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5.8.5 n3lafI9819M1sTInN (Biological materials)
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g & A o« a o &

58.7 msuiiieite Lden wazdsAnnag
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(Selection and recruitment of research participants)
591 nszvaumslunssanuinnedadonenanadiasfiaviunsinlasinisise
59.2 NAMAIARWN
593 naNMsAnoen
5.9.4 NITUIUNIIAANTES WAZLUUANNTDY
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5101 AMUMANEANYBIATADULIIL (Compensation)
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Y v

TasamsidenisunUasanuduaiudy uaznsinewnudureayiusiunside

5.10.3 ﬂ’]‘iVIUVI’JUN’]Gﬁﬂ’]iﬂWiUﬂUENﬂ’]’]SJLﬂUﬁUU(;h LLagﬂ’]ﬁ%lﬂH’]ﬂ’l’WllavU‘UEJ\‘ifé‘\l’L‘U’]i’lllﬂ’]i

398 (Protection of privacy and confidentiality)
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(Protection of privacy and confidentiality)
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5.11.2  wasnisnsiensnluanuduaiuditazn1ssnennudy Tudunaunisadunisiae

WA 14 970 21



ABATUNITUINTFIY URU-REC

Standard Operating Procedures (SOPs) 08/3.0
a a o L4 a s s a I3 1
ARIZNIIUNITAILFTINNTIVE IUNYBE A INede518i)ansane Suitousa
LUINIINISNUNIUAZU T AULATINTGIRY 3 n.A. 68

(Protocol Assessment)

Yy v o

smﬁqmm%ﬂmmammﬁ%’a%’ummmmL'ﬁ'aﬂuﬂmi WATUININIINNTIANTUAY
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5.12  A1SNUNIUNTZUIUNITVBAUBUYDN (Informed consent process)
5121 mIdennszuiumsvernubugenivangauiunquenaadinsuazuunuesnside
1) ﬂﬁiLﬁ@ﬂﬂi%U’Mﬂ’]ﬂﬂ;ﬂT@yjaLLﬁ%‘U@ﬂ’NNQNEJEJiJ AvnzaniuuTunveansg
Fufiun19ide uarndnadesssunideluiyes uau
2) miﬁmsmmzmumﬂﬁﬁayjaLLassuamm@uaaﬂuuﬂﬂaﬂq'mmma:ﬂ’m
RUPREATRN
3) nsvuaumslnveyauazvenmBusesluogurnAdeluraseignn
a) miaqmmmrgﬂﬂmam‘%asJLquimstnaUﬁﬁmmuﬂg]‘wmsJ
5) NMSAIUINVBINY Y
5.12.2 mimmmaﬂmﬁﬁayaLLazsuamm@uaaus‘?aaz(;fawszﬂaulﬂgfmsgagaﬁLﬂmwa
u,azaj’wLﬁuﬁaz‘l,ﬁpglfzj”ﬁ'mﬂﬁ%’a%’ummuLLazﬁm"au"La Fsuvaenanseenitu (informed
Consent Form; ICF) 2 ?ijubLG;LLf{
1) “lillagaﬁﬁ@%‘U’lEJE?’WI%JUE;LGITﬁI’mIﬂNmﬁ{]JEJ (Participant Information Sheet;
PIS)
2) WA aLANIANLB LY 0NN TIIMTITE (Consent Form; CF)
3) LoNanTau 9 1‘7iLﬁsaﬁz}l@qﬁ’umzuaumﬂﬁ%amua IR PRHEIRH

5.12.3  lenansveyamesuigdmiuyiu1siulaseniside (Participant Information sheet:PIS)

1) PINATUNILYDIVBYR
2) amwiflagnaes wazwilane
3) mulszneutasienaisn1slnaruBusen (Consent Form) laglafuveya
(ICH GCP 4.8.10) Usznaume
o huaidesiiasiinigite warTnguszasa
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€

[
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6) naUsylevidfinnnaziintuainnsise deeradulsslovulngnsaun
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7) anudes anyluaune wieanaluazain feaisduunenanadias lunisian
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9) weuANIsINwIMNEUTeBYARY U AlTAT

10) nMslrpmeuwnuduafiums madenar pmnaluagan angluauis uas
579 lnfideld 91nnnsionanasinsinsaunsIve

11) nslunnssnwmeuIanIorvawe ednnudemeniesunsiefiiinain
N19398

12) uvaaiunuide wazsvazidensulsyanm

13) aauislunsiide

18) ranasiasisaseiiazufias vienoufanlasmisitedielafln neluina
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304 Wugnssu 130 Genetic Counseling
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18) MNeLaUNIANNENNUANLNTINNGY NoadtinsaunsaAnnaln

