArady TuiTesnuirenwidy Anuduvestaya 35015398 LenansiieItes

ulAsaNside sarsAnuiukazufvesiusznlunsinnsanlasinside

4/115



WUULANETST ScF 02_01 (Eng)

The Ethical Review Sub-Committee Board for Human Research Involving

Sciences, Thammasat University, No. 3
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 Ethical Review Sub-Committee Board for Human Research Involving Sciences,

Thammasat University, No. 3.
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wuULeNaNsH ScF 03_01 (pg 1/2) (Eng)

The Ethics Review Sub-Committee for Research Involving Human Research Subjects «
Thammasat University, No. 3 (Faculty of Health Sciences and Science and Technology)

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

Certificate of Approval

Protocol No.
Protocol Title
Principle Investigator

Place of Proposed Study/Institution :

The Ethical Review Sub-Committee Board for Human Research Involving
Sciences, Thammasat University, No. 3, 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! ...
(ot ) (oot )
Chairman Secretary
Date of Approval : Date of Expire :

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

5) Other relevant documents eg: advertising brochure
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The approved investigator must comply with the following conditions:

1.

Researcher fully understand that it is unethical to collect studied data before
the protocol has been approved by The Ethical Review Sub-Committee Board

for Human Research Involving Sciences, Thammasat University, No. 3 (ECScTU).

. 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 (09 01

Progress Report Fom).

Use only the participant information sheet, consent form, research tools,
advertising leaflet (If any) that have been approved and stamped by the
ECScTU’s seal of approval.

Report to ECScTU for any serious adverse events within 5 working days (ScF

10 01

7.Report to ECScTU if any changes of the protocol for approval prior to continue

the activities (ScF 08 01 Protocol Amendment Form).

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

days after the completion of the research.

19/115



WUULENE15T ScF 03_02 (i1 1 210 2)

ANIZRYUNTIUNTTIIESTINNTIETUAY W Inedesssuaans Yan 3 arvineassns

fu o =

94 110 9u 1 01A15V8¥1A UM Ine1dsssumans gudsedn a.Aaewmile 0.Aa0IMAN
.Unusnd 12121 InsfAnei: 0-2986-9213 sie 7358 E-mail: ecsctu3@nurse.tu.ac.th

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

TusU5891A59IN15ILLUNVILENLIUNITNATTUNIDIETTTU

SWALATINITIVY
IBIATINITIY
Yo o [}

HAYENA

U

KUY

BHEERTHIPRN
ANZAYNITUNITNNTNNDTESITUNMTIIUAY unInedesssueans gan 3 14

A5 Ieelevanaee Declaration of Helsinki, the Belmont report, CIOMS guidelines
way the International practice (ICH-GCP) Wan3lASINITIROVWNAULIUIG  £ALIUNTT
NA19041938555U (Research with Exemption)

TodauelunUssgunTaf. ... /oee..

Uﬁ%ﬁ?ﬂﬂmza‘l&ﬂﬁimﬂ’ﬁ“’l NITUNTLASLAVIUNTT

FUNDBADNENT oo,

WU lUNUITYNATIN ¢ oo

WNENSNSUTDS

20 /115


mailto:ecsctu3@nurse.tu.ac.th

WUULENEST ScF 03_02 (i 2 210 2)

o s ya

daufjiadmiugIdelulasinisiriunisiusesnuasesssansideluay

1. lifesdeneauauiInG
2. mninisdsundaslaglulaseniside dnidedeslvidsanraynssunisiansan

SuseenauaLiunis (WUUenans ScF 08 01 s1e9nunsilasunlasnisaniunis
798)

=Y

3. Weduliulasinsideasedu Wideduuuienudugalaseiniside (wuuenans
ScF 11_01 snenuduanlasin1side) aelu 30 Tu Welasansidewasedu
4. AgauNIIUMIIRTIaglenasiileonsu 3 U duaniuniiansandadu melu 30 Tu

= a v % &
SlalasinI Ve aEu

21/115



wuULeNaNsH ScF 03_02 (pg 1/2) (Eng)

The Ethics Review Sub-Committee for Research Involving Human Research Subjects of
Thammasat University, No. 3 (Faculty of Health Sciences and Science and Technology)

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

Certificate of Exemption
Protocol No.
Protocol Title
Principle Investigator
Place of Proposed Study/Institution:

Document reviewed

The Ethical Review Sub-Committee Board for Human Research Involving
Sciences, Thammasat University, No. 3, 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).

