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Research Ethics Committee

Office of the President

Navamindradhiraj University

This document is a record of review and approval/acceptance of clinical study protocol.
Protocol Number
Title of Protocol
Principal Investigator :
Affiliation
Approval Includes : 1.
2.

This is certify that office of the president Research Ethics Committee is in full
Compliance with International Guidelines for Human Research Protection such as Declaration
of Helsinki, The Belmont Report, CIOMS Guideline and the International Conference on
Harmonization in Good Clinical Practice (ICH-GCP)

Chairman of Ethics Committee,

Vice President in Research Affairs

Date of Approval

Date of Expiration
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AIUKUY

pranadATIUSIZUN/ 00U
foy (vulnerable subjects)
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mmwmumzasﬁwaq
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4) flenmidsanazUsylovdlinsafufina1uudnieanude uiena
flenafiazidrlanietestunievssimilamdenseiinssnu
avnnuazanuduegifvesenaaing
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AIULALILANUDY

anuAssfiauiiluenaldsuainnsandudiausesiu wu n1s
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A15bABU N15MF99 ultrasound NISNAABUNINIAINGT NITLANE
BenanUangin msdinidu msiiuiognsinaneannanstu
Hudu
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(medical device)

gunsainldlunisguaaunmlaeaniziiensiladeviesnuilsa
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ANUEEEN (significant risk
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ANANA AUNUNY
Tasansiveln 1A59N153987 T4 lUNIUN1ITSUTINNAUENTTUNIT NSNS UTITY
M3 luau
1ASINISAILLAT 1ASINISTIFENHIUNITTUTDIINAULNTTUNITNANTUIRSYFTTU
ATl UALLA?
¢ v v A au oA a v o Ay o .. ]
nausylovuviugau MsnuNIFensanssunsialulmdsnulasinisiseuy linasdulu

(conflict of interest) w3e | sUwuumTuMmEU 1w nMslunvinw nsdudsiuurietienses
nsfaduuianadsslewd | dunselasuuszlevdnouwnuisansadandudiuiwduld wu

n1slasuduatvayulisiudssguignnisnseduuun ¥5ens
NENTBINNEEIERANTON TN

1% a
7. 1@NA19214989

7.1 ICH Good Clinical Practice Guideline naspiuAten d1TNUANLNTINNITOMISHAZEN
NIENTNEATITUGEY W.A.2543

7.2 LUINI9D38555UN15930TUALLIIEH suTURSesIsUNISIsetuaululssnalne
W.A. 2550

7.3 CIOMS International Ethical Guidelines for Biomedical Research Involving Human
Subjects 2001

7.4 CIOMS International Ethical Guidelines for Ethical Review of Epidemiological Studies
1991

7.5 US Code of Federal Regulations. Title 45 Part 46 (OHRP), Title 21 Part 56 (FDA)
7.6 World Medical Association. Declaration of Helsinki 2008.
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8. A1ANUIN
AIANUIN 1
AMARNUIN 2
AMANUIN 3
APNUIN 4
AMARNUIN 5
AMANUIN 6

AF/01-04/01
AF/02-04/01
AF/03-04/01
AF/04-04/01
AF/05-04/01
AF/06-04/01

A29819UUUSEEULASINTSIVEN9ARTN

A298719UUUT LI UAULEELATBI D LNNE

f29819UUUTEHIUTASIN TN NFIALANENS
F981a UL UTEIULATINITIFENIIDTUFTITULUULSD
g 19U UUsEIUNSI 8N deann s aN1SSNYIaan
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A28 UUUTZIULATINISIYNIARTN
wuuUszdiulassnisnaassmeadinivalunuinieliiudiideuazdnsraaaulasenis

578NN TIAEDY wianzay  Livanzay
1. ¥plAsaNsinlRUmMINLEY
a
- Fanwilng [ ] [ ]
= 9
- YON1WDING Y [ ] [ ]
2. S18YBuAZAINNIVIANHIVY
- fEHANNaENNTalUMUEE19 AgITRIRUNUIREATAT [ ] [ ]
ATUNIU (1 CV Uuv)
= 4 v aw ad v v [ Yo
- IneTetnidenineitedlasssyninuasdadiulvidaan [ ] [ ]

A 70
* Proposal development
« Data collection
« Data analysis
» Manuscript writing
_ Fuaansildnlddudslulasinside (conflict of interest) [ ] [ ]
AULUUNDIHN COI report
3. NENNITUASIUANS
- Lﬁuﬂﬁymﬁﬁﬁ@mﬂmﬁﬁmq%
- InangIwnNssnw ik uunde1a9sAn UL
- ﬂmwwﬁwuﬂaﬂuwﬁwmé’amﬁumw%aw
- W IeNAENUNTSITilsaneuIansenluniTide
pdail
4. IngUsTaAuasaNNRgIY
- aEoUTIdY safety uay efficacy [ ] [ ]
5. NMFNUNIUITIUNTTY
- ﬂﬁaUﬂqmﬁ%éj’lu basic science waz clinical evidences [ ] [ ]
6. N13DDNLUVIIUIVY
- finguAruA
- #I randomization MUU1NTFIU
- 1 allocation concealment
- 1 blinding
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7. MSAALEBNNGUAIDENS

