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(In Vitro Diagnostic

medical device)

(1) Useennd 1 MuN8mINLIN AS09LakNNENTAILLEPN

faa =

(2) UsetAnd 2 Nu18A1N17 RS0l DLNNENTAMUESUIUNAN9TERUAN
(3) Uszbnnil 3 mneAudn insesdleunndiianudssliunaneseaugs
(4) Uszbnnil 4 naneaudn wnsesdlaunndniinimde e
- N581LAS 9L AL NN D12TAUTELANTAUINAIINTIUTLLANANUAS NLN N
e WiinUssinmesesdliownndiudulssunnifanudesgegn

N oA = Yo PR ) A = c v v
- nsalesesilawnnglasuniseanwuulrldsiuiues a9l onngdunIe T
FAUTELANLAS BN DULNNE 7 LTI IUA UL Y LALLENNANITUITAUTELAN

A = &

LASBILBLNNILAAEIUNNS

& o

o A A I3 o i = o =1 v
- nydlinIesllaunndiinguszasanisldunnnimilainguszasavuly i

nUszinniasestlaunndiunuingUszasanisidniiannudesasan

A A fa o
LATDIUBDLLWNYIVYNIN
AALN
(clinical investigational

medical device)

a a ea o a o aa = a Y]
LAS 99U BWNNE N UIUIITENIIAAUN v 8 USELTUAINUUABAN WAL
UseAnSnn tawn
(1) P30l awnng 7 il9lus19n18 Waz/%3 0LA3 a9l auNNG USLLANT 4
(n3osilaunngfNanudssge) lnemludeninifenieadinivg wenain
Tasun1seniu awn

1. w3 esilounnd lasunisussidiunieadin andeyanianding
=1
MERG

2. \w3Blaunndiignaaniuulagmsimuivseusuuuas oilaunme
Tsnelurionanlagnanseiy uaziNEnfoLanILAToauNNY
d' ) 2 ) P P 1Y) . a P ¢
ngnimumseUsulssianumidauny (Equivalent) LA3aailounng
11997°8TU1299a1A WaLABIlANITTUTRIIINAIUNITUANLNTTUNITDINIT
LAZHT VI DUUIITUN bAS UNDUNUIEINNEITNITUAUNENTTUNITOINS
waze (Notified body) v1491ln15UsELUN19ARTA (Clinical evaluation)
YD9A3 995 DWNNE 12190781 UN BINAIAA BILNHINDT AL AAIAINY
ADAARDINUTBNINUANTUAIMNUADAN BLATANTTOULNITYINGTUVD

Y

A 2 & = )
LATDINBLNNENYANAIUIIOUTUUR



http://www.up.ac.th/symbol.php

ARIZNIIUNITATLSIINNTIVE LUy Be
a (Y HREC'UP 11/04.0
NAIINYIRENLLEN
WU nsiasanlasensieneiuesediounnd Suld 15 fiquieu 2568
BWYV 4
STRED: Review of New Medical Device Studies 1K1 13 70 29 K
ANANA AUNNTY

3. lmduuna (Sutures) aunsalifuiianils (Staples) Yangnilu (Dental
filling) aUnsaliadiu (Dental braces) fiulaaw (Tooth crowns) annse
NABA (Screws) A (Wedges) usiuny nsznn (Plates) adn (Wires) v3a
(Pins) fnflu (Clips) vieteste (Connectors) Aildsunisuszfiumendin
mﬂ%’agamméﬁﬂﬁlﬂmwa

4. w3esdlounmdiindnanizsne (Custom-made device)

5. 1a5 paflounng @ msunisIdaduntsuens1an1e (IVD medical
device)

(2) 13 oedounveii i nieduszaunisainisldmiandin (Clinical
experience) You 1 ww3asdouwnnduinnssulval w3 esdiounngflid
1m3g1Ua1Na (Non-standard device)

(3) inFesilounmdindngrunisaddn (Clinical evidence) lsitfissweodiaz
LansANdenAdaItundNNsER A EIfuAIasnfBwarausTauE