The Ethical Review Sub-Committee Board for Human Research Involving
Sciences, Thammasat University, No. 3 decided to exempt the above study. These

decision has been reported in...... (month/year).....meeting.

SIGNATUIE: ... SIGNATUIE: oo,

(v ) (et etre e e e t e e )

Chairman Secretary

The approval documents including
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The approved investigator must comply with the following conditions:
1. No Continuing review required.
2.Report to ECScTU 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.........ccooooeveeeeeeeeeen, Date..ceeeeeeeeeeen,

Issue: Submission of thesis proposal for ethics review

To Attention of Chairman of the Ethical Review Sub-Committee Board for Human
Research Involving Sciences, Thammasat University(ECScTU), No. 3
Attachment: 1. Application form for ethical review (ScF 04 03 (Eng) Form)

2. Thesis proposals of 4 copies and an electronic file

MY NAME S oo, a doctorate degree student/master
degree student.......cccovevverieie , Institutional Affiliation .cooeeveeeeeeeee ,
Thammasat University, would like to submit a thesis proposal entitled ..............
................................................ for 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 ECScTU No. 3.
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ScF 04_02 (Eng)

MEMORANDUM

For research

Issue: Submission of research for ethics review.

To Attention of Chairman of the Ethical Review Sub-Committee Board for Human

Research Involving Sciences, Thammasat University, No. 3.

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

2. Research of 4 copies and 1 electronic file

MY NAME IS v POSITION ottt
INSEEUTION e , Thammasat University, | hereby
certify that, as principal investigator, | would like to submit a research protocol
entitled. ..o , subject 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 ECScTU No. 3.
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ScF 04_03 (1 / 4)(Eng)

Application Form for Ethics Review

1. Protocol name in Thai (if reQUIrE) ..o s
Protocol Name in ENGLISA ...
2. Full Name of principle iNVESTIGATON ..o e
Position Student/Research/Facully ... e
INSTIEUTION. ..t e
Telephone.....ecce, FaXeiiieeerneeeeeisieses E-maili.ecce,
ADAIESS: et et ne s

3. The protocol involving population/participants as human subjects

() No (Not considered for ethical approval of research in humans)
() Yes (Considered for ethical approval of research in humans)
4. The protocol involving population/participants as human subjects as follows

4.1 vulnerable

( ) psychosis ( ) prisoner
( ) younger than 18 ( ) pregnancy
( ) senile dementia ( ) dementia
( ) disabled ( ) minority/different religion
( ) mental retardation ( ) refugee
( ) drafted private
( ) having disease (SpPecified) ...
( ) OTNET s
4.2 NON-VUINETADLE ...t e
5. Number of places to collect data ......ccceuueeee. specified ..
Which site has Ethical Review Board (Specified) ...,

6. Funding Agency

L] granted L1 in the review process
AMOUNT OF FUND L.t e
7. Thesis proposal/research proposal that indicates its ethics application has been reviewed and

APPIOVEA DY .o Date .o
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8. Name of other institutions (multi-centered stUAY) .......ccooivieirieieirieieee e
9. Trey of Approval

[] Exempted [] Expedited [J Full board
10. Attached documents

Yes | No | Official

used

[

L]
L]

10.1 | Memorandum for proposal submission

(ScF 04_01/5cF 04_02)

10.2 | Application Form (ScF 04 03)

10.3 | - Patient/ Participant Information sheet (Adviser co-signs in
case of thesis) (ScF 05_01)

- Consent Form for research participants (ScF 05 02)

- Adolescent Assent Form for research participants aged

between 13 and <18 years old (ScF 05_03)

0O O o od
O 0O 0O OO
O O o od

- Information Sheet and Assent Form for research
participants aged between 7 and <13 years old (ScF

05 04) - Consent form for parents or guardians of research

[
[

participant aged between 7 and <13 years old (ScF 05 05) | []

Note: local language version needed to submission for

ethical review.