- JNUTINTARILALANBBNIINIATINITBE 1L UL AL
8. N155NW1/398

- 95UNYNTSNWY/NNTIDUNTALIU

- TAMAENNIATINADUAMN YD TV NARDIVLNE AL
9. nMIAnANQUaRUIe
- BurufiruanatAnauEUIsdaaY
- il check-list Tunishanuitreusazass
- fuuuduiindmsu unscheduled visits
- 138n150uin compliance vaEU85ENINNNTAANIY
- Tnauailunisuganissnwgiae
- fnsufinuadrafeyanuidssannsideuasuun
auA LY
10. M3Uszfiunafuusiidnu
- seyfulsvan fudssesdniau
_ #uUs outcome ViR efficacy Wag safety
- \n3esilefin outcome Foaflinnsgu
- ANIAINAINNVBY outcome ABIYNABILASTALIU
11. NGUFA1DENN
- fimsfmnauunaiegnadificssasd
- fimsmndszanasuugtheiannsadisiunsiden
UANEFEUINUNTIE Y/ M 0N UVE Y
12. MsIan1sdoya
- fEEuRaveuifiuszaunsaina clinical data
management
- 1INFNNLNUNITAAMILNALAY interim analysis
13, NM1FBATILANEDA
- ffiwgintinandiuazussaunisaldmiun iy
NGO
- S iauswnalinsinadandaaulazgnded

Wianzay  ldwianzan NA
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14. NUYINN9ITYFIY

- szummL?%mﬁma%Lﬁmsﬁuuazmiﬂmﬁuufﬂm

- imsuntasdneslonia (vulnerable subject)

- ﬁmi@ua%’ﬂmLLazLLﬁ‘fjagmﬁumaﬁLﬁmwaLmsﬂeé’faum
91anaring TudimsviUseuauanmiievaennonatading

- fwvuBusaneaalas (written informed consent form)
Junwilne

- 1l patient information sheet / investigator’s brochure

- SEYANAUNG AT ANYAENITEIaT (ndlmsseyl
T9LAU)

- szyAldinefienanasinsdesianiuiinvey

- fnsUssdiulselevifiarldannsisedledfisufuniss/mny

\@E9UD9NANENAS
15. UszlawiinazlasuannnisivellunInsauuaessuu
ans1suguuszmalng

16. SuUszual
- 1919133V UIZUIUA LRI ATUS U
- fluvasiinnvessuszana
17. 1@Nd1591999
- lonansensdeindeionazifussuy
18. AANUIN
- Tuvunesunstufintaya (case record form)
- fuvunlesuiiuteyaseninsfinmudUae GCP2 lunsaifinig
FANIUNG
- §78n1551891U adverse events Way adverse reactions T
wUUDIY
- fuvumesuasy outcome lunauaainewdioduannisinm
GCP3
19. SideyiRanguiinveulildaniui 1nsesile wiagunsal
d1m3un1side
20. fidneygiRaniimihnadviiieadesiunsquadiaeiida
S2UN5IY
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D1ANFNAT
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15. | lenansewasldnenfimnsanfussauanudloves
D1ANENAT

16. | lonansAtuasiiswazBundifisameurdnisinduloves
D1ANENAT
16.1 InQUszasn
16.2 %gumaumiilﬁﬁﬁﬁa
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Protocol Number :

f9819U VUL AUANUL TS AT ILBLNNEG

puuUseliulasen1sideLAIasiiawnne

Medical Device Assessment Form

a1ANUIN 5- AF/05-04/01

Title of Protocol :

Reviewer name :

Is element

Element addressed

Yes | No | NA

Comment

A. Name of device

Are the common or established and trade

name of the device provided?

B. Intended use

Dose the Pl describe the intended use of the

medical device for this study?

C. Dose the PI provide the following

information about the medical device?

FDA

1. Category of the device according to Thai

2. Device manufacturer or distributor (source)

3. Important device components, ingredients,

properties and principle of operation

4. Treatment schedule or regimen

5. Operator’s manual
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29819
(sid)
Is element
Element addressed Comment
Yes | No | NA

6. Modifications to an approved device

7. Whether the protocol involves a new

intended use for the device

D. Dose the sponsor’s risk decision statement
declare the device as a nonsignificant risk, or
significant risk?

E. Dose the REC concur or non-concur with the

sponsor’s determination of risk?

F. Assurance that the study data will be
retained for 2 years after the investigation is

terminated.

G. Dose the PI provide summaries of prior

laboratory, animal and clinical testing

1. Summary of published information

2. Bibliography of publications relevant to the
evaluation of the safety and/or effectiveness

of the device

3. Summary of unpublished information

relevant to the evaluation of the safety and/or

effectiveness of the device
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A9E19
GR))
1. A medical device that is required granting of a license, the sponsor/researcher must
present the license granted by S-G of the FDA to IRB.
2. A medical device that is required submission of product characteristics or particulars
of the product to FDA, the sponsor must present such documents to IRB.
3. General medical devices required only the Certificate of Free Sale approved by Thai
Ambassador.
RECOMMENDATION
[ ] Approved
[ 1 Modification required
[ ] Deferral
[ ]

Disapproval

REASON (S) FOT AEIRITALL oot ettt et e e et e et e e e s eeeeeseeeen
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A1ANUIN 6- AF/06-04/01

fradnauuunasunIsYRENLIUNNTVAUB U DY
MUUNBIULEUBVBSUNTSENLIUNSYDANNBUYBUINDIENHNAT

IolATINTIY

2 | $ntlasansive

YTAYDINTINVIUNITVBANUTULIUIINDIEALIAT WUSALEINABURNIE 3.1 1139 3.2 19Ln18
DN D!

