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fegruasasiianansunndiasinuniitanudesios
NON-SIGNIFICANT RISK DEVICE STUDIES
EXAMPLES:

® 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
EXAMPLES:

General Medical Use

Catheters:

® Gastroenterology and Urology — biliary and urologic
® (General Hospital - long-term percutaneous, implanted, subcutaneous and intravascular
® Neurology - cerebrovascular, occlusion balloon
® (Collagen Implant Material for use in ear, nose and throat, orthopedics and plastic surgery
® |asers 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
°

Cardiology - diagnostic, treatment, transluminal coronary angioplasty, intra-aortic ballloon with

control system

Artificial Heart, permanent implant and short term use

® (Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices
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® (Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous, antitachycardia,
esophageal
® (Cardiovascular/Intravascular Filters
® Coronary Artery Retroperfusion System
® DC-Defibrillators
® |mplantable Cardioverters
® | aser 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

® Fndoscope and/or Accessories

® [xtracorporeal Hyperthermia System

® ExtrocorporealPhotophersis System

® Extracorporeal Shock-Wave Lithotriptor
® Kidney Perfusion System

® Mechanical/Hydraulic Impotence and Incontinence Devices
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® |mplantable Penile Prosthesis

® Peritoneal Shunt

General and Plastic Surgery
® Absorbable Hemostatic Agents
®  Artificial Skin
® |njectable Silicone
® |mplantable Prostheses: chin, nose, cheek, ear

® Sutures

General Hospital
® |nfusion Pumps: Implantable and closed-loop, depending on infused drug

® |mplantable Vascular Access Devices

Neurology
® Hydrocephalus Shunts
® |mplanted Intracerebral/Subcortical Stimulator
® |mplanted Intracranial Pressure Monitor

® |mpalnted 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
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Ophthalmics

® fExtended Wear Contacts Lens
® |ntraocular Lens (investigations subject to 21 CFR 813)
® Fye Valve Implant

® Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoro propane

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

® Xenografts

Radiology

® Hyperthermia Systems and Applicators
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3. nmrn/anean (Inclusion/ exclusion criteria)

3.1 vihliaesiuindenstefisssu

(Assure fair selection)

3.2 @N150MaUAINNNITY




ARIZNTTUNITATEFIIUNTITE LU BE

T59ne1U1atIuLNg (89ANTITUNYL) BGH REC 07/v02.0
& >
n Banphaeo General Hospital Research Ethic Committee
C D . f a 1%
U nsRasanlasssenideisatuiaauasiaiesiionamsunnd | Ul 1 #a1aw 2566

Review of Medical Material and Device Study U1 16 Y09 22 Ui

(Answer research question)

3.3 eatesiunguides (Concern about risk group)

PR TR (R [ o1 K OO )

U589 (UTELOBUADLAT v )

Auls1zue (Vulnerability)

NS |ul e

Wiuns¥nwianuasnsy (Additional safeguard)

7.1 nmssuenanasdasivungay

(Appropriate recruitment)

a I3 £ o
Uszifiulasenis (Protocol) ANULAU/VDLEUDLUL

7.2 As¥UIUNISYRANNBUBNDE 1B INE

(Adequate informed consent process)

7.3 finms$hwnduiseusu

(Acceptable treatment available)

8. YoRNaINSEIRI9819TINN/UVOANAINITHNIINI
ARIN(MTA/CTA (Material Transfer Agreement/

Clinical Trial Agreement)

9. 3w (Wumshinthelawan, wuuduiindeya)

(Advertising, CRF, etc.)