10.4 | Work plan of every activity including time requesting for O O []

research Ethics Review Board’s approval

10.5 | Research Protocol (ScF 07_01) with details, including
10.5.1 Project Name. HERN []

10.5.2 Principal Investigators/Co-Investigators including

percentage of workloads

10.5.3 Rationales/Background of problem HEEN L]
10.5.4 Objectives of research HERE ]
10.5.5 Scope of Study 1| O ]
10.5.6 Conceptual Framework

10.5.7 Research methodology O O []
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10.5.8 Participant accessibility detail/ methods /

medical record

10.5.9 Research Schedule throughout the project
(Timetable in each month identified all research 1 [ ]

steps including ethical review committee

submitting)
10.5.10  Human Subjects protection ]| O ]
10.5.11  Expected Benefits HEEE ]
10.5.12  References L] [] []

10.5.13  Appendix
1) Research instruments (such as questionnaire,

- O 0| O
interviewed guideline, evaluation form)/
experimental program/ teaching plan/
teaching manual/ training program were

approved by experts as follows:

2) Other documents eg: Advertising leaflet for
potential participants etc.

Specified .,

10.5.14  Other documents eg: Advertising leaflet for

potential participants etc. HERE ]
SPeCified .o

10.6 | Curriculum vitae ScF 07_02 (Eng) 1] O ]

10.7 | A copy of Certificate of Ethics Attendant / GCP Training for

the principle investigator.

10.8 | CD contains the information of 10.1-10.7 HERN []
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11. Ethical review compliance
The investigator must comply with the applicable regulatory requirements that pertain to
the investigator. Generally, the investigator is responsible for:

1. Protecting the rights, safety, and welfare or benefits of the subjects in the study.

2. Ensuring that the study is not conducted beforehand and the investigator will conduct the study in
accordance with the signed agreement and investigational plan approved by The Ethical Review Sub-
Committee Board for Human Research Involving Sciences, Thammasat University (ECScTU), No. 3.

3. Using the following documents, if any, officially approved and sealed by the ECScTU No.3,
including the participant information sheet, consent form, research tools, or advertising leaflet.

4. Submitting the progress report as scheduled using the desired form (ScF 09 01 Progress Report
Form).

5. Ensuring proper-keeping reporting and requirements are met, for example, reporting any serious
adverse events within 5 working days to ECScTU No. 3 by using the desired form (ScF 10 01)

6. Refraining from engaging in delayed activities such as propagation of the expiration date. If
necessary, the investigator should prepare and submit the application(s) or amendment(s) along
the progress report to ECScTU No. 3, not less than one month prior to the expiration date.

7. 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).

8. 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)

9. Submitting diskette/CD containing details of the requirements mentioned above

(oo ) (e )
Principle advisor Principle investigator/research
Date......... YT YA Date ......... YN Y

* For thesis. Certified for application
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Correction Details as Recommend from Ethics Sub-Committee

Research Project

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

documents, etc.

Requests for

modifications by

the Sub-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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Patient/ Participant Information Sheet

Instruction:Need to use simple/lay language, avoid technical terms. (If used, give explanation in
lay language)
Do not copy content of research proposal/thesis as information for participant.

The information must be consequently arranged as follows.
Title of research ProtoCOL ...ttt
Principle researCher’s NAME ... ...
POSTEION .ttt e et b bbb bbb s et s s s nenens
OFfICE@ @AAIESS ... sttt
HOME@ @AAIESS ... et
TelepPhon@ (OffiC) ...
TelepPhonN@ (NOME) ...
Cell phone ..., E-mails oo
1. You are being invited to take part in a research protocol. Before you decide
to participate it is important for you to understand why the research is being done
and what it will involve. Please take time to read the following information carefully

and do not hesitate to ask if anything is unclear or if you would like more

information.
2. This research protocol iNVOIVES.........cccveevniviiiciriens (What researcher intend
to do e )

3. Objective (s) of the project.
4. Details of participant.

® Characteristics, including inclusion and exclusion criteria.
® Number of participants needed.

® How to approach potential participants.

® Reason why this person is invited.

® Group allocation and number of participants in each group.
5. Procedure upon participants : who, will do what, how, when, where, how
much time involved as indicated in the research proposal.
If collection of data involves personal data of participant, tape recording,
taking picture, taking participant’s blood/tissue/urine etc., these procedures need to

indicate explicitly and easy to understand, for lay person. For example: amount of
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blood by tea spoonful, (not ml.). After the end of the project personal data
e.¢. tape recorder will be deleted, blood will be destroyed. If it will be kept for
future studies, should be stated in the information.