3.1 | sniunisasunuduangdnunldnes luwuUT LY 018981 AN ATIATUNNAUNS 8T 9NLA
(waiver of documentation of consent) wazlusauanvANaluNISVRENLIY

1) nM93diimnudgasiananasastiuiniiuninanuasaianaainsazlasulunis
U D TP TUT TN IUII TV oo e e e ee s s s ses e
wazliifgdasiunisnsevindeanaatinsnandusosvreanudusauduaiednualsnues
WU FRaN1ITAEITIAUNNTTIRIRATELAE NS W WAy

2) msasuaduaednvaldnwsluwuuBusenvesenanainsdudayaiefivenles
sEniNimInuYeIRNaalasiuNITIdY wazaudemanveansiTevilveranadiasen
2¢/luN 1S UNTIEMININSUANEANUTUVDIDNANATAT INTIW .o

3.2 | 998NIUNSVOANNBUYDUINDEANAT (waiver of informed consent)

1) MeiANUEsReeNaa@lAs UL ALNINIANLEsIoNa N RSz le s uTung
ANTEUNDTATUTEDTTU LITIZ oo s e
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Wawmssuseileunnsen1suseu (meeting agenda) Msafiun1sUsedy wagduiinsigeu
N15UsEYN (minutes) ATLA N15LATEN WANT1E TUAN ATIVADU LATLATEUIANUIEAINY VB
ARIENTIUNS

2. YaULYN

FrudunisiessiunseuquyniunourensuImsianisienarsiifisadostunisUssra
AMENTINNITANUNR tHofia1TulATen153d8 nsUssyuamznssunsdafiasiiiefiansun
Tasams3d msUssauanznssunsinsanddesssumsiseluay dnnueinisud Jaudseeniu
3 duneu fo nouusery sewineUssa uasndeUse

3. AUSURnYaY

3.1 Wi idhedusiumAdouasianymsivihiidnesdussgunag sz iounsuszy

3.2 Wwihdidhedaaiunsisouazianynsiniidiauedeyaseasiunusznaunsy
M3UsEY AaUsEs M (oI TELAL TE82NAINTUTEYNALALIVN T

3.3 Usgsnuaniznssumsimihfisidusas mugumsussalidulunudidmun

3.4 v ymsiimthiiiaue eazduaUssnounseae sz

3.5 Wmihfdeduaiunsifeivihiituiinnnsusssuagtariynisnsadeuagnies
yosuAnUsEgummsElusEinansUsE

3.6 U3¥51UANZNTINNTUAZIAYIYNTEVT ATUNSAIUANAANINLAZ ALY NABI VD
ﬁsmumsﬂizsquLﬁ'amsﬂszsqméjuqmm
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4. ununivunaun1sANlueu

mswseunsneunsUseyy | Wnthidhedauaiunnside

asedunsdseyy 0 [ Wi gdRESuN T3

,

nstuinTIeunsUsEYN

777777777 U257 1AIYMT wazivig
WAZNTWAIHATA TN fhedaasunsive

5. 318azREan1sUHUR
5.1 mamssufaunsUssyuiiNeRasaunlAsIN1sAde
5.1.1 AmuamsnensUsggaiioiansanlasamsideUszain 1 Weuroudutufiu
1ngdUTEs1U NTTUNIT LAVIYNTT YIBHTILLEVIUNTT TINAURTUIAMUAAITINITUTEYULAL
anuitdrsiinaeaial) laryn1sdeuudseugnssunsiensukiumaaaninedidnvsedind uag/
vide vifsdeilgussyuitedudunmadiss
5.1.2 MawisunsUszgadfiofansanlasiniteluudazady Ysssuamenssuns
v3eLavIyNNTMIoRTILaY YT FautsionansiiazussglunsnsUssguamLuUe sl AF/01-
05/01 titelinssunssrumumu leun
5.1.2.1 Tasssumsidefidadfisnsanadausn (nitial review)
5.1.2.2 Tass319n1539edidaidrRansaunlne (resubmission after initial
review)
5.1.2.3 lavymsialenaisiissfiansaunlufiussyuanznssunisiitels
NFTUNMTEUNUNIY LouA
1) lasamAideiivsuuilunagdanlyfiorsanivg

2) $18971UANAINENVBINTTINE (continuing review reports) Laz
nsmelusuTeslaTInTidy

3) $18UETUNANFIVY (final reports)
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4) Seaflonsiudu 9

5) dhunludfiudnlasesan1side (protocol amendments)

6) lassnIeiifansanuuuisaniu (expedited review)

7) lassnaiseiildsunisensiufinnsanlagesnan1sise (exemption)

8) 181Ut URnudeninuavesgidy (non-compliance
/protocol violation)

9) MeuANNUaondiuLazIBumnnsallaisUseasd

10)iwmumsmwL%mﬁaﬁﬁuauamﬁ%’a (report of site
monitoring visit)

5.1.2.4 nsueunIglidorvgiiienuniu UszsiuamznssunTvio
LUy ERIslavIynIsIeUnEelaTss I TITe RIS ey lsitiosndn 1 au (gluiFesnns
firsanTasensidonsausn) fansamunmu
5.1.2.5 Man3saenansiiion1sUsz

1) wsguivuansUsEY

2) WisuLagnsndeulenansfililunisUsyyy

3) JuiiniBaynssunsiinumulasesienside

4) wuinsIndadungUsesd AMmuansuses 1AT9919N1539Y
WA TUMUTIUNELTEY Lena1stouarieiulsdmiugitnianlulaseiniside uasienans
wamseuBugedinnilulasinmsidendonlassifeiidivssraluseudu uarseanunsuser
dsroufanssunsesnation 1 dUanideunisyse

