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- Dental filling materials, cushions or pads made from traditional
materials and design

- Denture repair kits and re-aligners

Externally worn monitor for insulin reactions

Transcutaneous 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

- Obstetric/gynecologic 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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f’)’)’)&l!ﬁlt’/\ﬁl’m

(Sienificant Risk

Device, SR)
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inSaeiianialy

- General - long-term percutaneous, implanted, subcutaneous
and intravascular

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

- Gastroenterology and Urology — biliary and urologic

- Neurology — cerebrovascular, occlusion balloon

- Collagen Implant Material for use in ear, nose and throat,
orthopedics and plasticsurgery

- 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
in3aeilon193dydline

- Respiratory ventilators

- Electro-anesthesia apparatus

- Gas machines for anesthesia or analgesia

- High frequency jet ventilators greater than 150 BPM
inSesiiomsialauasaanidon

- 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
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in3aedlon1aviuansss

- Endosseous Implant

inaeidonrelan Aa urdnine

- Cochlear implant / Total ossicular prosthesis replacement
inSoedlonessuunaauamsuaTnIAullaa22

- 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
inaedonredaenssuialuuazAagnssunnues

- Absorbable hemostatic agents

- Artificial skin

- Injectable silicone / Implantable prostheses: chin, nose, cheek
- Sutures

in3asdialsanervraialy

- Infusion pumps

- Implantable vascular access devices
inSasdlon1avszamine

- Hydrocephalus shunts

- Implanted intracerebral/subcortical stimulator

- Implanted intracranial pressure monitor

- Impalnted spinal cord and nerve stimulators and electrodes
- Percutaneous conduction tissue ablation electrode

- Replacement heart valve

- Vascular and arterial graft prostheses
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insaslon1eganians-usiavie

- Cervical dilator

- Chorionic villus sampling catheter

- Contraceptive devices: tubal occlusion, cervical cap, diaphragm,
intrauterine device (IUD) and introducer, and sponge

- Gynecologic laparoscope and accessories at power levels established
(excluding use in female sterilization)

m?’baﬁawwé’mﬁwm

- Extended wear contacts lens / Intraocular lens

- Eye valve implant

- Retinal reattachment systems: sulfur hexafluoride, silicone oil, tacks,
perfluoropropane

inSaedanedasaansoaslstand

- Implantable prostheses: ligament, tendon, hip, knee, finger

- Bone growth stimulator

- Calcium tri-phosphate/hydroxyapatite ceramics

- Xenografts

iASoedon95sdane

- Hyperthermia systems and applicators

8. lINE1591994

8.1 Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and Drug

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

8.2 Web site : Thai FDA. (509:A3838an19n15unng 3 nay

8.3 Associated SOP: REC 06/02.0, REC 08/02.0 and REC 20/02.0
8.4 wizs1wlyQAlnIodionnng w.a. 2551
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Please fill in this form and provide necessary documents that apply.

dauil 1 : feyalasannside (Protocol Identification)

vaFunsiarsanuuy O Exemption or O Expedited Review, njanszyidninauaidala

........................ (g Criteria for Expedited Review)

NUBLAVIATING: XXXREC / SHALATINIGIY (A1)
1.1 | ¥lAsennsI9e (Protocol Title) (Thai)
1.2 | Felpsan153¥e (Protocol Title) (English)
1.3 ﬁaﬁuayumﬁ%’a (Sponsor/Source of Funding) I‘Uimz‘q
O 55018 1 NGO o
O 0n% o I YL N
1.4 | nsAnsegatiuayun1sIde (Sponsor Contact Phone/Fax (Thailand)
TNSENWS oo, WD e | OO
15 | lasanmsdedudne iinus (Thesis/ Dissertation/ Board/ Subboard).......... [J Yes [J No

ya v

daun 2: %’agamaﬂ NIUILUULBNETT 6.4 (Investigator, attach doc 6.4)

va o

2.1 %am%wﬁﬂ (Name of Principal Investigator)
2.2 q@miﬁﬂm / @u1ANLTEIYIg (Degree/Specialty)
2.3 | &nanuleeu (Institutional Affiliation)
2.4 | N3AnRaRIdY (Investigator Contact Phone/Fax (Thailand)
TNTENS oo WARD oo E-NL oo
2.5 | viulilasan1s3dedus Aindsaidunisnelsnnusuinveurewinualasinis (How many other
research projects are still open under your responsibility?) ...
2.6 | inuilIdeTinkazidminiidenau (How many co-investigators and research staff do you

have for this project?)
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dauf 3: 1n59n15398 (Research protocol)

3.1 | 3Uuuun15398 (Research Design) (Ronlavianede)
[] Basic Science Research [ Descriptive/Qualitative [ Survey
[ ] Case-control [J Laboratory Experiment [ Diagnostic Test
[J Applied Research [1R/D ] Clinical Trial
[ ] Bioequivalent [ ] Cohort [] Other (Specify)
3.2 | 3313 / w3esdle #ldlun13338 (Methods involved the followings) (Fenldvanede)
L] Questionnaire/Interview/Diary
L Specimen/Sample Collection
[ Records/Document Extraction
(] In vitro Diagnostic Devices
L] In vivo Diagnostic Devices
[ Medical Devices
L] Drugs
(] Behavioural/Psychological Intervention
[ Embryonic Stem Cell/Genetic Material
L] Radiation/Isotope
(] Tissue/Organ transplant
[ Procedures/Operation
O Other (SPeCify)....vvreneeireireeens
33 | svezianiinadnaeyiisde (Expected Duration of the Project......... CU R Ry
3.4 | @n1ufivhde (Investication Site)
O uafen (Single)
O sgAuvd vianguva / viangaue (National Multi-site/Multi-center)
O seAuuiuvi viaeuns / vaneeud (International multi-site/multi-center)
35 | Tasensideidlesunisiansannumulnennznssunsalosssufisuneutufiindoll (Has this
protocol been reviewed by another ethics committee prior to this submission?)
L] Yes L] No
3.6 | Inssmsisedldanndeunsiidonenainudmiell (Has this protocol been registered

according to clinical trial registration? [1 Yes MSATEY cooveevrvrrverconcerrrnsssscenneneenn
L] No

dauil 4: #5Un13398Uazn153uLd13INTTIRY (Subjects and recruitment)

4.1

Imqms%’sﬁ%’u@%’umﬁ%’wiaiﬂﬁ/w%hi @onlauinnin 1 e (Does this protocol include the
following subjects?, tick all that apply)

O ldfinsdivdeyalaenseaing3un1side (No data obtained directly from human)
inlny (Prisoners)

L GEEh! (Pregnant Women)

AUen1930 (Mentally Il Subjects)

AUaezi5e visedaeseoeyneves¥in (Cancer or Terminally I Subjects)

(I
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0 fingeu v13n Linengsnin 18 Y (Neonates/Infants/Children, Aged <18)
O #U3 HIV tend (HIV/AIDS)
O nqueuiisaliogluaanudigua 1wy windwdn (nstitutionalized e.g. Orphanage)
O i lisvilsde vundutiay W ¥ (Uiterate Subjects or Minorities e.g. Hilltribes)
] AladsAuday wu TniSeu gndne s (Subordinate e.g. Students, Employees,
Soldiers)
42 | F3nnsildlumssumanadnsidnsunisise (Methods Used to Recruit Subjects)
O lunsfiudeyalaenseaingsun1side (No data obtained directly from human)
] amaqﬂﬂaﬁLLWﬂﬁﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)
O] amaqﬂﬂaﬁumﬂqmauw‘%aﬁ ICU (Personal contact at ER or ICU)
] ﬁm@iauﬂﬂaiusqmm (Personal Contact in community)
O AnsiayuAranItnsdnm nselusuald (Contact via telephone or post)
[] AnUsenAlawal (Advertising e.g. poster, flyers, mass media (website included)
[ Sw] NjauTeY (Other, please specify).......ccouvccecreccicciccicciccccae.
4.3 ﬁ@i"}Lﬁumimzmumwamm@uaau (Person Obtaining Informed Consent)
O lifinsveaudugeu (No Informed Consent Applied)
[ ;ﬁﬁwé’ﬂ/ﬂ%ﬁaiw (Principal/Co-Investigators)
O W wiiide (Research Staff)
O 5u€] n3a132Y (Other, Please Specify)
4.4 | Srnudfunsideiiaemang (Expected Number of Subjects)
4.5 | PeRuraeanaung Andean anuliazan auigliungSunside (Subject
Payment/Incentives)
08 Ol
4.6 | MsvaEmNRANITUIALAU (Compensation for linjury / Lost)

O & nyanseyseasiaen

] 18l

doufi 5 ; AZNTIUNIATIARAAINTaNAAIUANUABASEY (Study Monitoring or DSMB, Data
Safety Monitoring Board)

mE

[ il
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d9uil 6 : AIBNEAITNTUY

a1au LONENS U UN.
Y A3295U
6.1 | wuuiuy (Submission Form) O 4
6.2 | wuurlasuideldussiiusienuias Self-Assessment Form O 4
6.3 | wnanstayamesuiedmivgsunisideuarludugey O 4
6.4 | lassnsidvatuidu (Full Protocolanaszyindumwmesngy O 4
wsolnenle
6.5 | Useagiduvan Principal Investigator’s CV GCP Training O 4
6.6 | wuuaeun/dunival/Juiinteya(Questionnaire/Interview O 4
Form/CRF)
6.7 | wang COl LLasnuafﬁjﬁJ (Conflict of Interest and Funding O a4
Form)
6.8 | auUsyinas (Budget) O q
6.9 |lpssmsideatuge Wunwlng anuenldaisiiu 5 wih O 4
6.10 | AlleR3d8 Investigator Brochure O 4
6.11 | tenaseudAlAsesine I dnusanAnenIIuNITINe NS/ O 1
9191367 nw
6.12 | wnansvisetagitldluismsiuoranaias 1wy enansdoyan O 1
6.13 | lonans/lusysifiaiesiiounmdann oo, O 1
6.14 | lususesuaninisuglulszmaguin (Certificate of Free Sale) [ 1
6.15 | lueysflidueiieglusznitensfinuide O 1
6.16 Iuauﬁa‘%u%%lﬁﬂummﬂ 98. (Drug Approval from Thai FDA) [ 1
6.17 | Tufuses/fiumou/seeunanisfiansanain REC fiau O 1
6.18 | onansinediulugudidansedngd O | 1 corom
daufi 7 : Conflict of interest Declaration Form
Issues Yes No

7.1 Do you, members of your family, or associated entity have or receive a

financial interest in or from the sponsoring company?