Y | N | NA | Y=Yes, N=No, NA=Not applicable

=] '3 . o
wn3aslauwnng (Medical Device) Coiadl p el CLam e
wneaudnliineatesselidesdl

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 rick

4.2 Significant rick*
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nslinnudusenlaslisudeyadiuusznauvesienars (ICH GCP 4.8.10)

< v
AULAL/UBDLEUDLLUS

1. enasteyarmduayesuiedmivaraadasiidisaunside

1.1 hieSesfiagyhnside

1.2 awnlgdntadng

13 Idemusyyindunuide

1.4 wenafionanadaslasulalndiululasinmside

1.5 dnguszasdvedlasenisidy

1.6 nuerd@radasinlulasansive

awva 1 v

1.7 Wauiunisiaguidderiinsinive

1.8 szgzafionanadasudasaulzdeseglulasiniside

1.9 wausylevufa1n3nagind uainnis3iseuseoidanalnsg
Tnunsauay/Mieuselevideyuyu/dany/

Aina w3l

1.10 anudes anuldaune wsernuliazain fenaindu

wigenaias Tunisdnsalulasanisise

1.11 yudenusonszuiunissnedu ¢ lunsaifienaadasly

iWrswlulasenside

Uszifiulasenis (Protocol)

< k73
AMULAL/UBLEUBDLLUS

1.12 msikuraweaALAune nsdenan anuldagain la
aune wazselaAdell anmshienanadasidnsinniside 38

TAwazaniils

1.13 n15WANNsSnwmenuIanserway W edanuderiense

FUNTIEMANIINNITINY

o

114 unasduyuide uwazandunsulunisinide

115 my3demeiugeansazdodinisvenuduseunazinigl

muUsnwieaiu genetic counseling

1.16 n5vaLiumied19udaaInn1side wassresanfiu
Wensasauiidlusuian wieiianisaneludluouian feedl
AsveANUBULaLiaLiuieg 1 imas winisldiieg1aiuazdos

U509 liANYNITUNNTIIIETTUNAN TN

1.17 yarauagnuneaynsdny fanunsadnsieldnasn 24

Filus TunsdienanadasinmsnisalsulifisUsvasd

1.18 ymneadlnsAmyid1inuAmenIIUAITAITNIDI85ITUAT

ANy v a

398 Neaadnsanunsafnrensaiiveseseu

mniinsufoanldidulunudeyaluenans

MUENHNTD5 0 IULA s )

1.19 flenansdoya avuimanzdmsudineny

v ' o o & 4 o 2,
(w19 dmsuianfiazidlale)
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7127 ]

2. vilsdaudanaanuduauitnsiuniside (Consent form)

2.1 fdeany “eranadnsiidaseiivzUfias viionoudian
Tasansideudlelafdls Tnglifinalag senissnwineunaiinises

Iosumunnsgiu viegadenaustlewila 97

2.2 YU sinwmanuduvesteyaiiedivetaading

2.3 amumngauvesnsanulagiinsiunsidy uag/vse

Hunulagveumengvng

2.4 ﬂ’ﬂllL‘Vm’lSﬁll‘i]@Qﬂ?iLLﬁﬁﬂﬂ’J’lﬁJguﬂEJJJ‘U@QE;I:L%WSI’JMﬂ’ﬁeﬁ]’ﬂ

Ao ' a P
Alalanunsasunazidould

2.5 AMURUIZENVDINITUD assent kagn19a9uIu (Lﬁﬂﬁﬂq

7-18 V)

msdndule: Ussananuidss/Usslend (Decision: Risk/Benefit Category)

av dad v

nadefinetesiummidssiisudntes (Research involving not greater than minimal risk.)