5) Won1s¥nwianuduienaisynatuuazdeatunisgymie
Fvihitheduaiunsideasneasdoaluanniu-ds uazasuiinduienarsduione lngagsesd
fasunuiuienansynads

6) LVIYNITATHURUNLATITINTIBIIUNITUTEYUALEIRUAIMUA
nsUsEYN

7) wuunsininsguvisslseyuuazlanvieyunsallinseulyluiy
USTPUANTNTINNIT
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5.2 MSIA3EUTENINNMTUSEYN
5.2.1 U3E51UAMENTTINTABUANLAMENTTINSIABIRY “Msiinauszlovidaiy
(conflict of interest, COI)” 1unwaﬁmmﬂmaiwmﬁ%’ai’ufuﬁam%’uﬂissqm USLEIUANENTIUNS
LAYIUNITAMNITUNTVIBETILAUIUNITAMENTTUANT ALTUNTUSEYURNEIAUAIUANTUTEYY
Lie19aduINTEuIotenisszyuldnuanumuizan nsdinssunisinauseloviiivdou
(conflict of interests) 191 fieaglulassmsidefiazfiansan lidaudurmihlassnmsnielsuide
vidodmnuiAsiudumsudsliiavymsiedtisiaviymsiunsuainin earldnsaaeuinesd
Usgyuiansuiaunioli Wonssunsddudioseenaniivssyulurnsiinaenssuniseivneuas
firsandndulasansiu
5.2.2 ANENTINNMITIMUMULALILAZ 3099189 T ST YLAMZATINAN ST LIN
5.2.3 W@VIUNIVTOLIILLEVIUNTAMLNTIUNTTUNINNTOAUTIBULAZ NANTARAY
voInznssuMIadiulasseBnuUszguaiaiy Weliissauisemenumsysze
5.2.4 paznssUMsERNsadey primary reviewer liiffosndn 1 viu hIuameute
asdelufiuszyunnznssunisle
5.2.5 MsfinsaFnduresauznssunsldnanduniud Tunsdifinssunisiiaam
Anvitudauddildnisasazuuuiazioauiiudlngiduufve silussyn aguuuwdsayinfuls
Usganudugindu
5.3 Msanliunsatenaensuseyy
LAYIYNITTIVTININATURANITUTEYULAZLIINANTRATULATITINTITY Lagds
Tuiinudsmaduaednualdneslididenannsunielu 7 Juvhnsmdmindseu
5.4 MsUuinsIgnUNTUTEYY
5.4.1 ¥aNNSREUTIUNTUTEY
5.4.1.1 1lAT93199 189U TU T8
5.4.1.2 M15TuANNNT8AUTIEUTOHANITNANTUIVDIAMENTIUNTABIAIY
gndiosasutumarlinvideuieudilade
5.4.1.3 fin1snsideuANgnaeIvesilaznauwaslignsallusieaunis
Usza
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5.4.2 f§Huls¥nouveesIgNUMIUTTYd
F1891UN5UTEYNUTENO UMY
5.4.2.1 $u nan anndivesnsusze
5.4.2.2 %aﬂszmumsﬂizsqm
5.4.2.3 FoaniznssumIEitnUsze
5.4.2.4 JonmensTunsfiaIn1TUsz
5.4.2.5 Tefiirsasza
5.4.2.6 ¥¥038N15UTEYL
5.4.2.7 Feflfufingsnumsuszguuazgnsanenunsyss
5.4.3 dulsznevvesnstuiinnsiiansanlaseiansidendusnudelasesianis
Wofidadfinrsanlng
5.4.3.1 s9avedlase319n15398 (protocol number) wardelasinsise
5.4.3.2 Fefid
5.4.3.3 nM3pAuTIgLazUelauBLUETRIRMYNTIUNSInsuUATY 3 dude
1) §33eman (investigator)
2) 1A335°9019398 (protocol)
3) lenansdeyariesune/Auasdmiulidrnlulasinside (CF)
4) nslvianugugeulaglasudaya (consent form)
5) Hu 9| (others)
5.4.3.4 namsfinrsan onaazdudeladoniend
1Y = uses
2) C = fusadlneiitouly
3) R = Ysuunlaudnindniansanl
4) N = laisuses
5T = gfilATINITIvY
6) W = gaun1ssusesinun
5.4.3.5 MUUANITANTIENUANUMINIIVDINITITY YN 6 Loy
5.4.4 dyuusgnevvesnmstuiinnsiiansandiuudludiudulasnisise
5.4.4.1 $WavedlAsan15I9y (protocol number)
5.4.4.2 5%alA3IN15I98U899385554 (EC number)
5.4.4.3 Folasan1sid
5.4.4.4 Fafide
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5.4.4.5 asUduuflufindulassssside
5.4.4.6 HANITNINTUN
5.4.5 d@ulsgnausieanumsnisalliieUseasd (adverse event)
5.4.5.1 $9ava3lATIN15398 (protocol number)
5.4.5.2 TAElATIN1TIVEVR9935534 (EC number)
5.4.5.3 Jelasensidy
5.4.5.4 svagUqe
5.4.5.5 Tefid
5.4.5.6 anuil (szyiAnluguiidenseusngue)
5.4.5.7 a3us1gaumegn1sallaznsigiauduiusveannnisallafae-
Uszasduilindeussiueidoudoondusesiu feil
1) et (possibly related)
2) naziiedes (probably related)
3) \Agadacuiuey (related)
4) TiAetes (not related)
5) lalAeades (unlikely related)
5.4.5.8 HaNIRTVEIRMLNTTUNM TR TuNssely
nsdhAnmnnsallifsusrasdadinironsaningnidednandiedu lanzlasanisfiiiunis
NATUINAUZNTTUNITVOIANUNIIUDTAITUR UNIINYIRBUILUNITIZTIV LU WAaNITNAITA UA
LLazﬁé’J’aLauaLLuzmﬂﬂmzﬂiimmﬂumsﬂizﬁm%ﬂﬁau idueuariarsalunnznssunsenasa
5.4.6 @1UUszNaUIN1TUUNNNITNANTAITIBIIUAIINAINUIVOINITIBUALHD
91¢lusus84 (continuing review)
5.4.6.1 Ta83lATINITIYY (protocol number)
5.4.6.2 SWAlATIN1TIVBVDI93U553L (EC number)
5.4.6.3 Jelasesnidy
5.4.6.4 Fafid
5.4.6.5 HANITNINTAUN
5.4.6.6 TunsdifteyiiAseiiles svyszozanueinIses
5.4.6.7 Tolausuuz (113)
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5.4.7 duusznauvesnstuiinn1siiansanasunan1side (final report)
5.4.7.1 sWavedlAsan15I9y (protocol number)
5.4.7.2 ElATINITIVEVD9935534 (EC number)
5.4.7.3 Yolasan1sid
5.4.7.4 Feiide
5.4.7.5 Hansfiansan fe Juns1u vide vedeyaifiuidu (i)
5.4.8 dudsznauvestuiinnsliufufniutenivium (non-compliance, protocol
violation)
5.4.8.1 sWavedlAsIN15I98 (protocol number)
5.4.8.2 5%alA39N19I98899385554 (EC number)
5.4.8.3 Yolpsan1sidy
5.4.8.4 svaUqe
5.4.8.5 Tefide
5.4.8.6 HaN1IRTVEIRMLNTTUNM TR TuNssely
5.4.8.7 wunsutAnnssessuiileinmenisal (action plan)
5.4.8.8 Ualausuuz (§13)
5.4.9 MeURanIATIRBseiiuguan153se (site visit monitoring)
5.4.9.1 s%aUeslAsan19398 (protocol number)
5.4.9.2 TElATINTIVEVD9R3533U (EC number)
5.4.9.3 Felasensidy
5.4.9.4 glvinuatiuayun1side (sponsor)
5.4.9.5 Yuflvesnsnsaabey
5.4.9.6 NaMSATAIVEIRLENTIUNSIER TN SAElY
5.4.10 duusgneuvesnstufinnisseiulasenisidetnsn (suspension) wie N3
gflATINTITUADUNMUA (termination)
5.4.10.1 5Wave9lAsIn19338 (protocol number)
5.4.10.2 5%alAas9n153989939385553 (EC number)
5.4.10.3 Folasan1sidy
5.4.10.4 FogAde
5.4.105 graveInsiziulasinidedangm nionsyilasanisianim
NAUAINUA
5.4.10.6 HANSAITAVBIALENTIUNS BRI TN TAD 1Y
5.4.10.7 MmsUimsdansoranasinsiidseglulasenis
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5.5 NSNUTIBNUNTUTEYL
onunUszyieduenansidesinvinnudunardessiumAvliluiesfuionasd
Srinfiirdsteyaiiosevihaneienansndsanniuussam 5 Y
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Documentary Proof of Ethics Committee