7.2 Do you hold any executive or scientific position in the sponsoring company?

7.3 Do you serve as a consultant in scientific, financial, legal issues or a member

of a “speaker’s bureau” concerning the products of the sponsoring company?

7.4 Have you participated in or otherwise influenced any institute transaction
with the sponsoring company in any of followings: buying, selling, leasing,

licensing, supplying, or making contract?

7.5 Have you assigned any student, postdoctoral fellow or other trainee, officer,

support staff to a project sponsored by the sponsoring company?
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Issues

Yes

No

7.6 In the last year, how many times have you been supported by the
sponsoring company to:
- Attend conferences/Meetings Abroad; 0 1 2 >2

- Attend Conferences/Meetings in the Country; 01 2 >2
- Lecture for the Staff of the Sponsoring Company; 0 1 2 >2

AVIMBUGITY oo
(e e )
FUPe VA VAR
1A5INITITENUNEEY (REC. NO.) oo [t
nsanddamneavineiuiledesnsfinderunaznssunisaiesssumidelusywd
VNIV VY. cesesessossssssse e esesssssess e i
VUVEAUINTENN oo INTANT oo
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AF 02-03

ABIZNTTUNITATHFIIUNTITE LUy Be

UNNINYIFSNALULATTIVUIAANLIUBDN

JayanuasesTIUNTIEluNYdvalaTINITIdY

1. %Felasen153se (Protocol title)

FOTATINITITY (PrOTOCOL TIEIE) (TRB1) oo

a o

2. %aﬁﬁ’aﬁmwﬁﬂ (Name of principal investigator)

%a—aqa U/ U/ U Y e
IMIE/IMIES./IVHISS ettt ettt ettt ettt ettt et as st e st ea st et ess et et ers et ere s et ene s eaens

BITLTIT (POSHON) .o

FINANUIBIIU (INSEEUEIONAL AFFILIETION) coveoeeee e oo eee e

S N I ITIIITU oo e,

o/

8994 (Co-investigator)

31 %a—aqa U/ U/ UMY e
ME/IMIES./IVIISS s
FIMAILIE (POSTEON) tiiimiieeieensesessessessessees e

AINANRUILINY (INSEEUTIONAL AFFILIATION) 1.t oo es s es s

S BN I I YU oo e

3.2 %a—aqa WU/ U
MIE/MIES./IVIISS ottt ettt sttt ettt ettt et b et se bbb s bbb ssse st et essebese s esens
IV (POSHEON) ..o
FINANUILIIU (INSEEULIONAL AFFILIETION) cveroeeeeeee e ee e eeeeeseeeseeeeeseeenee
TITEIVITIVIIIU oot es et e e
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4. nMsHnaUINATURTFTINN1 I Tuuywd

B 1 T AUDNNTHNBUTH oo e oo oo e oo e e e e e e e e e e oo oo s

5. WaauUatuaUN13IY

viedosne v lu ()
() NuldedIun
() BYTEWININITUBYIU TEUWMRINU .ooooooeeeeereeeeceseesmmessseseeeeesesssssssssesssses e sesssssssessssees s sseseeneee
() lasuyuuen
(] Anelusmianends SEULMBINU. .oooooeceeee e
[ euonsumInends SEUMMBRU..ooooeoeeeeeocoeseeee e

6. NMsatuayUINANY

viuedesnny v lu ()
() ldiRendes
() wanUndin (sey .03 vi3e Uln vi5o Uien) 31U ... AU

'
S o

SEUTRUNANET WSBUTHAUNAN®YT wara1v7139n (NSULUNANWIWAR)

]

7. AdnAey (keywords) ¥83lA3IN15338 (3-5 A1)

8. AudAyLasNu1valyn1ivinn1538 (Background and rationale)

9. InqUszasd (Objectives) szyiludoliitaiay

10. N152NLUUNI578 (Methods) (@1150USULUINUUSLNNLATINITUBIVINU)

10.1 Uszvnsidumaneuazdszannsiifinen (Target population and study population)
(Uszmnsiimninvzdmanisdnuluuszendld uazuszansvedlasanis msduduvuifves
Usgnsdwiane)
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10.2 wn9IN15AALI (Inclusion criteria)

10.3 neusin1san@an (Exclusion criteria)

10.4 nugin1sineanddnsaanaIntATINg (Subject withdrawal criteria)
1d9521lATINI5UA D1ainstlneupId1atATeaN LN D1E1ANATUDNDUAILDY
vietinifevensusnaatinaiiosnn enanatasdnaniieudesgei
Wioflnasenuldifiswssweanising

10.5 ineudin1svegavinlasen1s3de (Study termination criteria) (19u

1Y) Y A 1 e sl A = [ . .
wudnsmatruAgaliiiaUsyasAnguLsindfiag ¥3e 1a5an15a89 interim analysis
wagynnuIlseavsnnladsiuazveayin)

10.6 YUINABENN (LAAGATAIUIN NTUNUAIENT THNVBIAIAVNLUNUAT (Reference)

10.7 AaLUsHazAIIINAAMNVBIAMUTHI9E (Operational definition)

10.8 35AL1UN15338 (Procedure)
Ussenelagasiden Seenudanumrgnisal induneududeu Weu flow chart 1519 %38

diagram

—
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10.9 asasdlanldlun1sidsuazn1sIana (Study tools and outcome measurement)
JeUA3Railofld wuuaeunIN KWUUFUNTEA] LUUNAERY (ANUATIAYAILLTEIDNATRE)
TBAIWANANAIMN U IRTIA

10.10 msiiudaya (Data collection)
Joyafiiu wasdeya 35n15uAU AuEutRAU 330uin wafild szesnavesnsiuiny

10.11 A1359an13taya (Data management)

10.12 M3Aszvidaya (Data analysis)

11. 99WA1504191U38555U  (Ethical issues)

11.1 U URaumanasesssumIdeluiyud
11.1.1 ndnanumswluyang

11.1.2 wanmstauselevy linaliminsunsie

11.1.3 ¥anANNYRTITY

11.2 aAnudsy/ratiaufgsianaiafeaaalasiazyusy wazisn1sanndnade
Adaianunie 30 eau LATegINe wnunsujUReanauEes
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11.3 msnswanuludiuiuaznmsiiuihwanuduvasdeyasiadsing

11.4 Uszlevillagnseraananadins wazUszlevildaniignu Yuvu deay
JEYINUTIY U “enanadnsonvvslaviselilasuusslenilaensaninnside”

11.5 NSTUIUNSTLIUAZVBABUEBNINBENEIAS (Informed consent/assent process)
ﬂwﬁé’faiumuwééfawaﬂmuﬁusJa:uLﬂuamé’ﬂwcﬁé’ﬂwi CREERY
Lsmsmsm’riam’;uﬂ’ﬁsuamm&maau) BB UNUNTTUIUNTT ToUTEVIEUNUS mmmuawuamauaam
da0uf szezinaifildedune szuzinanfilieaadasdndula
mfﬂ,mLmuimmauaasmaammmmmL‘Uu

11.6 YaufjURiloananalinsvanaudiaanaNN1sIY
Wi Juiinnsvensusialuwuutuiinteyauazionansvenuduges asuuasde asiuin
Juiinmeana (Mniinainratiwfss amsiiveufudiennudasnievesenaiadas)

11.7 msguasneuasnsinearvaivenianaaininiindunsenineadaiuniside
TassuRinvausesaldane dvennuseslstnslunisaneaivaie

11.8 N153NYANNBDULNUNIDANAULIATWADIENENAS

11.9 msiiudregdanieldlunisineluauian (§13)
ax Y & v & I a Y I3 ° v
S8y /M3 anuiiuine seesianiu (eugnbinuliiu 15 U) dngusvasanisinluld
BMsShwenuauteya NS Ktesia
nseuaabineunudusenlunislddeg@inimle
(AI59991LONENSTUIAZVOAIUTULBUAN N BN VT IYA
waznsinduladusenliniumedisiinnliasiinasanisdisululasinisidenan)

11.10 Tassmsiidussfiudasiansaniiaedug @13)
- nsAnwilusanadasiuszuis W in anddasss fuaein Tsailifimednw vunguiies
UNITEUNIEgNINVBIRITY ARlvaNadUaNAIT
- Tassmsideiinmsnnadansedsa Feaszyin azudananmannoaainvield
wazfifefluuuitRedlsmndansosudmuenanatasifauidssgsiiaziindunsie
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12. 9a31finvaINsIdeuazauassanenaliuazuaun1stasiuy (Limitations and plans for

mitigation)

A1SUTDIANEILNEN

g vaFusesi
1. Formnalulasstunsinyuazionansfiauatiomn gndes ifuase Alddnaensanurosdu
2. i1 AxdnliinszuIunsuanseuBugaNeg VLN Ay
waztansnavslunisinaulavesenaadiag
3. A1 IRINTEUIUNIAAU ATIIERY
uarguanulaenfveteaainseg 1 ufuANEINNT
4. i zdalitinszuiunisinmu wazdnnsteyalsiiinnugnieninteiie

78991 IASINIT LASUNITTUTBINITNIITUIDIUS TN MR HUNISIE LA
1. I 2251897UN LA kbR TASIN15IVE (AF-03-06)

TANENTTUNITAIHFITUSUTDMTBTUNTIU NaUNAzUasuUnUaItunauniIsIvg
ysalmenalsndalilasunisiansan
2. LI AESILUANUAINTA (AF-05-06) anufnaenssunsivusilulususes

(pg9upeUay 1 ATI) HUAILAIUNLASUNITTUTDINIUISUSTITTY

3. A1 Fe3891meN IllINIUsEAIRS8UIIvRIRnaalRS (AF-10-6)
A o =i 1% a
aelunseuniaiidmunly SOP uni 6 TirnenssuN59385554
4. 911 Az31891un1siufUBsuTaivua (AF 10-6) wnlastiunisle o
isluannlasesensAinevsetenasatuananilasun1ssuseRInAuenIsuNIg

