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07 qﬁ‘lﬁ’r’}'&ﬂ5:vfiﬁS(Iﬂdependen’t Consultants) RIHES HEC 07/V5.0

08 Aseanslrsen1siseRAtureun s ReITI RIHES HEC 08/V5.0
(Management of Protocol Submissions)

09 | AsEnNINAS RIS ANATU SIS TS RIHES HEC 09/V5.0
(Exernption from Ethical Review)

10| nsesankuuLiesy (Expedited Review) RIHES HEC 10/V5.0

11 msfsaniassmsidudteeueluiivssyg RIHES HEC 11/V5.0
(Initial Review for convenad meeting)

12 psvumufinsaniasamsiseeiesdieunnd RIHES HEC 12/V5.0
(Review of Medical Device Study)

13 | msfersanlessmsideiidandudnanniondamauiuugeudle RIHES HEC 13//V5.0
(Review of Resubmitted Protocols)

14 nsfiarsanduuilodiudulasan e RIHES HEC 14/V5.0
(Review of Protocol Amendments)

15 nsRsanruulassTITerewle RIHES HEC 15/V5.0
(Continuing Review of Study Protocols)

16 m'sﬁmm'madmmi?:uegmimamﬁﬁ’a RIHES HEC 16/V5.0

{(Review of Close-Out Study/Final Report)
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unil Foum Y
Topic Topics/Standard Operating Procedures (SOPs) SOP number:

No.

17 | msdesudlanamide/lduftiandaimue RIHES HEC 17/V5.0
(Protocol Deviation/Violation and Noncompliance)

18 | mimeudusitedoaiau RIHES HEC 18/V5.0
(Response to complaints, queries, and requests)

19 | msdenansdgineurvuaviessiunside RIHES HEC 19/V5.0
(Management of Premature Study Termination or suspension)

20 | msiesansenumiulasasty RIHES HEC 20/V5.0
(Review of Safety Report)

21 | manadsuileiiuguaanudde (Site Monitoring Visit) RIHES HEC 21/V5.0

22 AYSLATEINSENITUTELN NIFAILEINAITUTET WagMITIBNUNT RIHES HEC 22/V5.0
Uszy
{Agenda Preparation, Meeting Procedures and Minutes)

23 msUssguaniau (Emergency Meeting) RIHES HEC 23/V5.0

24 msthuiinnnsiasedeas (Communication Records) RIHES HEC 24/V5.0

25 | mafiuinvienansiannsiseffdsiniung RIHES HEC 25/V5.0
(Maintenance of Active Study Files)

26 | maflukagmisuend1slasiniside RIHES HEC 26/V5.0
(Archive and Retrieval of Documents)

27 | megrsdligsmnudureaenansveemnenTaunisilessaunsias | RIHES HEC 27/V5.0
( Maintaining Confidentiality of HEC Documents)

28 NNIATIVEAU UWAZNITATIVNTIANSNTTUNTIIHEITNNTIVY RiHES HEC 28/V5.0
(Audit and Inspection of the HEC)

29 | msgauiu CREC TFRasaunlasamlduwyan Uy RIHES HEC 29/V2.0
(Reliance on CREC for Ethical Review of Multicenter Study)

30 | anwsadieluinisanlasansidy RIHES HEC 30/V1.0

{Cooperation in Review of Research)
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FIENSEUULR NS g f s
(List of Forms)

NNeLa Fowasu
(Form No.) Form Topics

01 remysnssntunisumsgn (List of SOP Topics)

02 snunEkuuendns (List of Forms)

03 TuiinUszdR SOP (SOP Revision History)

04 Jonnasn1sinanuauuaslasiniTivy (Confidentiality Agreement) d1msu
aruenssunsATinANSa TR nmuasloafunduaselumsidoiuangsd

05 JpRNadn1IInNEIANEUTBdlaIINSINY (Confidentiality Agreement) dw3unssuns
ANy

06 Fonnmmsdneenuduaedasssiae (Confidentiality Acreement) dwduiiudnum
dasy

07 Fonnasmssneaaduredasans3dy (Confidentiality Agreement) dwiuiey
FunmmaaimaUssguussenenssumsiindansatainmuastiesiunfunselunis
THefiuuywd