Office of the President, Navamindradhiraj University

This document is a record of review and approval of a study protocol.

Protocol Number:

Title of Protocol:

Principal Investigator:

Site:

EC Number:

Date of Meeting:

Type of approval:
1.
2.

This is to certify that the Office of the President Ethics Committee is in full Compliance

with International Guidelines For Human Research Protection such as Declaration of Helsinki,

The Belmont Report, CIOMS Guidelines and The International Conference on Harmonization

in Good Clinical Practice (ICH-GCP)

Chairman of Ethics Committee Date of Approval

Vice President in Research Affairs

Date of APProval ... Expiry Date ....oooevivicincnne.
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1) S1wueraaiasiiisululasensidoduluaudinunuly
ol

2) m3dnfiunuvesideujianulasensideiaugnssunis
\ugoUnIe Ll

3) doagUnansinu o

4) Yaynuazguassnveenisivy

5) miﬁmﬁmmiﬁummaﬁmﬁé’ﬂagﬂuimamﬁ%’a

5.2.7.3 Tufinuanisfiansanluienansdumeunisiaunenasaeiede
wayfuiddunseiauarussglunszvesmsyssyiilaudanssunisiun s

5.2.8 Myenuduiiieiulasiniside (other report)

5.28.1 iﬁﬁmﬁﬂﬁﬂwﬁua%mmﬁ%’aLﬁuﬂﬂmimﬁmﬁud’] \W1U18N1T
fasanuuudwderdiiisnisinsauuuuund vdedndudesdnnisussgnitofarsandaiiem
Aelu 1 Juiing

5.2.8.2 vinmsnenufainaninavilieraasiasiidiiulassnsaneglu
amzdesdetiavioldemeegicienss Iaueuszsuiiovennuiudesdulunssesu
fosfudamuemieny vievhmandoyaifiels wieiimssiilumsunenmileanilitedostu
Sunmefiasiinuienaatas quauwazanty fadasdouddlinsunsnvusunnulaesuuas
Ldsnsannuneddnnselingd

5.3 nMsdanslenansvdsaniiunisinnsaidesduainanznssunis

5.3.1 Wi iiguiiavevameidouiuienans

5.3.2 Anugnianalsiasensideaulsziann siansanigsuiiaveu/nsdisuwuy
Ussifiumaaanunedidnnsedind i mihfidudunisiuiuuuyssfiundamedeusuionasiu
ayanzideuiuveaedaasun1side

