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Administration, U.S. Government Printing Office via GPO Access

8.2 Web site: Thai FDA. (3aain3asilounme 3 na
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AF 01-11/2.0

Uttaradit Rajabhat University Example of

Research Ethics Committee

NON-SIGNIFICANT RISK DEVICE STUDIES

NON-SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF NON-SIGNIFICANT RISK DEVICE STUDIES

1 OO0 O Od

(I

Ny [ [ Ay A

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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AF 02 -11/2.0

Uttaradit Rajabhat University Example of

Research Ethics Committee SIGNIFICANT RISK DEVICE STUDIES

SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF SIGNIFICANT RISK DEVICE STUDIES

General Medical Use

D 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

N O B

High Frequency Jet Ventilators (greater than 150 BPM)
Cardiovascular

[] Arterial Embolization Device
] Artificial Heart (permanent implant and short term use)

[J 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

Implantable Cardioverters

Laser Coronary Angioplasty Device

Pacemaker Programmer

Percutaneous Conduction Tissue Ablation Electrode

Replacement Heart Valve

OO0 OO0 -d-doodod

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

N I oy s Y Y [y IO I B

Peritoneal Shunt

General and Plastic Surgery

[J Absorbable Hemostatic Agents
L] Artificial Skin

[] Injectable Silicone
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[
[

Implantable Prostheses: chin, nose, cheek, ear

Sutures

General Hospital

[
[

Neurology

(N I B

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

Implantable Vascular Access Devices

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

[]

(I I

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

(N O O B

Radiology

[

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

Xenografts

Hyperthermia Systems and Applicators
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AF 03-11/2.0

Uttaradit Rajabhat University

Research Ethics Committee

Reviewer Assessment Form

for Medical Device

Protocol number Title: (lne)
(English)

Reviewer’s Name

Primary Reviewers

[yt [T [ ] Full board review

Item for review

B | NA | A=appropriate, B=Inappropriate,
NA=Not applicable ysneaailsiifieatos

Investigator’s Qualification: (nM15¥i1338tigfulAsasiiaunnd Pl fadl
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

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......oveeeeeee e )

Vulnerability

Njpo| b A

Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

(‘ﬁm3mﬂua'uuﬂizmumwammﬁuaau)

7.3 Acceptable treatment available

8.

MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

9.

Others (Advertising, CRF, etc.)

Medical Device

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

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) dauuUsznauvadtanadns (ICH GCP 4.8.10)

Opinion/suggestion

=1 a ° @ o { ' a o
1. Lﬂﬂﬁﬁiﬁagaﬂq°ULLQ\‘1/EJS‘U'1Elﬁ'li/ii‘l.li]"lﬁ’lﬁ&lﬂiﬁL"lsll'li?&lﬂﬂi?’\]ﬁl

(Information sheet)

NA

A= appropriate, B= Inappropriate, NA= Not
applicable mnsauiThiietemielised

1.1 HMUpEesagyiinisive

1.2 mwnlddlade

13 fdeanussyindunuide

1.4 weranoraadaslasudglndrsululasiniside

Y

1.5 JngusrasAvedlasniside

1.6 uuaaadasinswlulasansivy

1.7 Fallumsnasduasegitninide

1.8 szgvaioraadnsusazauazieseglulasnisidy

1.9 wausyleviimninagiintuann1sivesneed@@insinenss
wae/vioUselevisoyuy / dan / inAnugivl

1.10 anudes anuldaune iseanuldayain Aenainduuwn
oanasins Tunsnslulasensive

1.11 madenusenszuiunisinwrdu q lunsdifienaradaslddisiulu
1AT9N15398

1.12 aslAduraweaniun1e nsdenal andldazein llaute was
ya a a o v Ay aa v i v
swlendely annisfenanadasdnsiunside 35asiuazianiil

1.13 mMslinsSnwneuiavseny Wellnnudeviensasunsie
MARINATINY

1.14 unaaduniise wazandunginlun1svinide

Q

1.15 n19ideneiugaaniazdesiinisveniuBuseuuasiin1 sl

AUTAwAEIU genetic counseling

1.16 mMsveLiuiegafimaeaInnsivy warszesnaiiuien1snga
duduluewan wiaensinwilmlluswian fesfinsveruduseuiie
\iusheteiinde uinsldmedraiuasdes Budedinmenssunisaiusssy
MANTN

1.17 ypaauazngalnsdin faunsofndeldnasn 24 Falus Tunsdl
foaadesiinmanisaldulifisUszasd

o v A

1.18 MUNgLaY NS AMNATNIUAMENITUNITRANTANTSUTITUANTIE 7

v a

paaAsaNIsaRnfenstiiveseasauy

mndinsufuaildduluaudeyaluenansviu
A13150509 UL )

1.19 fenansdeyas aduiimuzdmsuinery 7-12 Y

o o v & ! 9 A o v,
(dnedmsudnlugieneiainaniiazdilale)

2. NidauanLInUNBUEaNLT3IUNT5IVE (Consent form)

Y

2.1 fdeau “oranadinsidasenasuias vienaudianlasinisive
diolaile Tnglifinalag donissnwmeiuianiaisazlasunuunssiu wse

goudenausslevilan Asazlasunmuans”

2.2 YUIANMISnwANUGuYeslayaineItueaaling

2.3 Aumzauveen1saeuulaeid13mnTIde uag/vmie funulag

FRUAIBNNNY

2.4 ANUMINEANTDINTITUANIAINEULOUYDIELTTINNTITE LA

aansaeukazideuls
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2.5 AMUMNIZANVBINTZUIUNITVD assent WagN15AIUIN dIMSULAN
918 7-12 U

Decision: Risk/Benefit Category

[ Research involving not greater than minimal risk.