08 Fomnasmssneauduvedaninisidy (Confidentiality Agreement) dwidugfitlsl
Wunssunsdssasuadiunenarivesdiinauasesssunsise

09 FonnasnsTinmenauseloniiudouiulasimaisedmiupuenssunsavineans
avafn e lastundunselumsideiuuyud (Conflict of Interest Disclosure
Agreement)

10 wuutuAnmMa@neusy (Training Record Form)

11 seeuaTIturesiitinm {Independent Consultant’s Comments}

12 Tumeusunislasuienans (Acknowledgement of Submission Form)

13 SwmsITIERUAIATUE T LEnE AU TATI Tt gt fensanaausn

(initial submission checklist)

. 14 T | £
14 '5’1Efﬂ”lWIi'JRla’aummﬂ'iUﬂ'Ju‘UﬂQLE]ﬂa’lﬂﬂiﬂmi’lfdEJVlﬁﬂ’l'iLLm"Umu’UaLﬂuBLLu%EN
AMENIIUNTSIazdud 1 lwl (Resubmitted study revised documents per HEC
recommendations checklist)

15 sNITRSIREADUANNATUEWY BN BNnaSkAluRNBLl RTINSt Aanan T LRI TN

i (Submission of protocol amendment checklist)

16 'ﬁ']FJﬂ']'iﬁ3’2!Qﬂ’e]“dﬂ'?'il!ﬂ'i'Uffhusdﬁlﬂl,aﬂﬂ'l'iﬁ'm%ﬁ.li']8\‘1“]‘14?]1'}1!fgll”l'lwﬁ’]/‘?lé)‘ﬂﬂ']ﬁflﬂﬂ?
Tas9n159498 (Submission of progress repart checklst)

17 FIATINTINOUATILATUIITBRENETEmTUM STugalasin $ide
{Close-Out Study/Final Report checklist)
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FTEATRUULENENT
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WULAY Favlasy
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18 'ﬁfmm‘imifmaaummﬂ'sufx’";uﬁnmLanmiagw%'um'sqﬁﬁ@uﬁmuw‘%mﬁumﬁﬁﬂ

(Premature Study Termination or Suspensicn report checklist)

19 $1EAINTIRABUAMLATUT ILTBSENEIT IR TG BN alfililnnAniiin
meluantuidedneneaniguatm
(Local or Internal SUSAR or UAP Report checklist)

20 $98A1IRTITADUATHATUA U BENENTEMI UT B IUA N a s
(Safety report checklist)

21 MENIITINEEUATLATURIuTesend slATIn FIdEEaddug
(Other reports checklist)

22.1 LUULAueLvosn UM RIS RS e TIY: daudl 1

(Apptlcatlon for Exernption form: Partl)

22.2 wwuiuafoves SR Tend A uE I daudl 2
{Application for Exemption form: Part2)

24 an1sRIIRaauLanaIsYaauiusan (ICF Assessment form)

25 wwvagllassmsideiiiuanuiuraulaedifiosenuuuss
(Expedited review activities summary)

26 ARV DIHANTIRINTUUSIARENTIUNTTY (Decision Letter)

27.1 wnassusadasinsidewuusesuatuntelng (CERTIFICATE OF EXPEDITED
REVIEW APPROVAL: Thal)

27.2 LONENTSUTENATINITIRERUUIS Rt UN WNBINg Y
(CERTIFICATE OF EXPEDITED REVIEW APPROVAL: English)

28.1 inansiuseslassmATonuudugeaduntvilne (CERTIFICATE OF FULL BOARD
APPROVAL: Thai)

28.2 wnensfusedlpsanisidelvuifiyentunudingy (CERTIFICATE OF FULL BOARD
APPROVAL: English)

29 wuUEuelasansiseefiansanafusn (nitial Review Submission Form)