6. Process of providing information which also be stated in the proposal.

6.1 Who will provide information to potential participants and how.

6.2 If potential participant is illiterate/can not write/can not speak native
language, how the researcher will proceed with the process of informed consent.

6.3 In vulnerable group e.g. psychosis, prisoner, mental retarded, person
under eighteen years old, pregnant woman, dementia, disabled, minority, drafted
private, very sick person, refugee, etc., how informed consent is handled?

7. If the process of screening potential participant found a person not meet
inclusion criteria and in need of help/advice, researcher needs to state what will be
done for that person. (If screening needs information in medical records, consent
from hospital authority required)

8. If intervention and data collection intervene with treatments, permission from
responsible physician is required.

9. Use of medical record.

9.1 Research involving medical records only, permission to access to medical
records required.

9.2 If procedure done upon patient and need information in medical record,
permission to access to medical record is required and patient’s consent is needed.

10.Indicate risk/harm procedure which may cause ill effect to physical, mental,
social, economic, belief of participants. State how the researcher has any
preventive/protective measures toward those consequences. In case an ill effect
occurs, state guideline how to handle the situation to help that participant.

11.For benefit of the project, state clearly; what/how to individual/public/
academy. Do not exaggerate benefit.

If study’s results proved beneficial, state what kind of benefit(s) researcher

will share with the control group/community.
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12.Information  will include “participation to the study is voluntary and
participant has the right to deny and/or withdraw from the study at any time, no
need to give any reason, and there will be no bad impact upon that participant.”
(state explicitly eg. still receive the same usual services)

13.Information will include “if you have any question or would like to obtain
more information, the researcher can be reached at all time. If the researcher has
new information regarding benefit on risk/harm, participants will be informed as soon
as possible.” This practice will provide an opportunity for participants to decide
whether to stay/not stay with the project. (Exception, in case of one time interview
and unable to re-contact participants.)

14. Information will include “Information related directly to you will be kept
confidential. Results of the study will be reported as total picture. Any information
which could be able to identify you will not appear in the report.

15.State  explicitty ~whether there is any compensation for time
loss/inconveniences transportation fee etc. The amount should be appropriate, not
too high as if to “buy” or not too low as to take advantage of participants.

16. State that if researcher does not perform upon participants as indicated in the
information, the participants can report the incident to The Ethical Review Sub-Committee
Board for Human Research Involving Sciences, Thammasat University, No. 3 (ECScTU),
Room No. 110, Piyachart Building, 1St Floor, Thammasat University Rangsit Campus,
Prathumthani 12121, Thailand, Tel: 0-2986-9213 ext.7358 E-mail: ecsctu3@nurse.tu.ac.th
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PUIHLANIANUTULBULUITINNFTIVNYVDIDENHNASIVEY

Informed Consent Form

o o o v I I o Ao ' 2
Ay [UsaUsudenulvaonaasnulasinisI9eveaniy

WAUN DVANALATIVY oo,

A1 Faleasuuineviisdall YaLkandAUTURULI1IIUIATINTIVY

D131 lasunsusgasidenneniuniuas IngUseasnlunvinide vasiduntunou
i d' v a va A Yo a va a o ot a &£
#1197 MagdesUJiavselasunsujia anudey/sunsie uasuselovideasinuainns

09l Inelsousvazdunluenalsivaseialadnsivslaenase waslasuAIasulgan

PIveaudlaiiuegnediudy

frmdrdsasiasTadhnlulasensided auftssyliluenanstnasenaradasidolag
INITULINAALNIN (FOUUUYFOUD I <.cvvvvee WM. Tb..... (AAFI T230007
AG.......un7T w30 17 duntval meutesnaruuas Tuinides ....... @) A%19 8w ....... U
SRV ... T W30 19I5UNITRINOUTY oo {uaan ........ Falu
W30LDILUAON TIUM.......... (Mass 98y ......... (Aour ) ileradafunidoudadoyad

Rendosivenanasingde avgnvianeoy wvvaevamuavTuiinges iden (s i
IiAnendendesszylidaio)

Fmirdavsasudteenanmsiduidlelafldnuauuszasd Taglideaudananads
nsaeusoananmfeiu azlifinansenulumadlag deddisdu sryduduaalud
HANTENUADNITAUATNYY HAFBNIIANYY/ HAHBNITI3E)