ANSVN9UYRUATDIDUNNEN1IARTN

>

ATEUIUNITHAILD ASHANLATDILDUNNILTUNDUNITHAILT LUINNNTEAUAINUNSDUVDY
R ORRIINITE walulagganainnssu (Technology Readiness Levels, TRL) Al
(medical device TRL 0 Idea wulAnlun1sas1ananAsosilownng (Felidn1snaaau)

[
v A

development process) | TRL 1 Basic research 1133gfiuguAnudoyaninunen1sveslidnu
ngEzidouiiigates

TRL 2 Technology formulation AyuaNNTEIv0IMUIANLAZATY
Usgloasil

TRL 3 Needs validation n13ns3aaeuridiuladiudevan
(Stakeholder)

TRL 4 Small scale prototype fuwuuvuiaan TuesufjiRnis

4.1 n1sWgadnanad el Ld9uuIAa (Proof of concept) nune s
nsrUIUNMTReTiLannalnnsvhausenseengrsvesuuafnuanios
4.2 AMTWAIUINANA UM AULUU (Prototype design & development)

NUN8HINTZUIUNITIIVUTIN Design inputs AINUWRAIAIN 9] LNOUINIATI

WUIANNITOONWUUNARS (Product design concept) hagaLiun1svin
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AMUNUY

N3¥UIUN508NWUY (Design process) il aliAnidundnSausiduuuy
(Design output)

4.3 msvageutiieUsziunnulaensiouasUssans imms oaussougves
Hand g A usuuluseduneunisnaaeuluny vy (Preclinical -
conformity assessment) nszuauMshizenldsnagrsindunisniuaey
N1990AWUU (Design verification 1MNAAA U AULUY (Design output)
aonAaeany Design input lawn n1snaaeuluieslfuifinis nismeaeu
nenuAuafulanedininludninaass (Biocompatibility tests)
MIATgiLazdanIsaudes Taufansaaeudu 4 auanasgIud
AUnUANEATIINNTEINSHAYEN NTENTIEEITUEY (8Y.) NVUA
TRL 5 Large scale prototype Auluusuialvg n1snageuluuyve
Joeku sveeil 1 wanfardunvuiidunismegeuluszduneunis
nageulunyweiieanaua (Sufficent pre-clinical testing) gnudnluy
aouiinAanAns uenldSunsTusesnuuinsgIu ee. luninedeaiu
waztlunaaeuluanindswindeud fvua (Intended environment)
Inen13fny 3 Usstan Ao

1. Early feasibility study (first in human study) ®“u1809n15NAADU
wandasilunyudsuiudes esnnidundndueii bingldunis
naaeuluywdneuvde o8 finrsanudiiuiniianudenivozdidy
Aean1sAIUANAiulnaTa

2. Clinical observation study manefis nsnaaeulusyudFruIuni
il o8 Mun dwsundndusinuidssiiunaisreudisgmieniny
Aeaueid

wanf e ieuAsaiagli3ueyymudminglunaia

3. Clinical trial / investigation phase 1 nungfisn1svegeulunywd seoy
71 ﬁm%’umﬁmﬁmeﬁmmlﬁmgq il o8, fue

TRL 6 Prototype system ﬂﬁwmaauiuméwéﬁaqéfu szl 2 Nedeu
Tuannd wandaud mnualilndidesiunsldausinnly (Expected

performance)
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TRL 7 Demonstration system n1snnaoulusyudidesdu szozd 3
nagoulugnun1salass Tussaunoundntsnialesd (Pre-commercial
scale)

TRL 8 First of a kind commercial system N15LA383LONETVE

oy ATunzdsuLuY CDA (Common Drug Dossier) 3o CSDT
(Common Submission Dossier Template)