30 wwuiawslassnIselReveTuNsRTUTRSYE T

(Initial Review Application Form)

31 wuuradunsUsziiulaTen e msunssunsnunINwan

(Assessment Form for Primary Reviewer)

32 wuuasuUszdiulasansivadriunssunisy (Protocol Assessment Form)

a e o A . .
| 33 wuudssiivlasansiaseSaslianwnme (Medical Device Assessment Form)
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F18NITRUULDNET ed ) 8
(List of Forms)

NUELAY Haviady
(Form No.) Form Topics
34 nsiTeiAdesiiownmeRiaandesann
35 nM33Adessiounnenaadsion
36 wuumgnuaEpUmsAsuaudle dmivdnuslufasinlasensidemaful
wilepunFAuznIIEn1sY (Protocol Amendment Form/ Resubmitted Protocols)
37.1 wuumstesumsiasannsuilodiuinlasnside enasivaesedas Tuluge
L’aﬂm‘iaus}: d9ufll (Protocol Amendment Submission Form: Part1)
37.2 wumsveiumsfiasanmsudindindislassmsise eneriusseraeaiag Tubueey
L@ﬂmi%uﬁ]: di12 (Protocol Amendment Submission Form: Part2)
38.1 WUUEURTIBUATLAIVT: d9uflL (Progress Report Form: Part1)
33.2 WUUEYRTIBUANLAINT: §9ufi2 (Progress Report Form: Part2)
39.1 quiwaqwuﬂﬁiﬁueﬁmiﬂiqnﬁiﬁﬁa: daufl 1({Close-Out Study/Final Report: Part1)
39.2 wuTesnunMIdugalazamside: @i 2 (Close-Out Study/Final Report: Part?)
40.1 wuTeun sl R dhtiumudetmuntedasiniside: dad 1
(Protocol Deviation/Violation Report Form: Partl)
40.2 wuuTesTuns UiTRmm A fusadeiimuasedasensite: dwi 2
(Protocol Deviation/Viclation Report Form: Part2)
41 wuutuinnsliufdfanudaiivun (Non-Compliance Record Form)
42 wuutufindadoaseu (Complaint Form)
43.1 wuUTIENUNsyRieut AT iunTide: sl 1
(Study Termination or Suspension Report Form: Part1)
43.2 wuuTeTUMIgAneu muaviessiunise: diuil 2
{Study Termination or Suspension Report Form: Part2)
44,1 wuumeumsnsaifssvadiinmeluaadun: dwd 1
Local or Internal Adverse Events Report: Part 1
44.2 wuuresusnmiallsiflsssadiiandluanitus: di 2
Local or Internal Adverse Events Report: Part 2
5 mewmumimamﬁE;mﬁaﬁﬁugl,l,amﬁ%’a (Site Monitoring Visit Form)
46 wuulglssgadmiunsuns meuenuwtinetdedodlvsl
a7 wuuByUsegungsuns aveluumrinedeidedl
48 paagUTIETUTEY AngnssIMsvinAvsataRn muastesiunduaseluns

Faiunywd aniuidedvne maniquam (Agenda Summary Table)
49 WUURSIEoURaAUsEY (Quorum Checklist)
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WUBLAY Favasy
(Form No.) Form Topics

50 wuududinTeansUsEYs (Minutes Form)

51 wuuthifinnisdeans (Communication Record Form)

52 F¥psvefu/vedlunenansinan1TIay (Requesting Form for HEC document)

53 srensAnsesrenuenats (List of Request for HEC document)

54 UMM U ELTUNTNTINEDU/MTIART (Preparation for Inspection Checklist)

55 wuuefulawmemsinauselovidvivdou (Declaration of Conflict of Interest)

56.1 wuUMsYeiuNIRTIsaN TN IUANUaeANY: dit 1
DSMB Report, Updated 1B/PI, IND Safety Report
(Safety Information Report Submission Form: Part 1)

56.2 punsvadumsRansenmenuaaende: @ 2
DSMB Report, Updated IB/Pl, IND Safety Report
{Safety Information Report Subrnission Form: Part 2)