T lAsuAISUTe991 {3898 UURADY

Y

Wnudeyanszylilulenansuas
graadnsideuazdoyalag MAgrdesiuiimdy §ideesiivinendualiudu lnuay

Wnaweteyan1sidelunmsuini Wifideyalalunissenunvzdilugnisssysdidoma

48/ 115



ScF 05 02 (1t 2 970 2)

v 1’4 Y Yo a wva an v g o a o o/ 1%
mndrmdnlailasunisuiansauilaszyliluenansduasenaradasdde midn

a1unsnsenseulii: AuLauNIIUNITITESIIUNITIEILUAY UNTINeFESIIUAIERS YaT 3

a

W04 110 9 1 91A15U8vd unIne1dusssummans audsedn Insdni 02-986-9213 g

7358

VY [y 1 v

P tnasaeiloteliluddyseontimenu Nalitwilasudiunenansteyadmiy

o

91a@NaNATINY hard UM ERLEAIANLEUYRULYNTINNSI BV A A@IASI 8 L ALAD

i SR
(e ) (e, )
TeRIAah GRGREHIERDE
ST e . A f oo
R BTD .o
(oo ) (e )
N N
TUN.....e Y Y AUN.coee Y S Y

49/ 115



ScF 05_02 (1/2)(Eng)

Consent Form for research participants

Instruction: Please modify this form accordingly

Code number of participant ..o,

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

Principle researCher’s NAME ...t
CONTACT AAAIESS ...ttt
TELEPINONE ...ttt
| 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
Ethical Review Sub-Committee Board for Human Research Involving Sciences, Thammasat

University, No.3 (ECScTU), Room No. 110, Piyachart Building, 1" Floor, Thammasat

50/115



ScF 05_02 (1/2)(Eng)

University Rangsit Campus, Prathumthani 12121, Thailand, Tel: 0-2986-9213 ext.7358
E-mail: ecsctu3@nurse.tu.ac.th

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

SIGN e SIGN i

(o ) (e )
Principle Investigator Participant

SIGN e SIGN e

(e ) (ot )
Witness Witness

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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ScF 05 03 (Eng) (1 /2)

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

| 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 .........ccceceeirienes 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.
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If | am not treated as indicated in the information sheet, | can report to The
Ethical Review Sub-Committee Board for Human Research Involving Sciences,
Thammasat University, No. 3 (ECScTU), Room No. 110, Piyachart Building, 1st Floor,
Thammasat University Rangsit Campus, Prathumthani 12121, Thailand, Tel: 0-2986-
9213 ext.7358 E-mail: ecsctu3@nurse.tu.ac.th

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

SIGN i SIGN i
(e ) (ot )
Principle Investigator Participant
SIGN e SIGN e
(e ) (e )
Witness Parents or guardian of participant

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 protoCol ...,

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, namely ......ccccovieninnnne. 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 ...ccoovieevrirnee.
(explain the activities, time consume, use the simple language that is understandable
for the children).

To participate the study, it could cause vyou.... (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 SIBN s
(e ) (e, )
Researcher Parent(s) or guardian(s) of a participant
SIBN e SIGN e
(cererereeeeiee s ) (o )
Witness Witness

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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ScF 05_05 (Eng) (1/2)

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) ....cooeerrreeeeee e agree to participate in this
research ProtoCol TIHle ...
Principle researcher’s NAME ...
Contact address ..o
TelEPRONE ... e

| 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
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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 Ethical Review Sub-Committee Board for Human Research
Involving Sciences, Thammasat University, No. 3 (ECScTU), Rachasuda Building, 1™
Floor, Thammasat University, Rangsit Campus, Klong 1, Klong Luang, Prathumthanee,
12121, Thailand, Tel: 0-29689213 Fax: 0-25165381 E-mail: ecsctu3@nurse.tu.ac.th.