5.3.3 Suitnfufisuenanstunnnssunsluenastufindunsunisvhay

5.3.4 fainansuszsifiulasimsideaslugudeyaiitheduaiunsidofmun niou
Tuiinanuzvedasinislinluagiu

5.3.5 Luuwuulsgiiugnnuauaduenalsiasanis

5.3.6 auanan1sUssiiulasamITeliaviynisiiansan 2 Twinisneunsusesy

5.3.7 lav1ynnsnsnaeukarssysuneulidmih s uduniseelunaisly 1 Yy
WIN3
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5.4 MUINaNIsH SN TRITY
5.4.1 @ wthidhedaasunsiseesnudsdoudsua fail
5.4.1.1 fuvsmdsdeudmanisly 1 Yuhnmmdndsesudans
5.4.1.2 L@UaUIes 1 UNTIEDY
5.4.1.3 uAlamudiusssnulaueuuy
5.4.1.0 NUNRIIFDUIIHANULUUND T
5.4.1.5 l@uenisdoudamandauiuunuatuieng1siasen1siselnusysiu
Ansanasuunely 1 Juviing
5.4.1.6 dunuisdoudana 1 ga nudnduatuenaislasinisive (Faseds

5.4.2 windszonileenmilsdesusedidmihiiduiums fei
5.4.2.1 fanivifsdefuseanielu 1 Yuhnvdsniiusesiudanis
5.4.2.2 ATRABUANNNABINLUUNBSUN ST InTdesUTed
5.4.2.3 auentidesuseansaunuuduatuianalsiaseinisideliusesiu
vioTlssuneumnoumulsTsuRiasanasnunely 1 fuihns
5.4.2.4 Uszviunsfusedluenansatiufinuenssunslinissuses
5.4.2.5 dnumilsdosuses 2 ga (Hudiduatuienanslaseiniside 1 yauas
duduiunisdesuses 1 a)
5.4.2.6 Sndaniadosusesenansduiinuenssunislinisiuses uazusutie
Usgmnduiusiusgiiunniuseauds wieunuudeufoadmiviidoaelu 1 fuvhnsduaniud
Usgsuaauna
5.5 Msnasanliussgluansenisuseyy
5.5.1 mnUsgsuiasankamiussgluisemsysegunudssinnvedlasiniside
5.5.2 funousoluliUfoRnmAssuiunsnasgiuund 5
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6. HauANI
AFWI AUNNNY
winnsalliitaUsvasd | vaneds wenisalldieUszasdniesnisunmdla g idinduiugiie v3e

(Adverse Event, AE)

21aalATNININNTIETITINA@INTUAAIARAUNG 19U HANTT
FITIATNNENTBNANTIIM WU JURNSHAUNR 81N1589101N150IN9
adtinvsenziuthefiinturausiionaadnsedseninnd1saunsive
valimgnsaliuduiusiunisioaadasidisiumsideniely

| e f @ o daYyd o aa a
winnsalldfaUsvasdluddliiudunsienieedin s1aneuazinla
wiansadlaifiayssasdaiulvgnulunsidema@invaans uwiinung
TonanwuldluuunaesnsivenedinumansiazngAnssumans

wignsalldieUseasd
YN 18Ws9 (Serious
Adverse Events, SAEs)

yaneds wamsailifislszasdlag maniswweiiAetudelduen
visoldiadesilomanisunng vienszuiunsiteds vidensinw
WAl

Gl

- WudunseaneusieTin

- Foadnsininudlulsaenuianiedesoglsmenuiauiuty

- AnATIRns/wnanwiidfayoenen1ag

- 1AANUANT/ANURAUNALAMN LR

wasaifasdeings
Juwmmnisadladiie
UszasArininousaias
laiApAn (Suspected
Unexpected Serious
Adverse Reactions,
SUSARs)

wiansadlaifielssasduiinieusadaliinensunseainfnuneunsly
AUIBNTITELazUsEr NSNS AN waglireseylulasinside
v3eAilainidy

nsveUTulsvudly

1A59115398  (protocol

amendment)

[y

1AS9519N5IFATN15HA LY
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6. DeUANA (61D)

ANSANTUNITMTEUU
NIATITNTIY

(protocol deviation)

nsaLiun e NEanaInntunsunsyylulasesansITenas
Aeliinaudemeseanaadnsvsedeyanansideiisnintiey

nsiHussdsulon
294LA59519N15398

(protocol violation)

mMsfdumsisenimuiawainun adladiu Sadouvioaziasl
nsgvimutumeuiiszylilulasinside wasdeliAnaudemene
91anadlns iseveyanan1TIdueE 198U
minor protocol violation

- linsenudvBuazanuduegidvesenanasing

- liwAsunvasenandey/Usglov

- lidssasiernnugnies/mnuindefiovesdoya

- lllfAnnnenuddlanieada

- livnstondnasesssu
major protocol violation

- nsgnuaAvsuazaduogiifvesenanaring

- denasiemugndey/muideiievesdeya

- Anananusdlavdeada

- UnFENANITLTIIUNNNTHNNE

nslufURaL
YOANAUA

(non-compliance)

o [ av o’ =] v = a wva
n1snszvintaaAaunluiidulunussidsuvesantunsowuiufus
UINTFIUEING
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7. 1BNE1591999