5. GihwLa’]’ﬁfwi‘fm‘i’]LL‘UUi’lsNmimaﬂma%ﬁ]auyizﬁ (Final Report Form) (AF 06-06) #19
ANENTTUNITISETTULIIATAAULATINTITY
Togazadun1Iveliuanasamunseunaimaus ilulasesranisneatuil

v v v Y v Yo &
i iWlaannuvsnedisdunnusenisuas valiangdiugi
UJUANNRTIEIVIINIILaE19ANER
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TR U TSRS
NAFYUAN
Y
FUD e DU, Wl
r 128 ]
\ J



AF 03-03

ARENTIUNITIILTTIUNTITE T uE

UWNAINYIaemAlUlagTUIRANSIUBIN

wuunasuUakensiinadselevinudau (Conflict of Interest)
(nsailifinausleviinudon)

ng‘mmumfaﬂfJwuu::zf')ﬁtﬁué”nyszauﬁumaann’auﬁyﬁua:ﬁ')Z‘L/"Z?’f’ Ingusudaniulvidennaadnyu

lasin15398v0991Y
et an (seydaiamilasinIsITeuasan ITUTAINA) ..o AUNISITY
S04 “@alasenmTiveanien1lyeniidiy)’. . daivevinaisuseaduenansiieudy

Frndsusesindennudraiuduniueds wazminiinsdldananndresdiuintu Smdndudla
ARENITUNITITESTTUNTI LywdAtuNsTedy duds wasiinoauluiusedsesssunsideluuyud
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ARIZNTIUNITAIEFTIUNTITE LUy wE

UNNINYIFBNALULATTIVUIAANLIUBDN

wuunasulamen1sinauselevunugau (Conflict of Interest)

(nsaldinausleviviudan)

v v o A & o a ' a g o P4 v ¥ P4 v o
nyaindanauuuzdiiiudnysioudunvesnnauiiunuazi U1y Tngusudenaiuliaenndaeiu

lasin15398v09914
et (srydeianidilAsinIsIseuasan ) Tunadng). ... AUy
$09 “(Talpsenmsiseawiemwilvei)”. . DINLAVBYINANSUT DL T ALHY

Y

nsinayszlevuiudaululasinisiteninanl laed weanddiunevastuniswauselosunugau
UM et (srynavsylendivgouiionn

indululasinisive)

Honnunauszleviiiudou L1 %4 [ %aile
1. g3devseaudnlunseuasilasunalselow

lulassnsidenselasuusslovdainniiganugl
NUIY

2. e umsUI VTR aMeny
nenenanTumheanudiviidy

3. {Adelunuinw druineeans d1unisdu
sunguung viseduaunnvesnagivensiiussene
Aeiundndne vemdisnuindulinide

4. {Adefidrmsnluiunistiu viefldwAidos
Frunsduvesisaudliyuifeludiudelud
n3dade N13918 ASLYde n1stunsifeu
NSNFUQN

5. fidgldneumnenuliindnwseAuUTyyAnw

) o A e, Y Y Ay Y o Y]
seAuNUuin grlneu Wmthilrinlasinsidy
7 lasuyuannmdisanuglvnuidevselyl

6. TN §idelisunsatuayuainmieny
ALVN1IT8 Y3 oNaUTHleUBUNTNTEY e
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......................................................................................... 15 e

B e T e
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< |deadeiiusiusindeya wu wuutuiindeya wuvasuaiun1side Ussidudunival
U & Y
oo | MU staudaniswayszlevi (Conflict of interest) (f13) 91U « YA
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. BUULEUDNRYRTUNTHTUPURTE5TTUNTIRE WL ue

. YoiaualaseinsusNITIvNNTg atuidu (Full Proposal)

. UsedRduiy/na Uiy

. eNasH1UNTRUINATEE TN TIdluNywdvesidy
enansiUawmenisilnayseleviviudeu (Conflict of interest)

. 1BNANSIUE13IUN15398 (Participant information sheet)

. ENANSYRANUDULBUITIUNTIVYVDI@NENAS (Informed consent form)

N OO | P WIN |-

- uutunindeyadmiumsidy (Case record form), Wuugeunal (Questionnaire),
ForinnulunmsdunealviseaumuuUNgY (nterview/ group interview question)

9. Investigator’s brochure/nziUgulazlonansAAUEINIBIATOE
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11. dnddluadidnnsetindusznounsiu sUuuulng Word wazlvid PDF
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1. Folasens (Protocol title) (Thai)

2. %a@"a wuan (Name of principal investigator) (Thai)
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PIVIALG (POSTEION)  ovooeeeeeeeeeeeeeeeeeee e

ANAUUIBU (INSEEUtIONAl AFFIATION) <..oeooeeeeeeeeeeeeeeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e

Name of co- investigator (ENGUISN) ..........cco.oooiiiiiiceeeee e
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AMM5UlATINISUSNIIVINTG
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ax = a a o = P ' o ao
Asn1sAneNlGlunN1SIeY @Fwrsaidanlauinniimieis)

1 10.1 33T Beqaunn
' Usngmsaliven (Phenomenology)
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Uszhunnansaun

NA

A= Appropriate,

B= Inappropriate,
NA= Not applicable
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A | B | NA | A= Appropriate,

B= Inappropriate,
UszdufiRansan NA= Not applicable
RUYAIUIN
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2. MUNHBUANIAUNEULANLT9IUNT5IRY (Consent Form)
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Nmsaglasumunsg i vsegadunauselewilag”
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] ns3fefifendestumnudsaiisadniies (Research involving not greater than minimal risk.)

L] nmsideiiiendesiuanudssnnninuniudlauanstanisanainuidesasin wagenadiussloviise
oranatnsinenssluauian (Research involving greater than minimal risk but presenting the
prospect of direct benefit to the individual subjects)
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Consent Form, Others 1 CRF, Poster, Questionnaire, aynandunnusyiniu «1a+)
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Exemption Review Report

PUNELAY ¥alATINIg
1ASINS. 1) oo
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} 724 4 1% v N . .
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Uii&l’l&lagﬂiﬂidmﬁ{f&l (Descriptive Summary of the Protocol):

Suggestion/Recommendation (813) :
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Research protocols that can be exempted from ethical review of the REC are mandatorily

required to be under the following criteria:

1.

Education researches that are conducted in accredited educational institutes and related

to regular processes of education, and studies of new strategies in education

administration according to the policy of the institutions, e.g., researches on adjustment

of teaching methods for school and university students of the entire class which may be

done through comparison of scores or a study of efficiency of school and university

students of the entire class in particular subject regarding the teaching method of the

syllabus that has been adjusted, for syllabus evaluation or assurance of educational

quality.

Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude,

achievement, survey on generalized public opinions, interviews or behavior observation

of a specific group of people; the research protocols are exempted from ethical review

under the following conditions:

2.1 Data collection process and the data are not related to any private information or
not personally identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against any
subject or insecurity of job or carrier of a person.

2.3 Any research that is conducted specifically to a public group or candidates running

for public offices, the research protocol is not exempted from ethical review.

Research on known results which are non-specific and non-identifiable to any person
such as a retrospective study of the ten years cumulative pathological findings of
biopsied kidney specimens.

Research related to micro-organisms that are cultured in laboratory or on micro-
organisms that have been \ isolated from samples which are not related to any
identifiable personal identity.

The research is related to the study of commercially available cell lines in the laboratory.
Research on policies, strategies which are commissioned under the approval of the
institutes to search for new alternatives of organization reengineering, development of
efficiency in work to achieve certain international standard that are not related to any
identifiable personal data, and not against any rule of law.

Research on sensory quality of food and consumer satisfaction in general, given that the
food sample is safe and conformed to the standard of the Office of Food and Drug
Administration.

Case Report
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Note: The research outlined in points 1-2 must not include any of the following characteristics:
1. The use of new teaching methods or techniques that have never been previously
employed.
2. Differential treatment of students or learners within the same class or group.
3. Activities that may require students or learners to exert more effort than usual,
or to use unconventional methods that could potentially harm their physical and/or

mental well-being.
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( Information Sheet for Research Participants)
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The Research Ethics Review Committee of Rajamangala University of Technology Tawan-ok
43 M.6 Bangpra, Sriracha, Chonburi, Thailand, 20110
Tel. 033-136099

Certificate of Exemption
The Research Ethics CommMIttEe Of .o has exempted
the following study which is to be carried out in compliance with the International guidelines for
human research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline,
International Conference on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)

Title of Project

Code of Project D ettt ettt ettt a a1 a1ttt b oL a e a bbb s aeh bbbttt b et a b b st et

Status : Affiliation Faculty
Student from Faculty

Principal investigator:

Other, please sPecify .....ccevienienieeenn,
Document reviewed : 1. Submission Form Version ............. Dated ...ccccevvvenee.
Full Protocol/Proposal Version ............. Dated ..o
Participant Information Sheet Version ............. Dated ..ccoeeenee
Informed consent Form Version ............. Dated .....ccoeveiunes

Data Record Form Version ............. Dated ..covveeeen.

A e

Curriculum Vitae
T e, (Others)...ooeceeeeee.

Date of Exemption L e

Note No continuing review required
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The Research Ethics Review Committee for Research Involving Human Research Subjects,
Rajamangala University of Technology Tawan OK
43 M.6 Bangpra, Sriracha, Chonburi, Thailand, 20110 Tel. 033-136099

RESEARCH ETHICS COMMITTEE CERTIFICATE OF APPROVAL
The Research Ethics Review Committee for Research Involving Human Research Subjects,
Rajamangala University of Technology Tawan OK is to certify that the following Project / Protocol as
shown below is in compliance with the International guidelines for human research protection as
Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International Conference on
Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)
Title of Project L s
Code of Project L s
Principal investigator : ....................
Status : Affiliation Faculty
Student from Faculty
Other, please SpPecify ......ceeninirerneanns
Reviewed Method : Exemption/Expedited/Full board
The progress report submission:
The progress report must be submitted at least 1 time per year.
If the final report is completed less than one year, the completed report must
be submitted immediately.

The progress report must be submitted at three months or six months.