57 gamngudaman s frnzinvemans anivedudadinil (etter to the REC)

58 EnIRTINEeUANEATUTIUTBena A M UT Be U i foRnnw/diun e
284lA59n1573498 (Protocol Deviation/Violation Report Checklist)

59 nansTuTsansendiunsRasanatiunwle (Certificate of EXEMPTION: Thai)

60 wnasusasnsanuMsRansanatunndang (Certificate of EXEMPTION: English)

61 wunsreaeulasimidaieTodloumevesiifalinvestisational Medical Device Checklist)

62 'ﬁﬂ&lmimmaauimamﬁfﬁ’mﬁmﬁ’um’;sgmﬁumammm?@ (Checklist: Public Health
Emergency Research Project)

63 wudszidiulpmnsitefieiunizgniduneansisagy (Checklist: Public Health
Frergency Research Project)

64 HafuALarYEUIIATEIU (Terms of Reference: TOR) dmiuUseanuanznIsuns

65 FofmunlazIaUATI (Terms of Reference: TOR) d1mTunssanis

66 FafwuaLazeaULIATaNIU (Terms of Reference: TOR) d1mSunssun1iduny

67 faruntazYuAYI (Terms of Reference: TOR) d1mSUIAYIYMIARIZNTIUNNT

68 {efvunLasieulngnsau (Terms of Reference: TOR) dwiuihglanyniinpenssnms

69 SormuALaEteUR ey (Terms of Reference: TOR) dnfuduthiidinnusiesssu
nTIsiE

70 o muALazIEUATEY (Terms of Reference: TOR) dwfuituinudass

71 FortvualazaulIntasaTl (Terms of Reference: TOR) savtdmineueissssumyidy

72 a,muﬁuﬁﬂi'm%@’%’uLt,axﬁa?m'i%'ﬁwLﬁum'ﬁmmg'luﬁw%’umsﬂﬁumsﬁﬁ’nﬁaw‘éﬂ
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CERTIFICATE OF EXPEDITED REVIEW APPROVAL
Human Experimentation Committee
Research Institute for Health Sciences (RIHES)
Chiang Mai University
Chiang Mai, Thailand

Title of Project or Study: ...
Principal Investigator: ...

Participating Institution: ...,
The research has been approved: By expedited review

Approved by the RIHES Human Experimentation Committee (date): ...
Date of EXPINY: e

Frequency of progress report every 1 year,

List of Approved Documents:
Documents Version/Date
1. Protocol
2. Informed Consent Form
3. Questionnaire
G, Oth@r..ieii

This Ethics Committee is organized and operates according to GCPs and relevant

international ethical guidelines, the applicable laws and regulations.

Signature of the Chairman of the Committee: ...
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NOTE:

1. Amendments to the research design, patient information sheet or informed consent
form must be reviewed and approved by the Committee before commencement untess
the changes are urgent safety issue of participants.

2. Provide Memo Report to the Human Experimentation Committee conceming the
progress of the research upon the specified period of time.

3. In case the study is on-going, the Certificate of Ethical Clearance must be renewed

before the approval period is expired.
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8.2 ICH Harmonised Guideline Integrated Addendum to ICH E6(R1): Guideline for Good
Clinical Practice E6(R2) Current Step 4 version dated 9 Novembper 2016.

8.3 US FDA. 21 CFR Part 56 - Institutional Review Boards

8.0 Guidance for IRBs, Clinical Investigators, and Sponsors. IRB Continuing Review after
Clinical Investigation Approval. U.S. Department of Health and Human Services Food
and Drug Administration, Center for Biologics Evaluation and Research (CBER), Center
for Devices and Radiological Health (CDRH), Center for Drug Evaluation and Research
(CDER), Office of Good Clinical Practice (OGCP). February 2012. Procedural
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projfect sponsored by the sponsoring company?
If yes, please provide a brief explanation....... s,
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(Medical Device Assessment Form)

82 el

Sponsor Protocol Code:

HEC Reference Number:

Title of Project:

Reviewer Name:

Independent Consultant Name:

Addresse

Elements Is Elerment

d?