7.1 ICH Good Clinical Practice Guideline. n84AIuUANY1 d11INUAMENTIUNITOINITUAY
BINTLNTIANTITUEY W.A. 2543

7.2 WUIN9R385558n15Y38luAukian® vusuasesssunisiveluauludseinalune

W.A. 2550

8. MANUIN

AMANUIN 1 AF/01-06/01  fI@gINMUUTIENUANNANIMTN (Mwlne)
FI9EUVUITIIUANUNTINLT (NB15INY)

MANUIN 2 AF/02-06/01  fvegnduiindeniuvereeignissusedasanis

AMANWIN 3 AF/03-06/01  fegaiuunasuvannby/uiulgalasensive (nwlne)
Meagsuunesuveuily/Uiullasiniside (Mwdingw)

AN 4 AF/04-06/01  shegnauuumssmimanisallifiadsyasdfeusaifeluanidu
(lenes 2 Aw)
HeganuvagunenumgmsailifisUszasdoussiifnlu
GRR
(Mwdangy )

AANUIN 5 AF/05-06/01  shegauuunssuimamsallifislsrasdiouseiiinuen
#01uu (lenans 2 nw)
fegnauuuasuenumnsallifivssasdioussiinuen
a0Uu (Mw1dangw)

AMANIN 6 AF/06-06/01  feganuusissumsidsauuvesasnside (amwlne)
Frognauuunerunsdonuuredasin1sisde (Mmudngw)

AMANWIN T AF/07-06/01  f9g19uuukdslalasensivy (nwilne)
FRE1MUUKIITALATINIGIE (N1w18ang )

AMAKIN 8 AF/08-06/01  feghanuulssiliulasaimideidnenudeiios

AANLIN O AF/09-06/01  fegauuuisauizesiesen
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A1ANWAN 1-AF/01-06/01
f19819UUII8IUAMUAIINTN (N1 lne)

SALATINTITITY oo
ANAUATUT I Y e A A

YORITNAN

IVIEAVUATY oot e
Fuiildsueysinnanznssunsiansantdesssmideluau duinauesmsud.... /o /oo
Suizulas Ve e, YA YA
FURBUANUATIA Y V<
1. AUAINTA (progression)
1.1 Srunueraadasiidnlasans
- $nnueanadtasmuaideIns
- Sruueaatasiveauiugou

_ Sruueraadasiidiunsianses

- ﬁi’ﬂu'gummaﬂmﬁﬁﬂé’aaeﬂuawdwmﬁ%’a
- dnnueaasinsieglutasinniunising
- $nnuenanadiasfisiunsisbauasady
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ArvgeiuuTgnuaNuiTmii (1nelne)
(D)
1.2 ruiuenanasinsiineusoenanlasimsieuian.......au awngiigiinslasinside
DONVINATIANTIMBULIA Leerereeerrreeeeeseessessessseesessssesssssessssssse s et

Tnssnsidoiaseduanysaind dotudl ... YA YA

2. ﬁmnﬂ%uuﬂamméaﬁunu (granting support) 7ifsliresenusennznssunsldviol
L T L lils

3 finsudlodfindialaseniside (amendment) Adlinessnusenuznssunisioniely
L 1o ] il

a . fivmnisellifeuszasd (adverse event) Afslilnsnenusenuenssunmsldvield
L 1o ] il

5 . wmenisallufiaussasAviindneunss (serious adverse event) NfalinasnenusonuenIsuNIsly
okl
L1 T L1 lile
6 . Ioyakineriulsgloriniannandss (new information) NfliimeTeusenmenssunsly
okl
L1 T L1 Taile
7. dlgwwisennuAnmiudaulugusuriodidnsiuide (necative attitude) Ndsliliauseausie
ARENIIUNITlYnIall
L1 T L1 Taile
Yy v ! 1 Y 1 1
NEWR e 2-7 naudn T (Ideseanusonnznssunis)
naud WY (MnegnIsun1siiansanasusssunsiveluay
d11N9UBENTITUA LANTINEBUNUNIENFINITTUTOITIEIY
AMUAIMEIVRINITITELAT FDRINANITHINTUIRING
[d
uluae)
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A79819LUUSIBUAMUNIINTN (AW1BINE)

Progress Report

Protocol Number :

Title of Protocol :

EC Number :

Principal Investigatior :

The revised document(s) has(have) been received as detail below :

Progress Date Summary

[ X ] Progress Report - The Progress of Research

The Research Ethics Committee, the Office of the President, Navamindradhiraj University

acknowledges that the information provided on Progress Report identified above.
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aanuIN 2- AF/02-06/01

Arag19tuIntaAI111Y9#R18N135UT4lATINTITY
Juiindanay

ATINNIINYIAYUINUNIISTIY

1399 VRMERYlATINTITENNIUNITTUTBIINANENTTUNTNATUIRTETTIUNTIT I uAL
d11IN9UETNTUR UNNINYIFEUINUNTIBINY
BEU UsesuANEnIsNNIsINsaNasesTsunTIdeluay ddnauesnisud

SHALATINITIVY oo FPNIUNITSUTDININAULNTTUNITARANTUIIUFTTUNNTIdTuAL
WaNTUTEY AT ....c.... AR— waglakuulena1susenaun1sianTa Al

1. WUUSIHIIURNANITALTUNITIVEAIUNAUENTIUNITAAISUIRI8555UN5I98 TuAv
dinauesnisudivun 91U 1 ¥a

2. 1Na1sUTENBUBU NIV 1 %9

3. nilddeinderns UL laulasnang U o uRY
4. wuduiindeyalasan1sidumude 1 uag 2 (CD/DVD) 31U 1 Uk