Document reviewed : 1. Submission Form Version ............. Dated ....ccovvveveees
2. Full Protocol/Proposal Version ............. Dated ..cooeuvenee
3. Participant Information Sheet Version ............. Dated .....ccovvvines
4. Informed consent Form Version ............. Dated ..ccoeeinee
5. Data Record Form Version ............. Dated ...ccovvvieienees
6. Curriculum Vitae
7o e, (Others).....cceveuennn.
SIGNATUIE e
(e )

Date of approval  : ...
Date of EXPiry : .ceeeveeerececreenenn
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Note The review is subjected to the compliance with terms and condition as specified in the

other side of the document

All investigators whose proposal are reviewed must conform to all of the following
procedures below;

1. Conduct the study according to the protocol approved by the review committees
strictly.

2. Conduct the study with informed consent process by providing adequate information,
guideline document for participants including participant invitation letter ( If applicable ),
questionnaires, form of interviews as approved by The Research Ethics Review Committee for
Research Involving Human Research Subjects only. The duplication of all documents used with
the first participant should be reported the review committee to keep as your reference.

3. Report the review committees all serious adverse events and unanticipated events
within the time duration as specified in the Scientific Operating Procedures ( SOPs)

4. provide reports concerning the progress of the research annually or upon request

5. If the completed study does not meet the deadline, the renewal of research’s
approval need to be submitted at least one month before the Due date of submission.

6. When the study is completed, the investigator must inform the completion of the
study which is accordance with the form of The Research Ethics Review Committee for

Research Involving Human Research Subjects.
The list of The Research Ethics Review Committee for Research Involving Human Research

Subjects ( name and position ) and all approved documents will be submitted to principal

investigator.
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5.8 swmumimamﬁw (Site Monitoring Visit)
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AF 04-06

Protocol Number ...........

Rajamangala University of Technology Tawan-ok
43 M.6 Bangpra, Sriracha, Chonburi, Thailand, 20110
Tel 033-136099

Approval of the Amendment of Documents related to Study Protocol

The REC Of the e , Thailand, has approved the
following study which is to be carried out in compliance with the International guidelines for
human research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline

and International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Study Title et eteteteeeteieieeesteat ettt ettt b et s bbb be b e b e b e b bt et oA st et s e e e s s s e sttt b bt b bbb b s e bbbt s s eaneneees
Study Code et etetetee ettt ettt et a et b A h At A A A s A A A A RS a A A s S eseA S e e st b s s At s bt s b b n st n s
Principal ettt et e eaeeeetetetetetetetetetetetetieeeeseseseteteteseteteteseteseseseteteteteteseeieeeeee s nsnnses et et et et eteseaeaneneees
Investigator
Study Center et etetetee e eaetet et ettt At et Aeh st A A A AR A AR A b a A A s S sseA St e s A s s s et b bt et s s st n s
Document
ADPPIOVAL ettt b bbbttt bt et b et nes
e ettt ettt e te e te e te et e e te st et e st eabeeatetebeenbeeate bt enteeseenseente st esteeteenteententeesee st enseseenseente st ennetes
2 ettt a et h et A At a AR SR e A AR h R A AR AR AR AR AR AR A bttt ettt s et

SIGNATUI .

( )

Chairman, The REC Of the ...,

Date of Approval
Approval granted is subject to the following conditions: (see back page of this Certificate)
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All approved investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any),interview outlines
and/or questionnaires bearing the Research Ethics Committee’s seal of approval ; and return one
copy of such documents of the first subject recruited to the Research Ethics Committee (REC) for
the record;

3. Report to the Research Ethics Committee any serious adverse event or any changes in the
research activity within five working days;

4. Provide reports to the Institutional Review Board concerning the progress of the research upon the
specified period of time or when requested;

5. If the study cannot be finished within the expiry date of the approval certificate, the investigator is
obliged to reapply for approval at least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously approved
protocol (Protocol Number................. )

205

—
| —



AF 04-06
AUIYLAVIATING e,

P

{
"
\)

e

AIZNIIUNITAIEFTINNTIVE IuNYEE wnInendemalulagsnvusnansiuaan

=

198 43 My 6 A.UNINTE B.ATIIV1 2.¥aYT 115.033-136 099

yiledasUTINISHALY WasuLwUadangd1sinea9a9nulasan1siae

ANENTIUNTTATEETTUNMTIREIULYEY wninedewmalulagsvusnany Tueen

AMRUNTIINTITSUTBWDNANSTNYITBINULASINISIVY AU UINNNRENSEFTTUNNSIE IUAUN
Lﬂummgmmﬂalﬁm Declaration of Helsinki, The Belmont Report, CIOMS Guideline Wag
International Conference on Harmonization in Good Clinical Practice %38 ICH-GCP

I2IATING

dl a o
1auNlATIN1SIAY

3

[

gvia

eXe
D

o o/

INANRUIYIY

an yo o
Laﬂ?{’]iﬂlﬂivﬂ"liiv’iaﬁ

UseUANENTTUNNTISESTIUMTITe AT UNYYE
o/ dIQJ
WUNIUTY

(%
Y

P98 NS5UTDI

14 1
oA
U

Reoulvdsszulinumamnte (aAMUNAIR9ENE55UTRLATINTIIY)
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AUIYLAVIATING e,

AENNIUTINIUNITSUT09SEETIUN IR URR ol UL

fufumsidemuiiszylilulassssmsideildiunmsiusesediunsenin
Tenansuuzionaatiag Tudugeu (Lagenaisdnginsiidonselulavanadl) wuudunival uag
v uuvdsUNIN WIefiinTssTiuresnmensTIN it s Tt wavdsdLenans
Fanan Ui AT OUTANT. WUl iidundngiu
senumgnsailifcUsradhousaiifstuiomadsuuUaionssidelag deanssuns
MN1301938555UN15398 Mgty 5 Twinis

dimenuaruinmideanznssnatessinside amunaidvuavdeileldiunisiesve
ynneidelsiannsasniunaasadumelutmun §idededuoeysiilum noummengliiu 1
L

nansnnatuiildiunisiusesadsd vunoenuegvedasinmsideilésunsiusesiouniii
(MHAULATINT s )
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AF 05-06

R
;o

: KUUS18912AMUAMENTATIN15I98 (Progress Report Form)

e bt

AIZNIIUNTAIETTINNTIVE TUNYWE

F 3 wIngaemalulagsnvusnansJuaan

-
o

Please complete this form and submit to the Institutional Review Board before the due date.

§Fuanuiiurauasausniud : | Iéfuaruiivseunsdgatud ANAYRINNTINBIY
/ / / / LI yn 3o L1 wn 6 ey
Auannisivy visekiiu 1 Y
MNAUATING. e IUATUANUA /
Falasanis
(IVIB1)... e
(ENIGUSN) ottt
Hdevan:
1 Have the data collection begun? Yes
No Go to 7
2 | Have data been obtained directly from human participants? Yes Goto4d
No
3 | How many data have you been collected so far? ... %
4 Total participants expected to be recruited at the beginning
Number of participants recruited
Number of participants expected to be recruited from now
Total drop-out or loss follow-up
Total participants still active or in contact
Total participants completed
5 | Which procedures do active participants have to undertake?
Questionnaire/interview
Specimen/sample collection
In vivo diagnostic devices
Interventions: e.g. drug trial, surgical procedure, radiation, isotope,...
Others
(SPECITY ).t
6 | Have there been any unexpected adverse events previously Yes NTULUVTIENY
reported to REC? Please specify No. of SAE report.........cccccueneeneunceneane. No
7 | Are there changes to the protocol or consent forms not previously Yes NTULUVTIENY
reported to REC? No
8 | Explanatory Note: (if any)
9 | #3d¥eeve (Request For)
HATHAIUIE coreeereerrnerrsensssnssersssersssersssesssesssssss oo Fo YA YA (ngauAudnliiviog 1 40)




AF 06-06

ARIZNIIUNITATESIIUNTIVE luNywe

UNNINYIFUNALULATTIVUIAANLIUBDN

wuusenulasinsiEsaanysal (Final Report Form)

nuoLaYlATINIg Falasins (nelne)
..................................... (English)

Protocol Title (Thai) :

Eng :

Study Code :

Principal Investigator:

Phone number: E-mail address :

Sponsor’s Name

Address:

Phone : E-mail :

Study site(s):

Total Number of study participants : No. of Study Arms:

Number of participants recruited in the study:

Study materials:

Treatment form:

Study dose(s):

Duration of the study

Objectives:

AR 1T Vi VA T YA YA

(Please retain copy of the completed form for your study record)

Reviewer’s comment:

Reviewer’s Signature.........c.cooeveveeverveceeveevenaen, (o ) dated...../ oo Y2
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AF 07-06

ABIZNTTUNITAIHFIINNTITENY INUNY WY

WiNMgIaeAlulags1vuenansIuaan

wuuTenumsileuw/mMslivfiinaenndes

(Deviation / Non-Compliance / Violation Report)

MneaulaAsInIg. %a‘lmami
......................... (lne)

(English)
salAsINg (Od) :
Rdevan : Insénvidnse.:
antu: Inséniinse.
Aatiuayunside: InsAnsidnsie.
|:| \Jeauuanlaseniside (Deviation from protocol) I:' Minor
[] awdin (violation) [] major
[] ‘liaenndesiundnnis (Non-Compliance)

uss8aU (Description):

Nadns (Outcome): Afiun19ae19ls (Actions taken):

WULAY (Found DY), 57891UlAY (Reportedby)......cccccoovererernne.
FUS oo e, Y

FUI oo e, YA

<@ ¥a . . .
ﬂ']'mLVT‘LJﬂ'ﬁ'ﬁlIﬂ']'ﬁﬁdW‘\]']ﬁﬂJ'W]UWﬁU/LﬁUE]LLU% (Oplmon/Recommendatlon)

NITUNTENUNIUAIUI e (v )

[y

U YA YA

NTAUAYDIAENTTUNT:

UTETIUAEATTUATTAIU NN s (oo )
U A YA
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AF 08-06

, ABIZNTTUNITAIEFTIUNTITE LU BE
A WNAINYIaemAlulagsvUIRaNTIUBaN
\ P Y
i@%\ HUUSI89IUNITIULT 9509158 UKATNITABUAUDY
\ w
R (Report of Compliant and Responses)
RUUNBIUSULTD9509L38UNDIENFUATHATNITADUEHUDY
U MADU e, Yoo,
1ASINTIFEAUNGAY e YA
BB IS BIE B oo e,
GIVEERNEH O snarasins O HUNATOY/NUNULAgYBUSTITU
L0 84 9 (55U
TSV o IO
( )
FITTADUBUD. oo e e e e ee e e e ee e e e e s e e e e e e e e e e e e e e e e e oo oo e e
BB e NALIUNT
oo e )
r 211 ]
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AF 09-06

ABIZNITUNTAILTIIUNTIVE TN wE

-
B

A

\ PR

UININT1ALNALULaET1YUIAaNSIUDBN

s
I l
o

KUUIIEUNTVBNYALATINITIRBUNVIUA

h L
(Report of Study Termination)
44'
VUELAY YolAsanig
lasang. (lne)
......................... (English)
YorIJENAN
fe
(% '3
AU TN L
Al
HAtuayUNITY NUBLAUN AN
og
Y a [
Al
IUIUHTUNMTIENIMUAULATINTIRENIATUAIY UIUNGY

\Wiureu
Total Number of study participants :

No. of Study Arms:

IUHTUNMTIENTUNT NI

Number of participants recruited in the study:

FuudFunITenasaauysol

Total participants completed

SunudsunsideildeSeauysal

Total participants not completed

Ao aw = A
FLYLLIANNNINY U LD

a v aov oA ~
LIUAUNTTIVY LADU U

Bnslafigsun1s3dededlasu (Which procedures do active participants have to undertake?)