Yes | No

N/A

Comments

A. Name of device. Are the common or established name and

trade name of the device provided?

B. Intended use. Does the Pl describe the intended use of the
medical device for this study?

C. Does the Pl provide the following information about the
medical device?

1. Category of the device according to Thai FDA

2. Device manufacturer or distributor (source)

3. Important device components, ingredients, properties and
principle of operation

4, Treatment schedule or regimen

5. Operator’s manual

6. Modifications to an approved device

7. Whether the protccol involves a new intended use for the
device

A5UTZLAY
apdalasaniside
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A

(Medical Device Assessment Form)

1 Usmaniedestiaunme
[ ]In vitro diagnostic medical device
[ J Non- In vitro diagnostic medical device
[ 7 Non-invasive [ Tinvasive [ ]Active
2. UssamemndsnesniuaueSedlounns
[ ] Ussam o Denandesh (low risk)
[ 1Ussnn o finnnadesunanssedus (Low-moderate risk)
[ ] Useuam e Sridsainunanassiugs (moderate-high risk)
Llusev & ﬁmﬂmﬁmqq {high risk)
Ussrnvanaiiessny US FDA [ 1SR [ 1NSR
3. SEEynN1IIReY
[ 1 Exploratory (First-in-human and feasibility study)
[ ] Pivotal (11 safety and efficacy/performance)
4. asndes Feansananiades wag injury compensation

5. Adl Ussauminl uasnilneusuvaslilaesiiounye

6. Usuidi vulnerability, privacy, confidentiality

7 AsyusunMsIeRNBuseUwazLenEnS (Information, comprehension, voluntariness)
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A - @
Ao silonnndnaly
#edu (Catheters):

Cardiology — diagnostic, treatment, transluminal coronary angioplasty, intra-aortic
baliloon with control system

Gastroenterology and Urology - bitiary and urologic

General Hospital — long-term percutaneous, implanted, subcutaneous and intravascular
Neurology — cerebrovascular, occlusion batloon

Collagen Implant Material for use in ear, nose and throat, orthopedics and plastic
surgery

Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology, putmonary,
ophthaimology and neurology

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

1) Respiratory Ventilators

2)  [Flectro-anesthesia Apparatus

3)  Gas Machines for Anesthesia or Analgesia

4} High Frequency Jet Ventilators greater than 150 BPM

Wi lanazviasnaon

1) Arterial Embolization Device

2)  Arificial Heart, permanent implant and short term use

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

4 Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous,
antitachycardia, esophageal

5)  Cardiovascular/intravascular Filters

6y Coronary Artery Retroperfusion System

7). DC-Defibritlators

8)  Implantable Cardioverters

9)  Laser Coronary Angioplasty Device

10)  Pacemaker Programrer

11)  Percutaneous Conduction Tissue Ablation Electrode

12)  Replacement Heart Valve

13)

Vascular and Arterial Graft Prostheses
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1)

Tdn fio W1AN
1)
2)
3)
4)
5)
6)
7)
8)
9)
10)
11
12)

Endosseous Implant

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

Faangsunlduazdasnssunanadn

1)
2)
3)
4}
5)

Tsawenuna
1)
2)

Uszamine
1)
2)
3)
4)

Absorbable Hemostatic Agents

Artificial Skin

Injectable Silicona

Implantable Prostheses: chin, nose, cheek, ear

Sutures

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

Implantable Vascular Access Devices

Hydrocephatus Shunts

Implanted Intracerebral/ Subcortical Stimulator

Implanted intracranial Pressure Monitor

Implanted Spinal Cord and Nerve Stimulators and Electrodes
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ghenanfuazusiaring,
1) Cervical Dilator
2)  Chorionic Villus Sampling Catheter, phase 1 {pregnancy continued to term)
3)  Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine device
(#JD) and introducer, and sponge