5.12.4 VIUVI’JuﬂizU’mmiﬁJamm@uaaﬂmﬂﬂ%maga (Informed Consent Process) Tn

ASUDIU bALkA

1) nauseens naul e awmesidaszmenmsdinaulannlasansise

2) lunsdifionanatasiluanusnen wag/mialeulaneainszuiunseduis
ﬁga%a (AF 04-05) T uagtenansuiisdouansaniBugon (AF 05-05) p1aluns
Consent 18301d1a@3A5019 LAVl A osszyIMAHALAzAT LTI T ATy
Tassnsiseuarlulonarsveyaresuisdnivonaiataslulasinisise

(AF 04-05)

5.12.5 1a59n153987n09n15908nIUnT 0IUA BULUAINSFUIUNITUNEILTBINITVDAIY
Burenanoranaing vsevesnaunisannduaiednuadnusluenaisuanseny
fugeuveseaatnsoravilamundnnsuuiUiafdmun u 21 CFR 50.23 and
50.24; 21 CFR 56.109 (45 CFR 46.116 and 46.117) uagudnufjsAves CIOMS ail
posuanungralunisve snnululasiniside LLaﬂuLaﬂmﬂﬁ%gaLLfimmaﬁm (AF
04-05) Fen1svesniiuviedsuulasnszuaunsiinanazaedlasunissusesann

ARIENTINNITITETITUMTITeTUNY LY nowSNALTNNTIY

5.12.6 UaNITUINITVRYNLIUNTDLUAULUAINTZUIUNITUNEIUVDINITVOAINUBULBUIN

91@1@uAs (Waiver of Informed Consent Procedure) 45 CFR 46.116 19;Lml

'
= =

1) msiveilaudsmesianasiasiuuinfiuninanudesiisnanadaseslasuly
nsAiiuRaInsUsysn iy wasnsvesnrunsvedusentuluamansEnune
avSuazennumnTuTinvetetanaiins Wlsanglunsdllassnsideiladunis
FTULUVENIUINT %150

2) msideluasnsanseyinlaninmesinszuiunsvemLBuLeNI N EANasTAS
919vp8nuNsaIUILTuaEd NS nYsluleNASUARIAIND UL VDY
91a1a1’AT (AF05-05) UNSAUNS 0¥ 9uu A (Waiver of documentation of
consent) (45 CFR 46.117)
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3) AMeliANUdeIneaIaatAsluniuneNUEssNenaatrsaslnsuly

ANSANTUNINTUTEAIU

8) msaswiuduansdnvasnuslulenaisuansaiufusenvesoanaliag
(AF 05-05) Lﬂusz]}aagaLﬁmﬁL%"auimﬁqé’amvaammmmaﬁm LAYNITAIUIY
Wuanednuwaisnwsly wonasuansmnuduseuveseandsing (AF05-05)
mmL?iaaﬁ%ﬁﬂﬁmmaﬁmmﬂagﬂumazé’umwEJ MAMSINT I lasy

NI ANYAINNEY

waEwn: vnlasensIvelunisnumumueulvisny KLMGﬁ’]LﬁUﬂ’]SﬁQWSﬂJ’]LﬂUiWS
N

Tasansively

5.13 mswumuwans:wwim;mu (Community considerations)
5131 mstszanunudusthgusurdeaniufinnslulasamside
5.13.2 msfisanenuduey Tausssuvesyuy
5133  msinsaRansEvuionTagiatuiuguey warwuamamsUeaty way/viounsnis
nsdmamnifnansenudu (nifeves)
5.14  msaguALiY

[ ada o 2 v a i B . .
5.14.1 \‘I'TIJ'JQEJLL6353LﬁEJ‘U’J%’Jf\]EJQﬂG]EJ\“IG]’]SJViﬁﬂ'WI‘EJ’]FﬂﬁGﬁ (Scientific merit)

5142 SamansznnemnuiAsasnaUszlovy (Risk/benefit ratio) snzanvolu

5143 Usglfunenuasos sy TINE NSEUILNITTIATANBUERN ANLIANEANLALIATNNG
mi@]LLaﬂEj:ﬂJa’lﬁWﬁﬁﬂi ImsLawwmmaﬁmmﬁmﬂiwmq (Vulnerable subjects) fan
s2lu Tnsam9ide anugdssalunisdndenuaznszaivanaatnsludounazngy
Arudsmie Suamefiennanndu mmsmsnsdestu masnsnisguamnLia
UMY ANUTURAYDU maa;ﬁfﬁ’ﬂ LLaw;aﬁfuauu Huau