O wuudaunnu/duntwal (Questionnaire/interview)
collection)

O ipsesilodmiuitadeitnsnenie (In vivo diagnostic devices)

O \Auseeny/ddansa (Specimen/sample

[ SUBMNTNWEG (19U 81 T0HIRR Q18LEd)

fimsenumgnisallifislssarnlianfn  ndinnenssunisisesssuluseninemsidy  (Have there been any

unexpected adverse events previously reported to REC?)

08 Olud

fimsveunly Wasuulaslasiniside wisludusenluszninen1side (Are there changes to the protocol or consent

forms not previously reported to REC? (18 [ 1

WRNANTTYBNEALATINITIdENoUNMUA (Reason to terminate the study)

—
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LHUNNTIANTT/QUaESUNTIENLATULNaTLN153de (Plan to manage the participants recruited)

R 13 L VU
(cerrrveeemmmseeeresseseeeee e )
1T - A VA

(ﬂgﬁu%fﬁuﬁ’%u%aﬂmﬂ”)fﬁ’w (Please retain copy of the completed form for your study record)

mmLﬁusuaﬂmiumirzgﬁmm’mumu:

AU e
(e e )
LT A Y

N1SANUATDIALNTIUNIT:
UTETNUAEATIUNITATUIL e
G )
auﬁ .......... Y ST YA
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AF 10-06

ABIZNITUNTAILTIIUNTIVE TN WE

-
n

\&‘ WINeaemalulagsvusnansiusan
" \& 4 = 3%
. wuunasuTumanIsallaineUszasfsans
s

(Serious Adverse Event Report Form)

A1TLAY NFaNNENLUUNBSILAZIUUENET5TII T (Please fill in the form and attach documents if necessary).

Holasans
(lne)
(English)

RUNBLALATINIS.

1. ussenewmnnsallinsUssasd viselgmireusilagga (Brief description of the serious adverse event or
problem)

2. myvszliumanisal wiadymn (Evaluation of event or problem)
AU31BUIe (Seriousness): \deTin (death)
ANALGBTIN (life threatening)
ANTNTONUAAIINEINTD (disability)
(L%’ﬂ%’ﬂwﬂuiiqwmmaw’%aagﬂu‘hawmmamuﬁu) new/prolonged hospitalization
NNISHANILEA (congenital anomalies)

DU (52U) (Ohers, SPECITY)e..rrrorvvrrreerrrierseersseiresenrenee )
a8y 1 YA o v . . e . :
maga“lu@uam gia? (Already mentioned in-investigator brochure) T4

lafla
fdayaszyluenanstayadmsugun1sideuda (Already mentioned in the patient information sheet) T4
Taila
Taudunusiuen/Asns/iesesdiafidnen (Relationship with the investigational drugs/procedures/devices):
Usziliulae. | gaduayuniside {39y
(sponsor) (investigator)
91UAYIVD
possibly
119zLAg 1109
(probably)
lainsu
(unknown)
naaws (Outcomes): DINITMLAY/ATULA?

(resolved/improved)
ansdeliivAeuuat (unchanged)
2INIUEAI (worsened)
\FeTin (fatal)
laifiToya (not available)

s fa v

Audideiingrdas (Site involved): nfigudidenegluanuiuiinvauvasanidu
\ViniAugITeduy (other sites)
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N1359W9191909%338  (Investigator considerations):
1. ‘Lﬁﬁﬁaaﬂammaﬂmuamamm@uaauLﬁ:uLazu (Notification to human subjects using new or additional informed
consent). Anlungviudl (required immediately)
fﬂ‘"}LﬁumiLﬁammaﬁﬂwwwwﬁ%’a‘iumﬁwmsw%&ﬁmiﬂ (required for the next appointment)
laifioauds (not required)

2. WaguuUas isengan1533e (Change in or suspension of research). NYANTIFY suspension
fn1swasuulas (change)
laifpeAuiiunis (no action required)

F1FUNIIUNTT/BUNTINNIS NI SAE (SAE subcommittee considerations):

1. IﬁﬁagammaﬁmLLas‘Uamm@uﬂauLﬁm@u (Notification to human subjects using new or additional informed

consent). AWHUNIIUA (required immediately)
fﬂ°1LﬁumiLﬁammaﬁﬂsuwwwfﬁ%’ﬂumaﬂwmEm%”’ﬁmlﬂ (required for the next appointment)

laifmauds (not required)

2. Waguulag ﬁawqﬂmﬁﬁa (Change in or suspension of research qumﬁ%’a suspension
fn1swasuuyas (change)
laifmemiiiunis (no action required)

3. §UN37U (Acknowledgement)

Comment :

Note: n1satfiunsynagnsosindifinnsantunisussyuauznssunsfiugy (AU actions have to be referred to
full board).

UTETMUBUNTTUNTTATUM s 17 O S yA—

Chair of SAE subcommittee signature
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AF 11-06

AIZNTIUNTTATESTINNTITE IUNYEE A Ingrdawalulagsivuspanziuaan
1‘Uﬁ§‘dL%Qﬂﬁimﬂﬁﬁﬂﬂizﬁﬁﬁ%ﬂﬂtLiﬁ (Serious Adverse Event Summary Sheet)

Halasen13398 (Study Title) :
SWALATIN15I8 613 (Study Code) :

nueavlATINg
(REC No)..............
d v de 37891U ALUZUY/NS
EREINT v . v da FUNAANIY g o o
ANWUSLUANITO AUNLNA - ATILIN 189U - Ufua(Opinion /
. o | (CIOMS . (Date of | fiugIY N - o o | Ussliuanng )
a1y TaineUszaen (Date of v (Initial) | N1sAARIY NAaND . Action
o Case o Follow (Site) (Causality
7 (Description of Event) (No. of (Follow | (Outcome) Suggested)
No.) up) o Y 4 Assessment) <
Adverse Events) (D/M/Y) (O/MY) similar up) AN (AULKUVDY
event)** REC)
1
2
3
F189ULAY (REPOIEA DY) ..o (cevvreeeeveeeee e ) ST YA YA
NAFUMNUNIULAY (Reviewed DY) ... e (oo ). WU AR A
( ]
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AF 12-06

ARIZNIIUNITATESIIUNTIVE LNy ed annInendemalulagsyuinanziuaan

WUUUsEIAIUYRIaUNTIUNNT SAE

Do

c
=b.

=
LUN

Study Code

NUBLAY
As9nS

o o yva o
‘UaLiaﬂ/l’d'Jﬁ)EJ

LY

sw9 [ SAEs [ SUSARs [ Others....eoeeeooeeeeeeeeeeeeeee
DVU DU 89U
1T Initial Report...... 578974

O vA0 on sitee 989U

Date OCCUITE. . .ieiiiiriii et
Date reported 0 IRB......c et
Causal RelatioNShiP. ..o
LBUBADITIU ..o eeeee e

—
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LA

Juh

Study Code

PUILLAY
TAsans

o A ya o
%aLiaﬂ/Q’JQEJ

tJu Follow-up Report.....weeneeeee. 789U
O 7m on sitewe 89U

Date fOllOWEA Uit
Date reported tO IRB........coecei et

CauSsal RElatioNSNIP....cu et
LBUBADIIIU ..o oo
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AIZNTIUNITAIETTIUNTIVETUNYEE  umInendemalulagsnvuinanziuaan

LUUSIEIUVDAULBNEISLATINISIRY

AF 01-07

NE1SNABINS:

SWd:

wasnsannnfnsala:

AnUsTAIAYINITYRAULNANT:

Yarlouiln Ui
asuugSulenans: Tul
AMUNULAULNETT: Ui
Y <& o o
AsUNAULENENS: Uil
r 219 ]
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AIZNTIUNIFAIETIINNTIVE TUNYEE  umInendemalulagsnvuinanziuaan

AF 02-07

wUUUUAn
A1SVIAU
WNE1SN

YoLaNds
hasa

v v
NUAU
Y
LANET

TUNVD

FUN5U
L@NENS

Yo

=]

HSUAULaZIAY

v

LAN&ET

v &
AUNNUY
L2NEI3

WIAKE
N1SVAU

—
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#15Ugytansds (Protocol File)

AF 03-07

aeu $78N15 4 (y)
1 | wilsdesuses Approval Letter
1.1 Jufi¥useslasanis Initial COA Date
1.2 fuiifusessioniglasanis Extension COA Date
2 | wnasfiAeides Related Official Letter
3 LwuuBuvensiiansanasausn Initial Review Application LT I

3.1 WUUBUIBTUNITNAITAUIASTILIN Initial Review Application Form

3.2 Laﬂmsuawmaéﬁmmﬂ Member Reviewers Assignment Sheet

3.3 LUUTI89UNITUIELHURULRY Pl Self-assessment Form

3.4 huULdaNaUselevuyiutau Pl COl declaration form

3.5 Insenidvatuge nwilne Protocol Synopsis Thai

3.6 1As9s13vsatuLdiu Full Protocol

3.7 YaenansdugauinsInlasin1sidy  Informed Consent Package
3.7.1 wnansveyamesuigdmiudidnlulasimsidy

Information Sheet for Research Participant

3.7.2 Wnasuanimnudueauinsinlulasinisise Consent form

3.8 nansvuiindeyaeianaiing Case Report Form (CRF)