TRL 9 Full commercial application n1sAna U1z IIrNNUaDAsY
WR10ONENANA

#3UNN59uYae TRL 9 s¥AUAD

TRL 0-3 Idea ﬂﬁﬁ@umaaﬁmmiuazmﬁ%’mﬁugm

TRL 4-5 Prototype N1SWAILILAZNAZDUAULUU

TRL 6-7 Validation n1snsavaeunAlulagnsendnsium

TRL 8-9 Production NMsW&AlkAgna1

7. 1@NE1591984
7.1 ANENIIUNITNGNNATURTEsTIUNMTITeluAL. seileudBatliunisuinsgiuadu 4.0. 2563.
7.2 AnENIINN5IsE5IIUNMTITeTuAL. FBATuNTIIRIgIU aduuTuu 3.0. 2566
7.3 wszsUnygRedesiiownnd we. 2551,
7.4 wszsUygRedesiiownmd aUud 2) we. 2562,
7.5 UsgniAnsEnsansnsae Bos msdaiaiesdlownmdnusedunndes we. 2562.
7.6 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. ANANUIN
8.1 AO27/04.0 nnsfnwnasesdiefiieudeios
8.2 A0 28/04.0 msfnwuedesiefiiniudsgs
8.3 AO 29/04.0 Reviewer Assessment Form for Medical Device

8.4 AO 30/04.0 PI Self-Assessment Form for Medical Device
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UseIAaAiunIsuInggIu

atiuil 1 atiuil 2 atiuil 3
W.A. 2557 W.A. 2558 W.A. 2559
w3valag ATALUNTINNTINIS AEAUNTINNTIAYI ANENITUNNTIIUFITUNTITY
WAndunsUINIFIU FEanfunmsunsgu Tunywd JariIsaiun1sunggIu
Fuiliaue 26 $unAy 2557 13 flunmn 2558 20 §unAy 2560
nunulay ANLAUNTINNTNTY AREAUNTINNTIAYI ANENITUNNTIIYFITUNTINY
WAndUNTUINTFIU Eanlunmsunsgu Tunywd arIsaiun1sunggIu
Fuiinunay 21 WquAnAL 2557 17 funAu 2558 10 Ww18Y 2560
aulinlay AN TENLAY ARSI SENAY AEANTIANTENAY
AU ANUETUAT AN ANUETUAS AT ANEATUAT
LU BEMIVANM NGNS BBMIVANM NN BBMTUANMINENGNEIET
Fuileysia - 1 wey 2558 1 WeeAAY 2560
nsufily USuuguéantes USuduiuunues SOPs USuugadntes
a1 818w 27
Taudaiauaniu
wiaaiuAly WewFoumnunieuvemsve | Leveiusesmnnsgiunis WleU3uUsamemsUiRnuves
FuspunsguMsUfURNuYes | UURuvennenssunisg ANENITTUNNTITEFTTUNM TSIV TN e
ANZNIINNTSTsEsTIuM Il | ASesssunsidelunywd wInerdenzien Widudegiuues
Uywd U InendeneLen uingndonsieuaziield | aenadosfuinmsgiumsufifu
donARDsU FERCAP 713 NECAST uwag FERCAP
recommendation Recommendations
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U539 lUNISUINGFIU (5i9)

atiuil 4 atiuil 5 atiuil 6
N.A. 2561 W.A. 2563 W.A. 2568
w3eulny ANENTTUNNTIIUEITUNTIVY ANENTTUNNTIIUFITUNTIVY ANENITUNNTIIUTITUNTINY
Tunywd davidsadunsuiesgiy | Tunywd dariisadunisunsgiu | Tuayed daiisandunsuesgiu
Fuiliaue 29 funau 2561 1 flunaw 2564 5 Wwgu 2567
nunulay ANENTTUNNTIIUEITUNTIVY ANZNITUNNTIIYTITUNTIVY ANENITUNNTIIYFITUNTIVY
Tunywd davidsadunisuinsgiy | Tunywd daridsadunisunsgiu | Tuayed daiidsandunsuesgiu
Fuiinunoy 31 wosnnAN 2561 15 nINQIAU 2563 7 w1y 2568
auiialay AANTIANSENLAY 389FNANTI19158 FRFNANTINTE
ATHUUNA AUATUAT ATaNNT Narulng ATANNT NaAUnG
AU BBMIUANM NN 23NSUALMNINENGENELE BENTUANINENGuNEIET
Fuitoysia 1 wgAdneu 2561 1 wwey 2564 15 dquigu 2568
msufily Usulsudnies Usulsudntes UFuduiuunves SOPs
91N 27 Wide 11
Tifanudaisusnniy
wiaanudly | ieususuuamnsufiinuues WisUFuusauamensuiiRaures | ileufulssuumanmsufifnures
ANENITUNNTIIYTITUNTINY ANENITUNNTIIYTITUNTINY ANENITUNNTIIUTITUNTINY
Tunyed uninedensien Ty Tunywd umInedensien Tunywd umInedenzien
Hagtunavaenndosiuimsgiuns | Tiilulegduuazasnndeadiunis Thdutgiuiazaenndeiy
URTRI mu NECAST uag FERCAP | UATRua3s inmsgumsufdinu | snesgruiiesusesnanman
Recommendations U89 NECAST ey FERCAP way NECAST wag SIDCER - FERCAP
1Uulunu Recommendations
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The Human Research Ethics Committee of Example of
University of Phayao NON-SIGNIFICANT RISK DEVICE STUDIES
% WA &
e