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

SIGN e SIGN e
(et ) (corereree e )
Researcher Parent(s) or guardian(s) of a participant
SIGN o 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.
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Guidelines and assessment form of study protocol (Full board review)
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KUINNNITNUNIULAZUILEUBLATITINTTIRY (Wuudd U sEyw)
Guidelines and assessment form of study protocol (Full board review)
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Guidelines and assessment form of study protocol (Full board review)
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Guidelines and assessment form of study protocol (Full board review)
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KUINNNITNUNIULAZUILEUBLATITINTTIRY (Wuudd U sEyw)

Guidelines and assessment form of study protocol (Full board review)
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KUINNNITNUNIULAZUILEUBLATITINTTIRY (Wuudd U sEyw)

Guidelines and assessment form of study protocol (Full board review)

dialanlianunsaussiuldvsolinaadas Tiszy NA (Non Applicable)
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KUINNNITNUNIULAZUILEUBLATITINTTIRY (Wuudd U sEyw)
Guidelines and assessment form of study protocol (Full board review)

dialanlianunsaussiuldvsolinaadas Tiszy NA (Non Applicable)
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Guidelines and assessment form of study protocol (Full board review)

dialanlianunsaussiuldvsolinaadas Tiszy NA (Non Applicable)
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KUINNNITNUNIULAZUILEUBLATITINTTIRY (Wuudd U sEyw)
Guidelines and assessment form of study protocol (Full board review)

dialanlianunsaussiuldvsolinaadas Tiszy NA (Non Applicable)
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WUULENEISN ScF 06_01 (111 10 31 10)
KUINNNITNUNIULAZUILEUBLATITINTTIRY (Wuudd U sEyw)
Guidelines and assessment form of study protocol (Full board review)
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WUULBNENSH ScF 06_02 (Mt 1 97N 8)

HUINIINISNUNIULAZUEUBTIATITINT5IRY (WUULsIRUTus1einuEeation)

Guidelines and assessment form of study protocol (Expedited review)
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WUULBNENSH ScF 06_02 (Mt 2 31N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)
Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)
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WUULBNENSH ScF 06_02 (Mt 3 37N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)
Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)
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WUULBNENSH ScF 06_02 (Mt 4 31N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)

Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)
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WUULBNENSH ScF 06_02 (Mt 5 37N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)

Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)
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WUULBNENSH ScF 06_02 (Mt 6 31N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)

Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)
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WUULBNENSH ScF 06_02 (Mt 7 37N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)

Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)

L NA
35 | MskEIngmedInIm : ToLAUBUUY :
[ 4
L wangan L) ensufudss
EREtY
L] NA
36 | maiudeavieilowe - UVDLAUDMUY :
Y
L wngan L) easufudse
) g
L] NA
37 | Material Transfer Agreement (MTA): YDA :
[ 4
L owangan L) ensufudss
) lad
L] NA
38 | nszuaumsliAduegey (informed consent | Uatausuue :
process)
L] 4
L owangan L) ensufudss
) g
L] NA
39 | wnansmslienudugeulaglasudoya : ToLAUBUUE
a0 g ol : s IENULUUlBsY
flais? widdusioalviszyindoaiands
40 | UNUMVDIYLTY ToLAUBUUE
L) 4
L wsngan L) ensududss
[ i (halumeude 42)
41 | mMsfdusiuvesurunstinIdenuuiiai | Towausiue

781115




WUULBNENSH ScF 06_02 (Mt 8 31N 8)

RUINIINISNUNIULATUEUBTIATITIINTSIRY (WUULSIRUTUS18NAAMULFBToe)

Guidelines and assessment form of study protocol (Expedited review)

Wadalafilisnunsausafiuldviolifeato T#szy NA (Non Applicable)
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WUULBNENST ScF 06_03 (1t 1 970 3)
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WUULBNENST ScF 06_03 (1t 2 a7n 3)
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WUULBNENST ScF 06_03 (1t 3 a7n 3)
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ScF 07_01 (1 1 910 4)

TA593519nN15998 (Research Protocol)
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ScF 07_01 (1 2 970 4)
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ScF 07_01 (11 3 970 4)
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ScF 07_01 (11 4 970 4)
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ScF 07_01 (1/3)(Eng)

Research Protocol
The Ethical Review Sub-Committee Board for

Human Research Involving Sciences, Thammasat University, No. 3

KEXXKXXXX

1. Cover

N

Research Protocol Name in Thai ..o
Research Protocol name in ENGLSh ..o

Principal Investigators/Co-Investigators including percentage of workloads
Background and Signification of the research problems

Research questions

Objectives of Research

Hypotheses

Conceptual Framework

© ©® N o 0o b~ W

Scope of Study
10.Research Methodology
11. Participant accessibility detail/ methods / medical record
12.Research Schedule throughout the project (Timetable in each month identified
all research steps including ethical review committee submitting)
13.Human Subjects protection (Confidentiality, Informed consent process, risk)
14.Expected Benefits
15.Bibliography
16. Appendix
16.1 Curriculum vitae (ScF 07_02)
16.2 Research instruments (such as questionnaire, interviewed guideline,
evaluation form)/ experimental program/ teaching plan/ teaching manual/ training

program were approved by experts as follows:

Remark: The protocol is approved for one year from the approval signature date
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ScF 07_01 (2/3)(Eng)

Further explanations

1. Research protocol need to contain essential points as in form ScF 04_03
2. Importance and background of the research problem; details include:

2.1 What is the research problem of the issue that shall be studied? State clearly
how it will affect society and organizations

2.2 The research problems to be studied must have statistic values as a reference
or research findings as a reference which demonstrate that there will be effects or
that they are issues for society or organizations or that they are facts that need to be
studied and that offer benefits for society or organizations or that problems can be
solved with them for society or organizations (not because the investigator wants to
study them).
3. Objectives of research protocol

3.1 Clear

3.2 Correspond to research

3.3 Not repetitive
4. Scope of the research protocol

State what you do, with whom, where and when
5. Conceptual framework

(Explain the theories applied in this research or summarize the background of the
concept (approximately 3-5 lines) before writing the conceptual framework)
6. Regulations for research (must be correct and suit the objectives of the
research), including:

6.1 Population and sample group, inclusion and exclusion criteria for the sample
group

6.2 Sample group size, technique for sampling, formula for the calculation of the
sample group size

6.3 Research tools: what they are, characteristics, methods for creating research
tools, stipulations for result interpretation, checking quality of research tools (validity,
reliability), formulas for checking quality of research tools that has passed
examination by experts already. The names of the experts who check the validity of

the research tools must be included in appendix.
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6.4 Data collection, steps and activities of research, plans for controlling tests and
data collection in detail

6.5 Statistics used in data analysis must be correct, be in line and be complete
corresponding to the objectives of research and the research hypothesis.

6.6 In the case of a qualitative research, it must be proceeded as in the standards
and regulations for qualitative research.

*** Insert page numbers in all documents sequentially, stick together on the top

left corner or bind them; amount: six sets (one original set and five copies) along

with an electronic file (Word and pdf with data on one CD).

Example: Work execution plan for the entire research protocol

Note the actual steps for the research activities to be done in detail

Year 20XX Year20XX
Activity
June July = Aug @ Sep = Oct = Nov  Dec Jan = Feb

1. Creating the research protocol <>
11 ..
12 .

2. Submission of the research protocol ... Requesting
funds from sponsors

3. Creating research tools and quality tests by experts
as well as testing research tools and modifying them

4. Submission of the title to request examination on | <>
ethics by the TU Sub-Committee for Human

Research Ethics, Panel 3

5. Implementation, testing, researchactivities

5.2 Data collection ...

1. Analysis and synthesis of data ... <>

2. Writing the research report / submitting the report to

3. the funder <>

4. Submission of the form on the end of the research <>

protocol and the abstract with an electronic version of

final draft (one copy)
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Curriculum vitae

1. Personal Information

1.1 Name-Surname

1.2 Date of Birth

1.3 Home Address........... Road...cccovvveeen. District

Post code................ Telephone No.....cccouveneee. E-mail

1.4 Work place.....ccoeeeeneeceeniccncn, Address........... Road

District oo, Province .............. Post code................ Telephone no

Province .....cccoveeueene. Post code................ Telephone no

2. Education
Qualifications
-Bachelor's degree

Major subject

Institute

-Master's degree

Major subject

Institute

-Doctor of Philosophy’s degree
Major subject

Institute

-Other courses

3. Work experience

B et
4, Profile
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Report Form of Protocol Amendments

PrOtOCOL Tl ettt see st e ssessesbe s e sre s s et e b assassnsssessessansassnessasanen
ProtOCOL ID NUMDET ...ttt ettt sse e e s see s s sbessessessesrsassessessasnsensensessensenn
PrinCiple INVestiGator NAME ...ttt essesesessssessessssesessssessssesssnes

The additional revision of the research project:

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

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

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

Are there any risks/harms to the participants cause by the research revision?
Risk ] no change L] increase L] decrease
Benefits ] no change L] increase L] decrease

Does it important to report these changes to the participants of the research?
1 Not necessary to report.

] should give more information to the research participants.