3.9 1@na1sUsEIdUNUSHBSUALATNE A AT

Advertisements for Research Participant Recruitment

3.10 UseTagIdevdnuazaniy Current CV of Pl/co-Pl/Research Team

3.11 i@ TUTeINTHNOUTHVRIIT L NUAL AN
Certificate of GCP and other Trainings for Pl/co Pl/Research Team

3.12 ¢ilag338 Investigator’s Brochure

3.13 wuudaun1ul Questionnaire

3.14 yuUssunal Budget

3.15 Na15TUNELuuYAMI/LAT03doN19N1TUNNY (License of Drug/Medical

Device)
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AN0U

INYNT

3 (510)

3.16 @NAITAINUL IV UTLALLAS DL DNINITWINNE

Annex and Information of Drug/Medical Device

3.17 Yennaen1sanelauingyiaginm Material Transfer Agreement (MTA)

32.18 NANNSNATULALATADES Result and Communication
3.18.1 uuutuiinwansuseiiu ({Useidiuaud 1)

Reviewer Assessment Form (First Reviewer)

3.18.2 wuutuitnuan1suseiiu ({Useiliuaui 2)

Reviewer Assessment Form (Second Reviewer)

3.18.3 nl@0UAMARIY Letter to Pl

3.184 Laﬂmimﬂﬁﬁ% Correction From Pl

3.19 Laﬂmiﬁuﬂ Other
3.19.1 Uennasnsyinidenemain Clinical Trials Agreement

2.19.2 WwnasusenuNTIveNeAatn (013)

Insurance of Clinical Trial (if available)

3.19.3 WUULAWRYRRLNRALATIIIINeTNUS
Approval Letter for Thesis Proposal

3.19.4 LLﬂiuﬁuﬁﬂ‘ﬁauﬂa Data Record CD Rom

N3EUTOTUNINTUG Resubmitted Document Review Application
4.1 WUUBUTRSUNTNANSUNLASIINNNTIFED

Resubmitted Document Review Assessment Form

4.2 Laﬂa’ﬁmuwwmﬁziﬁf\]’ﬁm’l Member Reviewers Assignment Sheet

4.3 LUUS189UNSUTLURULDY Pl Self-assessment Form

4.4 wuULINaUsElemlviugau Pl COI Declaration Form

4.5 lases9idvatiuge nMwlve  Protocol Synopsis Thai

4.6 1nsas1 A Featuia Full Protocol

4.7 YaenansougaNid1331lATIN1TIY Informed Consent Package
4.7.1 wnansteyadesuiedmiudidnsuly lasemyide

Information Sheet for Research Participant

4.7.2 \onaswanImnud ueau1nlulasaIn$I9e Consent Form

4.8 lonensUuiinteyaenanasins Case Report Form (CRF)

4.9 nansUsyrduiusiiesuatasonaiatas Advertisements for Research Participant

Recruitment

4.10 UseiRindevanuazany Current CV of Pl/co-Pl/Research Team

4.11 nisFesuseansineusuveEITevianuazany
Certificate of GCP and Other Trainings for Pl/co- Pl/Research Team
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4 (79)

4.12 filog38 Investigator’s Brochure

4.13 wuvudaund Questionnaire

4.14 auUsranad Budget

4.15 1ENEANSTUNLLTYUNTANN / LATDILDNIINITHINNEG

License of Drug / Medical Device

4.16 LENANTAIAUYIMITAUNLALLATDILDNIINITENNE

Annex and Information of Drug / Medical Device

4.17 Yannaan1sanelowingn1atinin Material Transfer Agreement (MTA)

4.18 Nan NI Assessment Result
4.18.1 uuutufinuan1suszidu@usziliuauit)

Reviewer Assessment Form (First Reviewer)

4.18.2 uuuduninuanisuseiiu (§Useiiiuaui 2)

Reviewer Assessment Form (Second Reviewer)

4.18.3 miladouIHAEIY Letter to Pl

4.18.4 Laﬂmimﬂﬁ‘i%’a Correction From PI

4.19 Laﬂawsﬁuﬂ Others
4.19.1 Jannasn1svinidenisadiin Clinical Trials Agreement

4.19.2 wna1susenuNTIFeN1eeann (a13)

Insurance of Clinical Trial (if available)

4.19.3 WUULAWRURRULIALATIITINETNUG Approval Letter for Thesis Proposal

4.19.4 usutuiindeya Data Record CD Rom

NMSRTANATUALUALLALIATITINNTI98 Amendment Review Application
5.1 MsuA bR UNII5UTBS  Amendment for Approval Letter

5.2 $189UNINATUMALULANLAL Amendment Assessment Report

5.3 A9 19LAANS1ALLDUANDU-NEINTITWA LULRLLAL

Table : Comparison of The Previous Detail and After Amendment

5.4 wnansatulfundenisuily New/Update Document (After Amendment)

55 3146] Others

NMSRTAUNTIBNUANNAIMTNUBINNTITY Continuing Review
6.1 ﬁuﬁﬂmmﬁﬁ'& Letter From PI

6.2 WUUTIBUAILNATINTY Continuing Review Report

6.3 WUUUTLLIUSI89IUAINUNTINLN

Assessment Form for Continuing Review Report

6.4 JuNnUIMan15Na15eu1 Report of Review Result to Pl

6.5 314‘] Others
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38N13

ANABIALAADL/NSHNEUTENMUA  Deviation/Violation
7.1 9897UANAAIALARDL/NTHIEY Toriuua Deviation/Violation Report

7.2 TUPINLAINANITRA TN Report of Review Result to Pl

7.3 314‘] Others

N13523UlATIN1INTI9899AT 1 Termination/Suspension Application
8.1 Tuiinaniide Letter From P

8.2 LUUTI8UNTT23ULATINITNNTIT89IATIT Termination/Suspension Report Form

8.3 TuUVINUAINANIHa15U Report of Review Result to Pl

nsasunalasaniside  Final Report
9.1 iﬂaﬂﬁuaiﬂwaiﬂiﬂﬂﬂimﬁﬁa Final Report Form

9.2 miﬁmiﬁmiﬁEJGW&WNﬁIﬂNM‘JMﬁ%% Final Report Assessment Report

9.3 gus] Others

10

N1IATINBLUNTITY Site Visit

10.1 Uuiinuae3de Letter From IRB

10.2 ﬁmummsmimam%u Site Visit Schedule

10.3 TuyINLIWan1sNasau Letter to Pl

10.4 3u¢ Others

11

nsiasanTenumnn1salliieUseasd
Review of Serious Adverse Event Report
11.1 wuusienuwmgnsalliisusvasanananizly KCMH SAE at KCMH

11.2 Yuinudanan1sWasan Report of Review Result to P

11.3 8u¢ Others

12

duq Miscellaneous

.
v v
Qﬁi’)%ﬁ’e}‘ﬂ ..................................................................... 121 %) /TR Y Y ST
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AIZNIIUNITAIESTINNTIVE IuNYEE wnInendemalulagsvuinansiuaan

LUUSI89IUYDYINAN8LaNET5IATIS19N1579Y

AF 04-07

Sid FalATINIg
1ASINT

)

)
e

c

U/ RO/ WA,

N894

U/ RO/ WA,
Auasu 3

BN
a0uzlATINIg

1S LAUIUNTTUATAUSNITUNTT WaNa5eun

WnhfdinuAMEnIIUNIISEIIUN I ULy e
wIngsemalulagsvusnany iuoen
........... oo i

AYIUNIAMYNTTUNNTITEETIUN TR lway e
LI UMALULATSITUIPANZ WD BN
........... Seooeoiid e,

o

HULUR TUNTVAVIDNANT e

R R TEo 20 O

—
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AF 01-08

KUUTIIUNITATIANBIUL NN UALAIUIRY
Report of Site Monitoring Visit

1. dayanilu (General data) &3 site n3an

1) s1alasan1s (Protocol/Study No) 2) S9AlATINISUDIAULNTINAIT

3) Folasanside (Title)

4) %aéﬁ 818N (Principal investigator) 5) Wasknsdny (Telephone)
6) %E)EZII 11 (Sponsor) 7) aouiiviins3de (Study site)
8) fufins19iBua (Date of visit) 9) AIFu LLammﬁuq@msmamﬁw (Time of visit)

10) AREATSUNISASINTEN (Monitor’s name)

(1) ettt
(2) e
(B) et

11.;§§Uﬂ’ﬁm’ml§8m (Person's met and their roles in the study)
(1) oo Tt
2 et
(3) oo Tt

2. AUUIEENATIUNI5AN®T (Number of subjects) @1%5U site nsan

(1) IMUIUBNEALATNINNY (Planned to be recruited)

(2) IUIUDIEAIATNANLEDN (Screened)

(3) INUIUBNEALATINTINTULATINNGIFY (Recruited)

(4) UIULEALATTIBBNIINAITANYINDUAIMUA (Dropped out)

(5) Snueaasiasiasegluns@ing (Still in the study)

(6) SUeIEETATRAnNIUATUTIUlUASANYY (Completed
the study)
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3. M3UJURANAIATII9MTITN1ATUNI55UTRS (Adherence to an approved study protocol)

fAfeUfTRnulasasenitefldsunstuseduiideselud Tavdels | d Lild | lLieadas
(1) MsAALEaND1@dLIAS (Inclusion/exclusion criteria) (@N&@1S N) O O [l
(2) M3Ineanadinsiiingy (Randomization and blinding process) [l O O
(3) nsl¥ideyaiilevennuBusenaineranasing (Obtaining informed H ] [l
consent) (LA )
(4) miswmumaﬂmu”lzjﬁwismﬁ (Adverse event reporting) [l O O
4. nM1Insasaudeyaiulana1siuatu (Source Data Verification)
Joyaiianugneies Tensalad (onans a) T Lily | Lidendes
(1) Yoyavesenanasing 1y Togo e Juida SuiBudlunsdne H ] [l
(2) Toyaluwuutuiin (Case Report Form) gndesmssiutenanssuadu | [ O O