NON-SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF NON-SIGNIFICANT RISK DEVICE STUDIES

Bio-stimulation Lasers for Treatment of Pain

Caries Removal Solution

Daily Wear Contact Lenses and Associated Cleaners and Solutions

Dental Filling Materials, Cushions or Pads (made from traditional materials and designs)
Denture Repair Kits and Re-aligners

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

female sterilization)

Externally Worn Monitor for Insulin Reactions

Jaundice Monitor for Infants

Magnetic Resonance 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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SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF SIGNIFICANT RISK DEVICE STUDIES

General Medical Use

B (Catheters:

O Cardiology - diagnostic, treatment, transluminal coronary angioplasty, intra-aortic balloon with control
system
O  Gastroenterology and Urology — biliary and urologic
O  General hospital - long-term percutaneous, implanted, subcutaneous and intravascular
O Neurology — cerebrovascular, occlusion balloon
" Collagen Implant Material (for use in ear, nose and throat, orthopedics and plastic surgery)
[

Lasers (for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary, ophthalmology and neurology)

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

Anesthesiology

®  Respiratory Ventilators
®  Electro-anesthesia Apparatus
®  Gas Machines for Anesthesia or Analgesia

" High Frequency Jet Ventilators (greater than 150 BPM)

Cardiovascular
®  Arterial Embolization Device
" Artificial Heart (permanent implant and short term use)
Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices
®  Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous, antitachycardia, esophageal

®  Cardiovascular/Intravascular Filters
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Dental

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

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

Sutures
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General Hospital

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

®  Implantable Vascular Access Devices

Neurology
®  Hydrocephalus Shunts
® Implanted Intracerebral/Subcortical Stimulator
®  Implanted Intracranial Pressure Monitor

®  Impalnted Spinal Cord and Nerve Stimulators and Electrodes

Obstetrics and Gynecology

®  Cervical Dilator

®  Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)

®  Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine device (IUD) and introducer, and

sponge

Ophthalmics
®  Extended Wear Contacts Lens
® Intraocular Lens (investigations subject to 21 CFR 813)

®  Eye Valve Implant

®  Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoropropane

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

" Xenografts

Radiology

®  Hyperthermia Systems and Applicators
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AO 29/04.0

,)Wé'

2
sy

The Human Research Ethics Committee of

University of Phayao

Reviewer Assessment Form

for Medical Device

Protocol Title: | (ne)
number (English)
Reviewer’s Primary Reviewers
Name st [ond 3 L] Full board review
A B | NA | A=appropriate, B=Inappropriate,

Item for review

NA=Not applicable yngaauIlyl
Wentemselifadl

Investigator’s Qualification: (nM3¥in3deiguIAIasliaunnd Pl fasdi GCP

Training)

Protocol

Opinion/suggestion

1.

Research value / merit

2.

Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

w

Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

RiSK (10 WNOM ..o )

Benefit (1O WHOM.......oioeeeeeeeeee e )

Vulnerability

N oA

Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

(RansanludiunszuiunisvennuBugew)

7.3 Acceptable treatment available

8.

MTA/CTA (Material Transfer Agreement/Clinical Trial

Agreement)

9.