Oasiseflidertostuanudsannniuniuslduanidsslonidesaatasinensiluowan (Research involving greater than

minimal risk but presenting the prospect of direct benefit to the individual subjects)

D aw o a Y o = ' a "84 = e o 1o <, P o P 9
mMyenedesiuanudsinniunfuaslildiuandasgloviseeaalinslaonsduewan undenululldinasdanuiinesiu
SosrnuRinUsnivisennvvedlsaveseraasinsluldiuiuisaudugld (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)

a & S L
Uszitiulasenis (Protocol) AULAU/VDLEUD LU

[] nMReniideegnilsnanmnsafiguilindenanazidila, Jesiu vie ussmdgmieussilnansenudequain 3o alafnmau
& 1A I . . .
Wuegnaveadn (Research not otherwise approvable which presents an opportunity to understand, prevent, or

alleviate a serious problem affecting the health or welfare of children)

agunans [ 1 Suseslagligomudle desreauauinmih
v L 2 Susewdaudlauds [ v 3 iieu

[ 3 uflawdodiufinnsantl [ N 6 Loy

L a4 Tisuses [ fugnmside vielsifu 1 9

< v a
mawunssumsgﬂs:mu ..............................................................

FUTTIUTIIU oot e e enesas
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MANUIN 3 AF 07-03/v02.0 LuunasuUsziliulasesnanisideiasasilounndlagside

T5aNgIUIA UL (BIANTITURIVU)

4 a 1 a o = = Ya v
LL‘U‘UWE]’iSJ‘Ui%LSJuIﬂ’N’i']\‘iﬂ’Ti'JQEJLﬂ’iEJ\iSJE)LLWVIéIﬂEJEd'JQEJ

(Self-Assessment Form)

mnoanlazims | telassmi(ine)
............................. (English)
YorAdenan
2413
A | B | NA | A=appropriate,B= Inappropriate, NA=Not
Uszlaunnansan applicable nu1aa1u3laiigadansaly
% IS
foel
— e n15vin3eLATaslannNg Pl faedl GCP
AMANURYRIE Y

Training

AR AT

o

AURINNTOUTH GCP

Uszdiulaseanis (Protocol)

< v
AMULNU/VBLHUBLLUS

1. AA1Y9991U33Y (Research value / merit)

2. ANUgNABILALIANAYDNNUIRY

(Research validity)

2.1 wanmsuazivgna(Rationale)

2.3 myvenuuULazszidsudsive (Appropriate design and

Methodology)

2.3 wANguiieg s (Sample size)

2.4 ATIATIEAINNGEDR (Statistical analysis)

. namiAna/Aneean (Inclusion/ exclusion criteria)

3.1 hbiwediudndenatefisssu (Assure fair selection)

3.2 @1W130MRUAINININE (Answer research question)

3.3 Agtesiunguidss (Concern about risk group)

= a '
B NI I (= TN oL A )

. Usle9t] (UTELOUURBLAT oo )

. ANMUUTIEUNS (Vulnerability)
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7. WiunsdnwanuUasade (Additional safeguard)

7.1 nmsfuenanadinswiunzau (Appropriate recruitment)

7.2 ASEUIUNSVOAIILTULDUDLILNEIND

(Adequate informed consent process)

7.3 fimssnuduiiseuiu (Acceptable treatment available)

NA | A=appropriate, B=Inappropriate, NA=Not
Uszifudiiansan applicable nuneaui1liisadawsoly
Howl
8. YonnaInN1sasiiet1stInIn/donnasn1sviniven1enadn
(MTA/CTA (Material Transfer Agreement/Clinical Trial
Agreement)
9. E‘iu‘] (Fumsandielawan, wuutuiinteya (Advertising, CRF,
etc.)
NA | Y=Yes, N=No, NA=Not applicable

1Asaiaunng (Medical Device)

yu1eanNIldingadewiselifasd

5. Imported

1.1 Certificate from Thai FDA

1.2 Detailed Description of Medical Device

1.3 Certificate of Free Sale

6. Product of Thailand

2.1 Detailed Description of Medical Device

7. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

8. Risk of the Device

4.1 Non-significant rick

4.2 Significant rick*

nslianususeslagldiudayadiudsznauvasanais
(ICH GCP 4.8.10)