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

[ 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.

(] Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the

health or welfare of children.

dyunan1sNasaNn 1 $uses d99189uANi1mnTI
O 2 vsuugudluitesuses L] nn 3 ieu
[ 3 Jsulgudlowazdidnfinnsanin L wn 6 witeu
L4 liguses L] Gugnns3de vdoliiiu 1 3

Reviewer’s signature ...

( ) Date of review

nee gunsainiiauldesgs (Significant risk medical device) nungfisgunsalfidanudsonsidedindetluly
Janudsssanisiinauiniseg1easdletlUly desendenisundavselveiuisusenniiadesiunisideddn was/

W3RANUANMINNUANTLINQUNTAILLY (WIN9asessIuN v luauluUsemelng w.a.2550 i 42)
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AF 04-11/2.0

Uttaradit Rajabhat University

Research Ethics Committee

Pl Self-Assessment Form

for Medical Device

Protocol number Title: | (lne)
(English)
Reviewer’s Name Primary Reviewers
st (o (3@ LI Full board review
B | NA | A=appropriate, B=Inappropriate, NA=Not

Item for review

2 ' 1Al o
applicable nungaaliieados

Investigator’s Qualification:

°o aw o o o A ¢ y_
N1INIYLNYINULAIDINBUNWNY Pl QDI
GCP Training

Protocol

Opinion/suggestion

1. Research value / merit

2. Research validity

2.1 Good rationale

2.3 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

Risk (10 WNOM ... )

Benefit (10 WHhOM......ooecicceeeee e )

Vulnerability

Njo| oA

Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process(Wa15INTEUIUNITUBAIY

PERM)

7.3 Acceptable treatment available

8. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

9. Others (Advertising, CRF, etc.)

Medical Device

Y=Yes, N=No, NA=Not applicable “#18AIU
IliReteuiselifed

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
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3.1 Non-invasive

3.2 Invasive

8.  Risk of the Device

4.1 Non-significant risk

4.2 Significant risk*

ICF (Informed Consent Form) dautsenauvadtanais (ICH GCP 4.8.10)

Opinion/suggestion

1. enansdeyadrFuas/esuredimivetaiaiasnidisounisive

(Information sheet)

NA

A= appropriate, B= Inappropriate, NA=Not
applicable wngauldiietes

1.1 HMUpEesagyiinisive

1.2 arwilgdntadng

13 ffenuszyinduniide

1.4 weranioraadaslasudglindrsululasiniside

1.5 dnguszasdvedlasinsidy

1.6 $1nueaainsislulasnsIvy

1.7 AFanfiunmsniasuiRsegiinsinide

U

1.8 szeziafionaadnsuwiazaulzieteglulasinisidy

1.9 wausglevinaininaginduainnsisedeatanainsinense

wag/viouselevisoyuyy / danu / Rarnuiinl

1.10 anudes anuldaune iseanuldayain Aenainduuwn

oanatias Tunisidnsinlulasanisive

1.11 madenuienszuiunsinedu q lunsaifienaradasliddisuly
1ASINITINY

1.12 mslkusaweaAAunie n1sdenat andldazain ldauty way
swlandely ann1sfienaadnsidisinnsive 3nsliuagianfili

1.13 MSWNsShwneIuansem1vave  Wadanudenevsedunsie

AARIINATINE

114 unaadunuidy wazaandunsaulunisviiide

1.15 n19ideneiugaanizdesiinisvenuBuseuuasiin1 sl

AUInw AU genetic counseling

& o A& a o P
1.16 N15voLiufIeg 19iManaINNITITY warsreIaiuion15nsI9
wWininluauien vseensanunindlusuiesn desinisveninudugeuiiie
Wusegeimde winisldsegruiuazdes Suseddinuenssunisasesssy

fNATEUN

117 ypeauaznealnsdn faunsofnseldnasn 24 4alue Tunsdl

firanadasiinmanisalduliifisUseasd

o v A

1.18 MUNgLaY NS AMNATNIUAMENITUNITRANTANTSUTITUANTIE 7

% a

aanadAsENNTaRnRanstiivesaasyy

mnfinsuuaildduluamudeyaluenans

AUENHNTOFDITIULAT s )

1.19 flenansteya atuiimungdmiuinery 7-12 9

(dnwdmsuiniutiseradinaniiavidile
16

2. MisHaLEANLINUBUBDNLT1SAUNT5IFE (Consent Form)

Y

2.1 oAy “oranadnsidasefiazufias vionouinnlasin1sidey
dielanle leglifinale senssnwmerviafinasazldfunuannsgiu us
~ o vo, s a,
godenauselovilag Misagldsunudns

2.2 YaUAMIShwmANuduveslayaineIiveaading
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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.

[ Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the
health or welfare of children.

Investigator’s Signature ...
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Standard Operating Procedures (SOPs)
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