Others (Advertising, CRF, etc.)
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Medical Device Y NA | Y=Yes, N=No, NA=Not applicable
wneanuhliiedoudolisod
1. Imported
1.1 Certificate from Thai FDA
1.2 Detailed Description of Medical Device
1.3 Certificate of Free Sale
2. Product of Thailand
2.1 Detailed Description of Medical Device
3. Invasiveness of the Device
3.1 Non-invasive
3.2 Invasive
4. Risk of the Device
4.1 Non-significant risk
4.2 Significant risk*
ICF (Informed Consent form) dauusznauvadandis (ICH GCP 4.8.10) Opinion/suggestion
1. Lanaﬁsa’l’agaﬁﬁ‘i’ﬁwa/a%mﬂa"qw%'uédl’ﬂ:humﬁﬁuﬁt%’ﬂi"sums'“ﬁa A NA | A= appropriate, B= Inappropriate,

(Information sheet)

NA=Not applicable #a18A2117 113

a o = 'y A
LﬂEJ’J‘lJENMﬁ@iJJG]ENﬁJ

1.1 M995049198yN1539Y

1.2 mwnladilade

1.3 ffepusyyinduniide

1.4 wemaiidnsum e lasudgidislulasmside

o

1.5 JnquszasAvedlasan1side

PRI

1.6 F1ugitnsiunsideiidisnlulasimside

wa 1 v Y

1.7 FWenllumsiagidsieritniuide

Sy v

1.8 szzliainsINnTIdeurasauaraeseslulasanisive

U T

1.9 wausglenifia1ninagiinuainnsidesedidniiunisive

Tnense uaz/vseUssloviseyuu / dnu / Ainanuslv

1.10 anuides anuldauiy visernuldazain fenaiaduwn
fi139un15398 Tunsidislulasainside

111 ymudenuionszuiunisinuidu q lunsdfiditnsiunsive

liinsululasenisise

1.12 msbiduvaweaiunig nsdenan anuliagadn luauie
warselanidsly 91nnsndidnsimTiTedhsumside Bnnslives
VAL

1.13 msn1sShwnenunanseaawe Wedanudamense
BUNTITLANIINATINE

114 wdsRuide warandunsilunisiide

1.15 n153emnafiugenansagsiesinsveninuduseuuaziinislv

AUInwneaiu genetic counseling
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1.16 N1598LAUMAIBE19MERIINNITITY wasTeurnaITAuLile
AseaidAnlueuIAn usaen1sAnwludlusuian Aesinisve
Audugeuiaiuileg 19N mae win1sldiieg1aiuardes Susedld

AMENTIUNITITOFITUNANTAN

1.17 yarakarmanglalnsdw Nanansofnselinasn 24 43lus

Tunsdingidnsrunsideiinmanisasulifiasea

P

1.18 vaneiarnsdnvinylea3esssun1side Nidnsiun1side
anunsaRasensiliidefouiou

(mnfinsufuanliidulumudeyaly

LONESVNUAN5050USEULAN )

1.19 fenansdeya aduimugdmsuinery 7-12 9

(Fndmiuanlugitengdinaiiag
wilale)

2. MisHauaNLINUIBUBBNLT13IUNT5IFY (Consent form)

2.1 fideAny “ginTiumsideiidaseiavufias viseneudmain
lassmsidewdlolanle laglifinala q sensinwimeuiaiinsazlasu

o o o vy -
AunnIgL vsegudenalsslevile q Nfwldunuans

2.2 UAMIShwIANNAUYeslayaineIfuginTIuNM iy

U

2.3 AnuwnganveInsaaunulaglinsiunside uag/mie
Huvulagvaumeng g

24 AVUMINEANYRINISWAAIA LB UL BRI TINNT TNl
aansagusazieuls

2.5 AMUNNZANVDINTTUIUNITUD assent hagNITaIUIY

dwmsuineny 7-12 Y

Decision: Risk/Benefit Category

L] Research involving not greater than minimal risk.

subjects.

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

L] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to

yield generalizable knowledge about the subject’s disorder or condition.

problem affecting the health or welfare of children.

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

a ] v v
SFUNANISARTN | [] | fs0q desreauanuinmii
2 sudsauiluiiesuses L w0 3 4dtou
[ w0 6 idtou

0
L 3 Jsuvsudlosasidriionsaning

4 lsiSuses

[ fuganside vielsiAu 1 9

Reviewer’s signature ...
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Decision: Risk/Benefit Category

L] Research involving not greater than minimal risk.

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

subjects.

L] Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to

yield generalizable knowledge about the subject’s disorder or condition.

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

problem affecting the health or welfare of children.
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