5.14.4  MIAITUNTLAUANUTULITIVBIANLULEES (Risk categories) nepnanadAsvadlasang

(%
[y Y

338 dvanun 4 seaulawn
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2)
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4)

5145 msagunaiasanuuseenidu ¢ Ussian sl

1)

2)

3)

ABATUNITUINTFIY URU-REC

(Protocol Assessment)

i
a o Y

A mTeivmunfiimesturudeniisndnues (Research involving
not greater than minimal risk)

B. n13398fiA grvestuanudsannninUniualowans fesslovune
p1@1a8ns lnanssluaunnn (Research involving greater than minimal risk
but presenting the prospect of direct benefit to the individual subjects)
C. Mms3seiAsvesiuaudsannninniuazlulauansdsUsslevine
oranasinslaensiluauing Lw{ﬁmmLﬂulﬂvl,e;ﬁ%‘lhmmglﬁ'mﬁuﬁaamm
E?mJﬂavﬁamamaaismaqmmaﬁmlﬂiﬁgﬁus;ﬂaaﬂuﬁu ala (Research
involving greater than minimal risk and no prospect of direct benefit to
individual subjects, Seriskbut likely to yield generalizable knowledge

about the subject's disorder or condition)

'
a v =<

D. ﬂ'm«’uaﬁﬁﬁaawuqﬁawmsaﬁqaﬁl&?ﬁﬂamaﬁ%LGJ’]%, Jeatu nie
U3 “JQJMW;WEJLLiQﬁﬁNﬁﬂi%V]Uﬁi@éﬁ!%ﬂﬁWMgaﬁfﬁaﬂ’mﬂ’mmﬁjuaq“ﬁﬁ%a\‘i
wn (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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1A59N15ITY
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LNBIUTDN

Usudsaunlanaginuiansantvg vanefs g3Teniumubuiansaniung
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ANENIIUNTS VisaTuwatmaNa Tunsainlulaunlumunauenssunis, wugi
wazaelasansITenunly lngiamuinddnanus aganiun1sadasiniside
adukn TN HNUMIUNIWAN RN @FUNANITNUNIULALUN

lasamsidunuseyuluassdaluiveniansan
4) lususes nuneds AuznsTuN1sY lwSusesnisyiniisgluisesivaus

5.14.6 aqﬂmsﬁfmu@miéﬁwmumm513‘1/111’160@%13"3%’&1 (Progress report) AMUsEAUAIN
e AMZNTINNTGY A29EYAATINTATIBIUATANTIRUIYINT I FuAL
Wz aufuanudesmeaiaiaiasiuisanlulesaniside (ICH GCP 4.10.1) sl
s¥8¥17a11UNITAS TIBILATINNIIMUT ALZNTIUNIT TEAIMUANITAITIBIIY
ALY DENIUBEYN 3 Wieu 6 oy e 12 Weu Tttusgfumsfiansaluun
arlassnnsidoifieganumnzanuazaudniulunsinnuanuvasnioves

UGAGIEE

7. A1ARNUIN

AF 01-08 naummsusziiiulassmsiseuuueniou

AF 0208 nawinsussdiulasesmsidonuuiseda

AF 03-08  inauinsUszifiulassnsiduuuuanznssuns,
AF 04-08 Example of NON-SIGNIFICANT RISK DEVICE STUDIES
AF 05-08 Example of SIGNIFICANT RISK DEVICE STUDIES

AF 06-08  LNAUNMTAINTUILATINITILVIAMENTIUNTITETITUNMTITe Tuuywe

8. LPNE15D19D4

8.1 Protection of Human Subjects, 45 C.F.R. pt.46 (2017).
8.2 World Health Organization, Operation Guidelines for Ethics Committees that Review
Biomedical Research, (2011)
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8.3 ICH Harmonized Guideline Integrated Addendum to ICH E6(R1): Guideline for Good Clinical
Practice E6(R2) Current Step 4 version dated 9 November 2016.
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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

N O I B

(NN D D N O

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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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

[] 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
L] Collagen Implant Material (for use in ear, nose and throat, orthopedics and plastic
surgery)
L] 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

L] 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




]

N I N o I

Dental

[

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

Endosseous Implant

Ear, Nose and Throat

(N N O e A O

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

AF 05-08/3.0
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|:| 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
[ Implanted 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

Ophthalmic

[] Extended Wear Contacts Lens

[] Intraocutar 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

[] catcium Tri-Phosphate/Hydroxyapatite Ceramics

[] Xenografts
Radiology

[ Hyperthermia Systems and Applicators
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