I INen
1) Extended Wear Contacts Lens
2)  Intraocutar Lens {investigations subject to 21 CFR 813)
3)  Eye Valve Implant
4)  Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfiucropropane

1) Implantable Prostheses: ligament, tendon, hip, knee, finger
2)  Bone Growth Stimuiator

3)  Calclum Tri-Phosphate/Hydroxyapatite Ceramics

4)  Xenografts

Fadinen
1) Hyperthermia Systems and Applicators
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13)
14)
15}

Bio-stimulation Lasers for treatment of pain

Caries Rermoval Solution

Daily Wear Centact Lenses and Associated Cleaners and Solutions

Dental Fitling Materials, Cushions or Pads made from traditional materials and desighs
Denture Repair Kits and Re-aligners

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

Externally worn Monitor for Insulin Reactions

Jaundice Menitor for Infants

Magnetic Resonance Imaging (MRI) Devices within specified physical parameters
Menstrual Pads

Menstrual Tampons of “old” materials (used prior to May 28, 1976)

Non-implantable Male Reproductive Aids

Ob/Gyn Diagnostic Ultrasound {within specified parameters)

Transcutaneous Electric Nerve Stimulation (TENS) Devices for treatment of pain
Wound Dressings, excluding absorbable hemostatic devices and dressings
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(Investigational Medical Device Checklist)

felasanisiae

(LT R oot OO OO OO OSSOV PP PP PR PRSP OOeS
(BANEIE) oo esser om0 88
FHALATINTTIVE © cereeereeererersesssseesmsesessersssss s remsecsesinsssssssnss

VAT ATINTTATEL oo oerereeeses s osesssssses oo

Part 1 Basic information of the medical device

Name of Medical device | ...

Type of Medical Device D Non-in vitro Medical Devices

D In Vitro Diagnostic Medicat Devices

D Others ...

Name of Manufacturer

Marketing authorization l:] In foreign countries (specify)..........
[ ] in Thailand

D Not permitted yet

If authorized by the Thai FDA FDA Registration number or relevant information

...... Name of Distributor in Thailand ......

Details provided

(a) Device specification ® Specification

D Yes D No

® Operation manual

D Yes l:] No

® Safety information in animats and humans

D Yes D No

(b) Operation Manual
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(Investigational Medical Device Checklist)

{¢) Literature on the safety in

animals and hurnans

Claim/ intended purpose according

to manufacturer

if custom-made in the Faculty of | ...
Medicine or other institutes please
specify the existing device that is
used as a model for the

development

Type of study D Exploratory/feasibitity/pilot study*

L—_l Pivotal study*

*Pjlot study seeks safety data in a limited number of participants and possible benefit

**pjyotal study seeks safety and performance to support claim according to the
manufacturer. It provides statistical analysis including sample size determination and a
clear statement of endpoints. Clinical data will be used for submission to FDA for

marketing authorization,

Part 2. Risk classification

Level of study risk according to US D Non-significant risk device study

FDA
D Significant risk device study

Risk classification according to ASEAN [:l Class A- Low risk
Agreement’
: D Class B- Low-Moderate risk
D Class C- Moderate-high risk

|:| Class D- High risk
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(Investigational Medical Device Checklist)

Part 3 Clinical investigation

Reason for investigation

D To obtain clinical data for registration of Medicat device to Thai FDA

:] To obtain Thai FDA permission to import medical device

D To obtain clinical data submitted to US FDA

To obtain clinical data submitted to the regulatory authority in EU/ASEAN

countries

:] As a requirement of post-marketing surveillance or interesting data (e.g,, user

satisfaction)

'Information Sheet Guidance For IRBs, Clinical Investigators, and Sponsors. Significant Risk and Nonsignificant
Risk Medical Device Studies

fnttn:/fww fda sov/downioads/Resulataryinformation/Guidances/UCh126418. pdf

T ASEAN Medical Device Directive [https://asean.org/wp—content/uploads/zo16/06/22.—September—ZOlS-ASEAM
Medical-Device-Directive.pdf]
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