] should modify the informed consent for participant.

INvestigator SigNAtUre ........cocveeeveeeeerereneecreeerenseenennes
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Form of Progress Report

PIOTOCOL TIELE ettt ettt e e e e e e e e et et eae e et et ereeaeeae e eneeeeeene

PIOTOCOL ID UMDY ettt et et e e e e e e e e e et e et eee e e e e eaeeeeanen

INVESTIGATON NAMIE ... et

ADAIESS 7 INSTEULE ettt ettt ettt et et e e e et ene e e eeee e e et eaeeane

Duration of research ProtoCol ... e

1.

2
3
a.
5
6
7

Data collection starting date ...
Since then the number of the including participants ... e,
Number of the including participants ............ aS e percent of the total.
Number of the withdrawal participants ...
Number of the present enroll participants .........cceoieeirieneeeee e,
Are there any serious adverse event (SAE) in the project? Ovyes O No
Are there any change in the research protocol and the information for the

participants? O yes O No

Planned activities Results of Operations Proceeded Dead line
(percent)
8.1
8.2
8.3
8.4
8.5
Investigator Signature .........cccevevveeeeceecerrcenenens
(covermemrermmeemmeesasenaesasesaesaseees )
Date ......... Y S Y S

.........

ooooooooo

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

---------------------------------------------------------------------------------------------------------------------------------------------
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Form of Adverse Event (SAE) Report

ProOtOCOL TItLe ..o
Protocol ID number ... Date of Approval .......ccceeeveninienes
INVESTIGATOr NMAMIE.. ...t ettt

Summary of the Adverse Event/incidents in detail :

Date/Time of | Adverse Events | Impact to Guidelines of

Incident participants prevention

Action taken after the Adverse Events

[] Stop the research by

D Termination

D Protocol amendment, submitted to the ethic committee on the date........c...............
[] continue the research by

[] continue without changing the procedure

[ increase the monitoring and submitted to the ethic committee on the date.............

D Protocol amendment, submitted to the ethic committee on the date........................

INvestigator SigNature. ...,

97 /115




ScF 11_01

WUUSIBIUETUNANSIRY

BOVATINVTIVY oo, VAUNLATINTTIDY oo

A< v
amumnwayja ................................................................................................................................................

SEUZLIAIMNITADY  oooorreeerrrsseessrsssess s
UIUUTLIINY/NGuAIRE1vTaL a1 TUNTATBMAITIUTATINTIRETINUA. ... AU

1. IA5IM IS A UM ULKLIY

[

L1 Tal8 WARHA ceereeeeeeseessssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssses
2. fudumaidemalasemsidenldueyifnnaazoynssums

[ 1o

LI Tl O0RA e sssssssssssssssssssssssessssssssssssssssssssssssssssssssssssssssssses
3. Wewmnsaildfisissasdieussduiugidrsailasnside

[ STV 518 TIEIUAMEOUNTIUNT e 3¢

[ g
4. fimsusudsulassmside/miensliteyatuiiidrusnlumside

[ 4 LVIBINED ceeveceeressesssssssmssmsssssssssssssessesesssssssssesssssssssssssssssssssssssessesees

[ g

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

98 /115



Final Report Form

Project Title. .o Project No. ........
Principle Researcher’s NamME..........c.c.oooviuiiicceecceceeeee e
CONTACT AAIESS...ueiieeteeeiiee e
Project Site/Data collecting place ...
Duration of research (Month-Yar)..........cccccoovniniriniinninieeseee s

Number of Research Participants.............ccccoouiiiiicccccc e,

1. Research project is finished as expected plan.

L] vYES

|:| NO = REBSON ettt ettt et eae st sae et e et eeneseeeeeeeseesaeenenne

2. Research was conducted as approval from EC Chulalongkorn University.

L] vES

[ NO = REASON oot
3. Is there any Serious Adverse Event (SAE) with participants?
L] YES = No. of Caseunmmmmmmmnnnnn REASON...eviiiiicee e
[1 nNo
4. s there any Protocol or Participant Information Sheet amended?
I S e Y
I N S

.................................................................................................................................
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Reviewer Assessment Form (Revision)

INvestigator NAME ....coveeeiviieeeeee Faculty .o, Thammasat University
Result from the meeting ............... DALttt

Result of the reviewing:

Chairman / Secretary

................... i e
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