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ICHGCP 4.1)
5.1.2 maawmematidalddnids (Conflict of interest) voaifitouazdnide
5.1.3 yidennanen (Clinical Trials) f3deudnazdoaluunmeftihuniseusy GCP (Good
Clinical Practice)
5.1.4 mafinwimsadiinvesf3soilalvumeg Aesdlunndviovunuwndilugsiniss (cH
GCP 2.7, WHO Guidance for Implementation, Principle 9)
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5.2.1 Jelasenside (mwlnguaznndingw)
5.2.2 ailogefide
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5.2.6 NMINUIUITINTIUTEIT89 (ICH GCP 6.2.7)
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19) smwuazdayaluenanstussdeyaunfidrialasinsids svfoumnzauiveny
wagAinTYBIAdInS
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7.1 59 Fuvduasd, wssams slvenoy, € willvna, UssanBns; wsuelesssunsyinidely
aywiludsaialve. wamesisssunsiniduluiyedlusunalne wa. 2550, fanined LATUNNY:
Lsefissiquiasnsalumiinende; 2551,

7.2 International Conference on Harmonization. Guidance for industry E6 good clinical
practice: Consolidated guidance [Internet]. 1996 [cited 2015 November 20]. Available from:
http://www.fda.gov/downloads/Drugs/.../Guidances/ucm073122.pdf

7.3 World Health Organization. Standards and operational guidance for ethics review of
health-related research with human participants [Intemet]. 2011 [cited 2015 November20].
Available from: http://apps.who.int/iris/bitstream/10665/44783/1/ 9789241502948 eng.pdf?
ua=1&ua=1

7.4 Council for International Organizations of Medical Sciences. International ethical
guidelines for biomedical research involving human subjects [Internet]. 2002 [cited 2015

November 20]. Available from: http://www.cioms.ch/publications/layout_guide2002.pdf
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Examples 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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Examples of significant risk device studies

General Medical Use

B Catheters

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

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)

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

and neurology)

Tissue Adhesives (for use in neurology, gastro-enterclogy, 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)
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Cardiovascular

Arterial Embolization Device

Artificial Heart (permanent implant and short-term use)

®  (Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist
devices

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

B Cardiovascular/Intravascular Filters

" Coronary Artery Retroperfusion System

B DC-Defibrillators

" Implantable Cardioverters

® | aser Coronary Angioplasty Device

B Pacemaker Programmer

B Percutaneous Conduction Tissue Ablation Electrode

" Replacement Heart Valve

B Vascular and Arterial Graft Prostheses

Dental

| |

Endosseous Implant
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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

AMENTIUNTI3E5TTNNTI8TuNNEd wnAvendewaluladuunadany

NAKUIN 2
AF/02-09/01.0

YU 3 999 5 i

Wi | 223




ABIZNTSNNNSI3BETTUNTIVE TuY e
- & - & SOP 09/01.0
w1 Inenaemalulags1vNInadETy

= s o o ad - g
ﬂ']‘jW"iﬂ‘iEu’lIﬂ'iﬂﬂ'lﬁ"ﬁlﬂlﬂﬂ']ﬂUlﬂiBﬁuaLLﬁﬂﬂ

(Review of New Medical Device Studies) wiil 13 vas 19 wih

AANUIN 2
AF/02-09/01.0
Wi 4 999 5 Wi
General Hospital
B |nfusion Pumps: Implantable and closed-loop, depending on infused drug
B Implantable Vascular Access Devices
Neurology
B 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)

andintroducer, and sponge
Ophthalmics
B Extended Wear Contacts Lens
" |ntraocular Lens (investigations subject to 21 CFR 813)
B  Eye Valve Implant

B Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoro propane
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Orthopedics
® Implantable Prostheses: ligament, tendon, hip, knee, finger
®  Bone Growth Stimulator
" Calcilum Tri-Phosphate/Hydroxyapatite Ceramics
B Xenografts

Radiology

® Hyperthermia Systems and Applicators
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TWaLATINNS Protocol humber

Falasanis (mwlne)

Falasans (Mwrdangw)

§A150111AT9N15 Primary Reviewers
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AMUARLAY
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1. AMAYE491YTY (Research value/merit)

2. AignAvsuazilvnnaress e (Research validity)

2.1 ninmsuasmaua (Good rationale)

sda o

2.2 nseanuuvLasszliiouisidey (Appropriate design and
methodology)

2.3 YuAngumeg N (Sample size)

2.0 NMIIATIEINI9EDA (Statistical analysis)

3. inaaaun/dmean (Inclusion/exclusion criteria)

o e ' = - 2
3.1 lidedudnidenetnefiossu (Assure fair selection)

3.2 @uN30MBUANAY (Answer research question)

33 Lﬁm‘l’fﬂ-ﬁﬁ'ﬂndu {A64 (Concern about risk group)

4, AUEDY (FEADIAT s )

5. Uszland (Uselovdmalas. .o

6. ATUTIZUN (Vulnerability)

7. Additional safeguard
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7.1 Appropriate recruitment

7.2 Adequate informed consent process (fiansnludau

NITUIUNTUBAIUE U BY)

1.3 Acceptable treatment available

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

Agreement)

9. Others (Advertising, CRF, etc.)

Medical Device

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*
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11. Is adverse event serious?

Q No
Q Yes, it is [] Death

[ Life threatening conditions Asasey).______

L] Inpatient hospitalization
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LI Prolong hospitalization
[ ] Persistence or significant disability/ incapacity

[ | Congenital anomaly

12. Is adverse event unexpected?

Q No

Q Yes, it is [J Nature is not consistent with protocol®
[] Severity is not consistent with protocol®

[] Frequency is not consistent with protocol*

NIAHUIN 2
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(* Protocol or related documents such as Investigator Brochure, inform consent document)

13. Is adverse event (AE) related to participation in Yes No Unknown

research? (Qon point number)

Are there any solid literature regarding this SAE? +1 0 0

Does SAE occur after taking this test article? +2 -1 0

Is SAE alleviated after discontinue the test article or +1 0 0

taking antidote?

Does the same SAE re-occur after re-administering the +2 -1 0

test article?

Are there any possibilities (except the test article) can -1 +2 0

cause this SAE?

Does placebo cause the same SAE? -1 +1 0
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Does the plasma level of the test drug reach toxic level? +1 0 0

Are there any association between the dosage of test +1 0 0

drug and the degree of SAE?

Does the subject have the same of SAE when received +1 0 0

the test drug or similar drugs in the past?

Are there any objective evidence showing the causality +1 0 0
of this SAE?

Total score

aneig > 9 : certainly related, 5-8 : probable/likely related, 1-4 : possible related, < 0

14. ammsmeaddnvesenaasing m Jaglu
Q Recovery
Q Improved
Q stable
Q worse
Q Dead
Q Not known
15. Are there any changes in protocol or informed consent due to the SAE?

Q No
Q Yes (Wsnesurn)
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Q No. They have already been mentioned in protocol or related documents such as

Investigator Brochure or inform consent document.
Q Yes. [ Nature is not consistent with protocol*
[ Severity is not consistent with protocol*

[ Frequency is not consistent with protocol*

Numbers of unexpected events..............ccccoomnunnnnnnr.CaSE
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