< v
AU/ VDLEUBDLLUS

1. enansdeyaituayesursdmsvanaatiasiidnsiuniside

v v A A ° a o
1.1 MUDLIDINAENINITIEY

1.2 nwaladntadne

1.3 fdemuszyindunuide

1.4 wnnanoaadaslasudgidrsululasnmside

1.5 ngusvasdradlasanside

1.6 Fupraatasnnswlulasensive
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1.7 FdnflunsnasuiRsieriinsinide

1.8 szgzhamoaadnsudazaulzdeseylulasinisive

1.9 waUselewifiannninasiinduainnisiseneanaidins

Ingnsauay/MieUseloviseyusy / dax / innusl

1.10 anuEes anuldauie vseanuldazeain fiena

Wnduwnataadas Tunsitsinlulaseniside

1.11 madenuisnseuiunssnwau o lunsaifionaaing

liululassnsisy

1,12 MslASueaeAAunIe nsdenan anyldazain
ldaune wagsrelandely nnsNenatadasinsiuniside

FBnshiagraanind

Uszihunnansan

NA

A= appropriate, B= Inappropriate,
NA=Not applicable vu18a2112 114

o v = YA
Weatesnsalifodl

1.13 MSWINSSAMINeIUNansemTaLe  Wedlanudeniense

FURSIEMANININNITIVE

1.14 uaadunuidse wazanvunsiulunisinide

q

1.15 myidemeiugmansagdesiinisvennudusaunazinis

TAUSnwAeniu genetic counseling

1.16 N5VOLIUMIBENUERINNAITITY warsEaELIATLAY
Wiansasiaisinluaunns wisewensAnwilvalusuian das
dnsveaudusauiioifiudlegnafinie win1sldalegnatiu

A9 JULIIANEATIUNITISEEITUNINTAN

1.17 ynrawazmungaulnsing fanunsafeselinaen 24

il TunsaitenanasinsiinmenisaldulifisUssasd

1.18 MU"8LaVINSANI 1IN UANENTTUNITRANTUISUETTY

a

ATI98 NenaalAsanunsafnnansalvasaasay

mnfinsuuanlidulumudeyaluenans

' v a val
YUAN1505058UAR e )

1.19 flenanstoyaatuivanzdmiudine1y7-12 I

1% ' ° v & A v v,
(dnwndnee) drusuaniazidilale)

2. MilsFoudneanuIdueantdnsaun1sIve (Consentform)

2.1 fveay “onanadnsidaseiazufias v3enaufI9n
lassmsidedlelanls Iagliinalag senmsSnwmeuiadiaasa

losunuansgiu visegadenauselevila 9

2.2 ma‘umems%’ﬂmmmé’waﬁm&aLﬁmﬁ’ummaﬁﬂs

2.3 ANumNIgaNveIn1Tauulaglii13Iun1TIvY wag/

38 unulagyeumengvuneg
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2.4 AIMNNZANYDINTUAAIANTUEBNYDIIIN1TINNNT

aw a1 | a P
Ieldanunsaaunazideuls

2.5 AMULANNZENTBINITVD assent WAZNITAIUIN (Hinoy
7-18 ¥)

nssinaula: Ussianaanandes/uselewi (Decision: Risk/Benefit Category)

Lns3denifendesiuanuideaiiesdntias (Research involving not greater than minimal risk.)

aw oA P Y N ' a My = 61 o . .
Umsdeinsdestuanudsannninduslivansielselovireaaatnslinensslusuinn (Research involving greater than

minimal risk but presenting the prospect of direct benefit to the individual subjects)

Lmsidennedesiuanudsannninnfuaghilduansdssslovirenraadasinonsidusuean ualanundullifesiemmg
WeriusasnuinUnivienirvedlsaveseanadnsluldiuiiienudunled (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] msideiniifeeswiaiiannsaiguildddenaiazdila, deatu wie ussimigmeussifinansenuseauam wie alafam
mmLfJua&ujﬁﬁmaﬂLﬁﬂ (Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate

a serious problem affecting  the health or welfare of children)

< ya o
AILYUR VY .

Tununau




