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PSRU
EC

Pibulsongkram Rajabhat University Example of
Ethics Committee NON-SIGNIFICANT RISK DEVICE STUDIES

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

o Wound Dressings (excluding absorbable hemostatic devices and dressings)
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PSRU
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Pibulsongkram Rajabhat University Example of
Ethics Committee SIGNIFICANT RISK DEVICE STUDIES

SIGNIFICANT RISK DEVICE STUDIES

EXAMPLE OF SIGNIFICANT RISK DEVICE STUDIES

General Medical Use

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

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




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

u Implantable Prostheses: chin, nose, cheek, ear

= Sutures

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

10
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AF 03-11/1.0

Pibulsongkram Rajabhat University

PSRU
EC

Ethics Committee

Reviewer Assessment Form
for Medical Device

Protocol number Title: | ()
)English
Reviewer’s Name ET;?EZ%Z'%VEE O Full board review
A B NA | A=appropriate, B=Inappropriate, NA=Not applicable

Item for review

oAy A vy A
mnganuldinerdemseldfedl

Investigator’s Qualification: (M3¥i3deiieafiuiA3asiiouwnnd Pl fosll 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

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (t0 WhOM...covcercerscrrcnrnns , risks by nature and expected events i.e.

physical, psychological, financial, social, etc.)

5. Benefit (to Whom......cccccveevecvirnnne. , both direct and indirect)

6. Vulnerability

7. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process
N5UN) Tudunsyuiunisveauduee(

7.3 Acceptable treatment available

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

9. Others (Advertising, CRF, etc.)

Medical Device

NA

Y=Yes, N=No, NA=Not applicable vingaarilsiifeates
yislaifodl

1. Imported

1 . 1Certificate 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) dquusznauvasianans )ICH GCP 4.8.10(

Opinion/suggestion

o a o o § . a o
1. L’e]ﬂ?l’]‘i“illilgaﬂ’]ﬂtmi) asUgdmsUDdalAsAEN139UN15398 /Information

sheet)

NA

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

1 hieSesiagyinside 1

1 .mwiildidnlade 2

v & ~ o
.mammszmnﬂuﬁuna 3
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1 ewafionanadaslisudglidisaululasimside 4

1 Ieguszasvedlasinside 5

1 dwuenaaipsiadiswlulasiniside 6

a wa 1 o

ad o a a v v 1 a
1 A';ﬁmmumimsﬂgummagmiam% 7

1 ssznaenaadinsudazaulsesedlulasiniside 8

1 sausylemifiaaiiasiialuanmsidereenaiadnsinenss 9
» . y - ,
uaevieuszlomieyuvw/ / dnu / \ianruilv

1 anudss anwladaune vieanuldagain fienafinluun 10
onanadns Tumadislulasiniside

1 madenvisenszuiunssnwdu q Tunsdifienanadashidisululasimside 11

1 slidueaweadunie madsnan amnaliazain liauie wasselendely 12
MnMsenEaasdsmnside AWnsliuasianiild

1. MsinmsShemenuianiesae  Wellanudemeriodunseniinainnside 13

o aa

Lunaadunide waraaduiisilunsiidde 14

1. meAfemeiugaansazdesdinisvenuiusenuasiinisliduinviieadu 15
genetic counseling

2 o ' a a a o o P a a
1 .mM5reiuMmedefimaeann1sidve tazsseznaifiinuiiion1saaiuiulu 16
awAn vidafiensinulvilueuian fesinsvenuduseuiloiusiedisiivie uing
Tdegnsiuazios Buseslinurnssunsasesssuiansan

L9l lunsdifienanadansiin 24 yarauasmnaaulnsédnd fanansafndeldnasn 17
wgnsaldulaifialseasd

Lysngiavinsdnidninanuanznssunisfiiansanaiesssuniside fienaiades 18 wnfinsufianlidulumudeyaluenansineinse)
awsofndensdiiivesonsuu [CO— Fouseulei
1.7 flenansfoyar aduiivunzdmiuiney 19-U 12 Iau)dmsunnlutisenesinaiiasdilale
= = o2 ~
2. nilsdeusnsanunBusaudniaun1side )Consent form (
2 fideru 1“oEainsidass ez Uies viienousnnlasinsidodielanls tngludl
walag densinumenunadimsgldsunaminsgy vieqydenausslenilag ifaglasy
AUENS”