5. nMsfnuguas) aunsal wazianansnlglunisiae (Control of drugs

and other study materials)

aunsal waztenansldluniside lasunsquasgravunzay Taviselal | v Ll | LdiReadas
(1) v wazaUnsal difivsne Snaulmdegndes ligame (Quantity) O [ l
2) TiugvanzauLaziieane (Storage facilities) [l O [l
(3) o mazgUnsal ladviuneng (Not expired) l [ Il
(4) UryWen viuasle (Drug accountability log kept up to date) | ] O
(5) wuutuiindaya (Case Report Form) fismuiuilene H ] [l
6. M3INWIANNTUYRITBYA (Confidentiality arrangement)
fimsdnwanuduvesdeyasgiauvanzay livsalyl Ta Tdld | ldfeadas
(1) wuutuinteaya (Case Report Form) H O O
(2) Toyawasstia dgndnnses uazdndmd luniside (Identification H ] O
code list)
(3) ﬁﬁaaﬂaiﬁﬂmﬁdu (Randomization code list) [l O O
7. uWHaANE15v89E38 (Investigator’s study file)
YA o A P % v 1 ' ' 9 1 1 v
(1) wilutenansvesideiionansiiisitesasuaiu Tevseld T ldld | Ldfeadas
8. winnsalliineuszasAviindreuss (Serious adverse events, SAE)
(1) TsnsadlaiiaUseasaviind1euss (SAE) Anvunsalil (lonans 1) Y laidl dined09
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9. malsauunialivfjianiulaseinensidenlasunisiuses (Protocol deviation) nvaliiujjianiy
WUINNNTUHUANIARTINTR (ICH GCP)

(1) ImsdsauunseliufiRnaulasesnensidenlasunissuses wisly q s | ldeades
UjtRmuuumensuiamenddniin (1ICH GCP) visali (onans v) | [ [ [
10. 8AUs18 (Comments)
11. Yatduanue (Recommendation)
PNEISTNRUUNINIEY O enans 0 sremsesranumueianadasiaadenidilunisive
(Attached O enans v sremsnsranumuenasasunudugedisinlunisive

documents) VYDIDNANALIAT

O wenans a s1ensasaamumuanunssfusewinsuvutuiindeyauas
Lenansauatuy

O wnans ¢ sremsnumussnumamsallifisssasduindense
O nens 2 enumsidssuunielilfifinulaseianmsidedilasu
N33U509

ATENTIANBYY
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S18NITATIINUNIUBEFNATNAALEDNLTTUN5IY

Verification of eligible subjects

NULLAY ASINIULNUINNTT ANUIULATI anusne
ORGRGILE] AN IUNTSANE (Monitor) (Comments)
(Subject’s ID) (Eligibility)
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LNE1T VU

$189N1IATINNUNIULBNENTAIUINTULBULTN3INTUN1SIT 8 VR R EadAT

Verification of informed consent

NULAY
OUGRGEE]
(Subject’s ID)

- =
JuiinsaulunisAnen

(Date of enrollment)

Jufiaguy
Tuenasgusay

(Date of consent)

AIUUEATI
(Monitor)

anUsy

(Comments)
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318N1IATIRNUNIUANUATIAYTENIMUUTUndayauasianaisiualu

Agreement between Case Report Form; CRF and Source data

NUYLAVDIEEUAT
(Subject’s ID)

dayalunuutuiin (CRF)
uazdayalulandrsiuatu (Source data)

Joya n13UuAN

aius18 (Comments)
A9UNEATIT (Monitor)
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L@N&s 9
518N MUNUTIUMANITalliNUszasAviadause

Verification of serious adverse event (SAE) reporting

nineavaaadas | SAE Tunuuduiindeya | assiululenaisduadu anusy
(Subject’s ID) (CRF) a\imuﬁmw (Monitor) (Comments)
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LONETT 2

sgaunsilsauunsabivfianialasesnansidenlasunisiuses

Verification of protocol deviation/violation

NUBLAVDIANENAT
(Subject’s ID)

$78N15n15L U89 UY

(Deviation)

AUUEATID
(Monitor)

aAUse

(Comments)
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ARIZNIITUNITATLFIIUNTIVE LUy we

WNINeIaemAlulag vUIRaNTIUBaN

FIUNTATENTUNIINTINTIUUTZTUAUAN

F18N5LATINTUNIATITIUNYTZUAMAN

=
D n1snsaun1gluy

O nsesradsunieusn | AuaTud

1. Usetlumubamasnumuloniunis
UINTFIU

HSURAYOU/AanidRaunle:

2. A579@ULBNANSUSEIRAULATIUNITY haY
LBAANSINDNITSNEIANNAULAY
AN5A9UNY

H3URAYOU/AanidRIunle:

o A

3. avasunsiuwiiuenaislasinsided
MasLlunIshasNauanuad

H3URAYOU/AanidIunly:

4. ATIVEOUANUATUNIUNVBILTLLDNENS

Yy a QI r-:llﬁ-/
HURAYaU/AanidRIunle:

1A59719338

5. wisudeyaidestinauerennznIINIATIY | G3URAYEU
oy

6. iwlLuveyaLalananTaey iAnenTIUNT | HSuilavey
pIRdeuT Fosns

7. wisuaniinazgunsaiidoddlunsussyy | {3uiieveu
LRI

8. w3gauUsTINarUsEInAldIng H3URNAYRY
9. fvuauazimnenssums mihiiies | d3uiieveu
ihsaulumsuszrunisnsades

10. aiqﬂiﬁsmumim'mL?jauLLazmiﬂ%’UU?ﬂ H3URAYRY
uilandsnsnsraden

11. due 524 AR
HNUNU: Fuil
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fegraasasianienisunndfiasineniitanuds o
NON-SIGNIFICANT RISK DEVICE STUDIES
EXAMPLES:

® Bjo-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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fagraasasiiontensunndiazineniisinnudesnn
SIGNIFICANT RISK DEVICE STUDIES

EXAMPLES:

General Medical Use

Catheters:

Cardiology — diagnostic, treatment, transluminal coronary angioplasty, intra-aortic
ballloon 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-enterology, ophthalmology, general and

plastic surgery, and cardiology

Anesthesiology

Respiratory Ventilators

®  Electro-anesthesia Apparatus

B Gas Machines for Anesthesia or Analgesia

®  High Frequency Jet Ventilators greater than 150 BPM

Cardiovascular

B Arterial Embolization Device

B 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

n

Cardiovascular/Intravascular Filters

—
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®  Coronary Artery Retroperfusion System

B DC-Defibrillators

® Implantable Cardioverters

®  Laser Coronary Angioplasty Device

®  Pacemaker Programmer

®  Percutaneous Conduction Tissue Ablation Electrode
®  Replacement Heart Valve

B Vascular and Arterial Graft Prostheses
Dental

®  Endosseous Implant

Ear, Nose and Throat

®  Cochlear Implant

®  Total Ossicular Prosthesis Replacement
B 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

B Peritoneal Shunt

General and Plastic Surgery

®  Absorbable Hemostatic Agents

" Artificial Skin

® Injectable Silicone

® Implantable Prostheses: chin, nose, cheek, ear

B Sutures

—
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General Hospital
®  Infusion Pumps: Implantable and closed-loop, depending on infused drug
®  Implantable Vascular Access Devices
Neurology
®  Hydrocephalus Shunts
B Implanted Intracerebral/Subcortical Stimulator
®  Implanted Intracranial Pressure Monitor
®  Impalnted Spinal Cord and Nerve Stimulators and Electrodes
Obstetrics and Gynecology
®  Cervical Dilator
B 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
B Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks,
perfluoropropane
Orthopedics
B Implantable Prostheses: ligament, tendon, hip, knee, finger
®  Bone Growth Stimulator
®  Calcium Tri-Phosphate/Hydroxyapatite Ceramics
®  Xenografts
Radiology
®  Hyperthermia Systems and Applicators

—
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wuunesuUsziiulaseTen1siTeiaTesiiaunndlagnssunisgnuniu

VUYLAT Falasans (lne)

1ASINS..... (English)

YDNTIUNTS
KUssLiiy

v a o
HUsZIIURAN

(1t C2 (3 [ Full board review

Useaunnanseun

A

B

NA

A= appropriate,

B= Inappropriate,

NA=Not applicable #u18A1U
et wselidosd

AANURAYDIYITY

o Aaw = I 1 ¥
N19N129YLATBIUBLNNG Pl 193
1 GCP Training

a r-:l'

AEIAU AIHLTYITEY

q

iURIN1TOUTH GCP

Usliulasens (Protocol)

< v
ANULAU/VBLEUDLLUL

1. AUA1YRINWINY (Research value / merit)

2. AVNYNABILALTIMANAYDIIUIRY
(Research validity)

2.1 wanmshagimang (Rationale)

2.2 ANS9RNLUULATILUEUIDINY
(Appropriate design and Methodology)

2.3 UANGUAIREN (Sample size)

2.4 NTIATIZINISEDR (Statistical analysis)

3. NUNEAN/Anean (Inclusion/ exclusion

criteria)

3.1 yihliwediuinienageyisssu (Assure fair

selection)

3.2 @NU15009UA1NNI9Y (Answer research

question)

33 1A EJ’JﬁfJJaﬂﬁUﬂEjaJL?iEN (Concern about risk group)

—
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UszLauninansaun

NA

A= appropriate,

B= Inappropriate,

NA=Not applicable #i18A1Y
Fladfietowmeliidesd

Uszaiulasens (Protocol)

< v
ANULAU/VDLHUDLLUS

4. AVULESS WFEIADLAT oo

5. Uselovtd (Uselevdmol@s e,

6. AMULUTIEUN (Vulnerability)

7. WiuMssnwANUaenny (Additional

safeguard)

7.1 nmsTuenanaslAsiNnzay (Appropriate

recruitment)

7.2 ASTUIUNTUDAIUBULDNBEILNINE

(Adequate informed consent process)

7.3 fmssnvndufivensu (Acceptable

treatment available)

8. UaNNAINITAIRIBE T ININ/VBANAINITYININY

N19Patn (MTA/CTA (Material Transfer

Agreement/Clinical Trial Agreement)

9. duq (Wunsantglawun, wuuluiindeya)

(Advertising, CRF, etc.)

yrSa9dionwnng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable u18AU
g doaniselifasdl

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*

—

240

'




wrsasdionwnng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable d18AU
Ilsingadasnsalidesdl

mslinnugusaulagldsudaya dauusznauvaanans (ICH GCP 4.8.10)

<@ v
AULAU/UDLEUDLLUL

1. enarsdayamBuay/eiuiedmivenaadasiidisiunisive

1.1 W99t599N98¥N15798

1.2 Aenlgntadne

1.3 Tdoenuszyinduanuivey

1.4 wgraneanadinslasudsy iy
1A39715338

1.5 ngusrasrvedlaseiniside

1.6 9NUIUBNAAIASINTINTULATINTITY

1.7 35adunsnagufUiademidnididy

1.8 svggiafietaainsuiazaulzieedly
1A39n15338

1.9 wauselewiiia1ni19einiuainnisidese
ananadnslaunssay/vMioUsslevidogui/dnu/
nAu3tnl

1.10 anutdss anuldauny vseenulilazein
A1 indukno1a@a@tns Tun1se9ululasInisIve

1.11 MUdennIanszuIUNITSn®Idue) Tunsali
pnanaslpslilgswmlulaseniside

Usziiulasens (Protocol)

< v
ANULAU/VBLEUDLLUL

1.12 ANSMRUBALYYAAUNIE NISLFLLIAT AL
laazan ldave wazseladeld a7nnsh
1@aNASIINIINNITING  FDNSEkAZIA NI

1.13 MISNISSNEINGIUIAVIDATALYY  biDdl
AULEYNNYMIDOUNTIUTLANIINAITIVEY

1.14 wiaadunivy wazaniuisiulumsinidy

1.15 n1933gneiugAansazeeiinisveadIy
gugeauuazini1sliaA1USnwIlAead U genetic

counseling

1.16 n15veLAURIBE19TIMEa1nN19348 way
szavaiuiionsanadinduluowian wisiiie
mseneludlueuian desdinmsveninuduseuiionu
Fregraimde winsldsodraduszdos Sudedls
AMYNITUNITITYTITUNDTAN

—
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Y N | NA | Y=Yes, N=No,

1A39sdiaunnd (Medical Device) NA=Not applicable #u18A214
linedemsalidad
nsinnudusaulaglisudeya drulsenauvananals (ICH GCP ALY/ ToLEUBIUE

4.8.10)

1.17 yanakazmneaulngdn faunse
Ansalanaan 24 Falue Tunsdinenanadasiin
winnsalduliitaUszasd

1.18 nunaavlnsdmidinaunnenIsung (mnfinsujuantaduluany
NFUNDSYFITUNNTING NNEFUATANUTORARD Gﬁa;aaiul,aﬂa’mhummm
nsfltvesaseu S99 9ULON o) )

a 9 o A ° o & v ' ° o & a Py

1.19 fenansteya-atuivangdmsuianey (dn1wines dmsunnfagitnla

7-12 ¢ 16)

2. MlNHananwIAUIEUEaNLIN3INN1SIR8 (Consent form)

2.1 fdeAy “eraradinsiidaseNavdias
wsenausanlasinsivedlelanls Tneldfinalae
ABNIISNYINGIVIANAITILIATUNINNINITIU 3D

=~ ”
gaydenayselevidle o

2.2 YBUANTINWIANTUVBITRYANEINU
CRGHGHR

2.3 AMUMNIFANYDINTAUNLABELUTIY
ndeuay/vmIe dunulagyaumengving

2.4 ANUMLNZENYDINITUEAIAINUEULDUYDY

v Y 1

N 150NNTIveNkla I saeukaziaule

U

2.5 ANMUNRUILAUVDINITUD assent Lhag

38Uy (Kineng 7-18 1)

nssnaule: Ussnnaanudes/uselevd (Decision: Risk/Benefit Category)

Aav A a v [y d' = [ 2/ . . .. .
L] ms3fenifendestuanudsaiisadniies (Research involving not greater than minimal risk.)

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

subjects)

[ msddeinendestuanudsannniniuaylidlduansdsusylovinearanainsinonsdusunnn wail
o, vl o v a o a a o« o Yo v d' Y

anudullsnasihanudiferiusesenuialsnivieniizvedsavesoaadinsiuldiugUisaudula

(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)

av dAa o = o a e A 1% o = o Aa
|:| mma]ﬂwmuaEmewmmiawqaﬁlmﬂamamzL**znia], Uoafiu e UiiLVIWﬂEyM’li']EJLLNVINNﬁﬂiS‘VI‘U
Gi’e)&j‘um‘w D) ai’aﬁmv\mmmﬂuagﬁamauﬁﬂ (Research not otherwise approvable which presents an
opportunity to understand, prevent, or alleviate a serious problem affecting the health or

welfare of children)

242

—
| —



Uszaiulasens (Protocol) ALY/ ToLEUDIUY

[] mﬁ%’aﬁﬁﬁaawﬁﬂﬁaﬁmiaﬁqaﬁlﬁﬁﬂamaﬁ%Lﬁﬁﬂ,ﬁ], Jaanu 58 Uiim{jmm%ﬁmmﬁﬁ
HANTENUABFUNIN 38 aijaamwm’lmﬁuagiﬁasumﬁﬂ (Research not otherwise approvable which
presents an opportunity to understand, prevent, or alleviate a serious problem affecting the
health or welfare of children)

dyunants | ] 1 Susedeagludodle #957897UAMUAINTN
waEan 2 Susewdanlunan [ 90 3 iou
3 walvwasBunasanluy L1 0 6 fiou
[ 4 liSuses [ &uaan1s3de viseliiu 1 7
< ya o
AVBIUIVY e
(oo )
FUNNUTI I e
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ABIZNITUNTAILTIIUNTIVE TN WE

WiNMgIaenAlulags1vuenansIuaan

wuunasuUsziiulasesen1ITeIATaliaunndlagide (Self-Assessment Form)

VUYLAT Folasanis (o)
1ASIN T (English)

R RRINAN

UszLhuNnaIseun

NA

A= appropriate,

B= Inappropriate,

NA=Not applicable #318A31371
Ligademdalidod

o

AMENUAYINITY

A15YNIULATDINBUNNE Pl Al
GCP Training

AR AULTIVIGY

q q

IURIN1TEUTH GCP

Usziiulasens (Protocol)

(=3 §73
AIULAU/UDLAUDLLUS

1. AMA1YRINWITY (Research value / merit)

2. AUYNABILAZIIVANAYDIUIRY (Research
validity)

2.1 wanmshagimang (Rationale)

2.2 A1T98ALUULarsElU8UIsINY Appropriate
design and Methodology)

2.3 YUIANRUAI8ENY (Sample size)

2.4 MTIATILANINEDA (Statistical analysis)

3. ngAn/Anaen (Inclusion/ exclusion criteria)

3.1 yiliwesiuinfenegeyisssy

(Assure fair selection)

3.2 @U15000UAIUITY (Answer research

question)

3.3 nenveaiunguides (Concern about risk
group)

4. AVULESS GFEIRADLAT oo )

5. Uselovt (USe eV URABLAT oo )

6. AMNUUITIEUNe (Vulnerability)
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UszLhunnaIseun

NA

A= appropriate,

B= Inappropriate,

NA=Not applicable #118A2741
Lifietoawdelidasd

7. WiuMssnwAuUaenny (Additional

safeguard)

7.1 M3fueaalnsiuunzay (Appropriate

recruitment)

7.2 ASTUIUNNTUDAIUTULONBEILNIND

(Adequate informed consent process)

7.3 dms¥nundufisensu (Acceptable

treatment available)

8. UaNNAINITAIRIBE T ININ/VBANAINITYININY
N19Aatin (MTA/CTA (Material Transfer

Agreement/Clinical Trial Agreement)

9. Buq (Wunsinthelawan, wuuiufindeya
(Advertising, CRF, etc.)

yrSa9liannng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable #u18A27U1
ldnendaasalifasd

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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yrsa9ilannng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable “u18A27U
R PO L RV B FY DR EY

nslinugugaulaglisudeya diuusenauvadianans

(ICH GCP 4.8.10)

< v
ANULAU/VBLEUDLL UL

1. enarsdayamiuay/eiuigdmivandadasiiinsauniside

1.1 IU93997989N15I9e

1.2 A lggnladne

1.3 fifeanuszyindunuide

1.4 wewanioranadastasudaliidnsuly
1A39715338

1.5 dngusvasavadlasansivey

1.6 3uueaalAsmsululasanisIvy

1.7 FBandunsnagdindediinsinide

1.8 szgzaneaalinsusazaulziedagly
1A39715338

1.9 wauseleruaIninazinduainnisidune
aranadinslagnssay/vieuseloyidoyuvy / day
/ \inpu3lvgl

1.10 anudss anuldauiy vsemnuldazain
Mo NATULND1EENTAT TN INUY
1A59NN5IVY

1.11 »9EenuIonIzUIUNITINYIdUY Tunsaii
oanadasiuidnslulasansive

1.12 NMISMARUIAEANAUNIG N15LEEIAT AL
ldazean ldauie wazsreleamdsly 21nn1sa
1@aASIINTINNITING  ADNTLALATLIANA LA

1.13 ANSHANISSNEINEIUIANIDANTALE LIl
AMULAYVNENIDOUNTIUTLANIINAITIVE

114 uwwaaduyisde wavanndunsinlunsvinise

1.15 mM9Ideneiugeaniszdesiinisveniny
gugaunazinisliaruInwiieadyu genetic

counseling
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ywSa9liannng (Medical Device)

=z

Y=Yes, N=No,
NA=Not applicable #118A2131791
lifeadesnsalifasd

nsinnudusaulagldsudaya dauusenauvesienans

(ICH GCP 4.8.10)

< v
AIMULAU/VDLEAUDLUL

1.16 nsveifiusiegeiimaonmsiae way
szeznafifiuiionisasafindulueuan wse
WensAnelmilusuian fosinisveniuduse
olfuiedefivde uinsldiegnsiuazdes fu
Sodlinaenssun1sisusssufionsan

1.17 ypnakasnang@ulnsdnyl Nauise

Ansalanaen 24 Talus lunsdifienaradnsiia
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