2 weuwsnsinwanuduvesdeyaisrivenatatas 2

23 anumsnganvesnsawdlagiiniumside wae/mie gunilngveusmengving

2 enumIzaNvesIwanInuBusenvesiliTunAfeiiliaunnsuuendow 4

15

2 . 5ANUMINZAITBINTEUIUNNSTE assent wasnsaIL dusuiineny 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.

aqUnan1siasan [suses 1 deseauanuiimia
(] 2 usuuswiludtesuses [ N 1hiew 3
L 3 sudswiluwasiudinsaniml [ N 1Hew 6
[ Msisuses 4 ] Augans3de videlshiu 1 9
Reviewer’s signature ...
( ) Date of review ...

o A e B

e aunsaififindnandesgs (Significant risk medical device) winefsgunsaiifianudssensdedindiothluld fanudesienisiinniu
fnsegnanadeihluld desendensidavteliuisssamiiedesiunsdedin uay/vioanufinsfionaiaiuangunsaliiug (Wuina

o aw

Sesssunsviideluauluysemealng w.e.2550 nin 42)
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AF 04-11/1.0

PSRUEiT:lsingkrar-n Rajabhat University
EC thics Committee

Pl Self-Assessment Form
for Medical Device

Protocol number (ney
Title:
)English(
. A=appropriate, B=Inappropriate, NA=Not applicable
Item for review NA wneanuhldfetendelifod
Investigator’s Qualification: mavh3deiieafuielasdiounnd Pl ol 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
4. Risk (t0 WhOM...covcercerscrrcnrnns , risks by nature and expected events i.e.
physical, psychological, financial, social, etc.)
5. Benefit (to whom......ccccceveevevverieann. , both direct and indirect)
6. Vulnerability
7. Additional safeguard
7.1 Appropriate recruitment
7.2 Adequate informed consent process(fia15INSEUIUNITVOANUBULBL)
7.3 Acceptable treatment available
8. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)
9. Others (Advertising, CRF, etc.)
Medical Device NA | Y=Yes, N=No, NA=Not applicable vneamuiilsiifeatos
viseliidedl
1. Imported
1. 1Certificate 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) d@auulsznauvadtanans )ICH GCP 4.8.10( Opinion/suggestion
1. Lanms%'agaﬁﬂ%um a5unedmiuananasinsfidniaunisise (information NA

sheet)

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

v v A A o av
1 INVDLIDINENINIGTINY 1

1 .mwiildidnlade 2
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genetic counseling
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Tdegnetuazias HuSeslinuynssunisasesssuiiasan

Ll lunsdifionanadinsiin 24 yanawasnewulnsdne fiaunsofnseldnasn 17
wgnsaldulaifialszasd

1.ua18LavlnsAnsid1dnauaAnenITNN1TRIITUNDSU5ITUNSIY Nenaradins 18
annsofnsensaliifespaiou

windnsuuantidulumudeyaluenansvineauise)
[ Souseuldi

1.7 fenansdoyan atuiivanzdmiuiiners 19- T 12

Tmudmsuinludasengtinaniiasdlale

2. nilsdeudnaanuidugeudisanniside )Consent Form (

2 fideru 1“oaainsidass sz Uies viienousnnlasinsidodielanls lnglull
wala flonsshvmeuiaiinisagldiumunnsg viaguydenaysslonilag Aifisasldsy
AUENT”

2 wpuwsmsinumanuduvesdeyaierivananatag 2

23 anumsnzganvesnsasnlagiiniunmside wae/vie gunilngveusmenging

2 mmmmzamaammammmQuaawaﬁsELEﬁﬁ'a:umﬁﬁaﬁhimmmémuazL%u 4
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2 . 5AUMINZANTBINTTUIUNITTE assent wasnsasL dusuidineny 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.

Investigator’s Signature

Date ... /2 S o

vnewve gunsalifiaudesgs Significant risk medical device (nunefisgUnsaliianudssrenisidedindetluld danu

easanisnaauinisegansiiath iUl fesendunistiidauselieiuisuseaniiieteatunisidedin was vSeanuinisi/

wwINeTsEssIuNsvidEluaulussmnelng) enadinduaingunsaltiug w.A.2550 v 42)