=< a Y a
usyULNEIUIARITUN

2197159MUS N LATINTT PINUNLATINTIY
nsantnlasansIseduin@nen

PINUNAIUIY
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Arvgranuunasuvanily/uuusalasamside (nn

a1anuINn 3- AF/03-06/01

wlne)

maUTeuiisunisuily szrndnlasamsideduiulaseinisidenuiulgedly

G B L P T AN YT oo,
D P TAN YT oo
P I T PITINITIDY oo ee e e e e e s e e e e e e e e e e s e e e e e s e e
o 1 cll v a o ] d' v [l [
AN JBAIULAL AU Yanulnd wianalun1susuuge
Wby Wb Wb
oo, )
PINUNLATINTIVY
JUN

naewma: Yalvisyydunisiunlulvdanulag

- srygentiuwazussviniiunly

- Aunhusulssvinssiuninssyauale
- Tvhuaud (Seuaumn) wedawdulaludiunusuusunly




AMZNTINNINDITUDIBFTIUNTITeTuA WU 155 970
AUINNUOTAITUR UNINYIEEUINUNTIEINY 198
Research Ethics Committee Page 155 of
Office of the President 198
wndl 6 msUszdiusediewedasinsiiiiunisiuses SOP 06/01
(Continuing Reviews of Previously Approved Protocol)
Aregnanuunasuvanily/UTuuse Tnsen1s3de (nw1dinge)
Revised Research Document(s) Report
Date....ccooeieeeeee
Refer to
Protocol Number :
Title of Protocol :
EC Number :
Principal Investigator :
The revised research document(s) has(have) been reported as detail below
Revised Date Summary
version
[ ] Protocol amendment
[ ] Consent form revision
[ ] Update investigator’s
brochure
SigNAtUre .o Principle Investigator
(e )
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aanuIN 4- AF/04-06/01

ArRgILuUTIBwmANIsallinssTaRausaialugaty (@nas 2 n1w)

1. S%AlASINISIVY

protocol number :

2. YORILVANUAL VUL :

principal investigator & affiliation :

3. Y2IATINITITY :

title of protocol :

4. LaINoEdlAs

subject no :

5. @nuAAmMANIol :
site of SAE :

L Tunvminedouniunsnsss

inside Navamindradhiraj University

L] wonuminendeuniiunsissv

outside Navamindrahiraj University

6. SUMANITOL :
list of SAE :

7. Jundawnnsal :

date of occurrence :

8. JUNIWIU

date of report :

9. BUAVDITIHIUY
type of report

L] s1s91unsausn L] s1e91ufieniy asan

initial report follow up report
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10. wgnsadlaiisUszasaiinnuguusavsely
Is adverse event serious?
Y
no
L1 quuse
yes
[ FeTin
death
[ juuseauenafianndin
life threatening conditions
(TEUo e )
(please specify......wervenan.. )
[ fAeaususnwdnlusn.
inpatient hospitalization
[ ogjs.wui
prolong hospitalization
L1 AeliiAnauiinis/mwanin
98 1LAUTANTOONT
persistence or significant
disability/incapacity
L1 AsliiAnmnuiinisusriia
congenital anomaly

1. mgnsallsifisUszasddumnnisalfininnisal
Tallalensoll
Is adverse event unexpected?

L1 %l

no
L1174

yes
O wamsaifiAnduliiieatussfouis
798

nature is not consistent with
protocol*
O aguussiifnlsiiRendestusadeu
15748

severity is not consistent with
protocol*
O audesveangmsnilifedasty
53108175748

frequency is not consistent with
protocol*
(*serdeUiTIe vide nansiiiendes
LU LONAILTEYVIU LONANTANEULDL)
(*protocol or related documents such
as investigator brochure, informed

consent)
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(513)

12. wgn1sadliisUseasAsunssduiusiunissdlu yes no unknown
NITensel

Is adverse event (AE) related to participation in?

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

12.2 wnnsalliifieUszasnuusainTundsannvse +2 -1 0
FENINMITINIY

Dose SAE occur after taking this test article?

12.3 LW;mﬁm‘hjﬁwszmﬁqumwﬁLmawé’amﬂ +1 0 0
NYATIUNTITY

Is SAE alleviated after discontinue the test
article or taking?

12.4 wgnsallifsszasdsunsaindudnese +2 -1 0
NAIIINNAUNTINNITINEY

Does the same SAE re-occur after re-
administering the test?

12.5 LW;mim‘hiﬁwizmﬁqul,mmﬂLﬁmmﬂmm&g -1 +2 0
Suuenmilennmsidelindely

Are there any possibilities (except the test
article) can cause?

12.6 ervaeniluanmvnveansnisallufislszasd -1 +1 0
JUUsIEnIBl

Does placebo cause the same SAE?

12.7 seeuvesendildlunsnageuludentesesud +1 0 0
nolmAnNY

Dose the plasma level of the test drug reach
toxic level?

12.8 wmnsallifivsrasaigunsedanuduiug +1 0 0
STMINVUIAVOIINTD

Are there any association between the dosage
of the test drug?
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o))
12.9 Fdrsunselasuransenuanmanisally +1 0 0
flalsrasdfiguusatuieniudledisunsise
Does the subject have the same SAE when
received the test?
+1 0 0

12.10 findngrudussssuuandiiutisamaves
a e 13 g oA '
nsiinmanisallaifisUseasdsunsanenldviely

Are there any objective evidence showing the
causality of the test drugs?

ALLLUUIIN (total score)

doubted, not sure

UG > 9 Aendes, 5-8 - fianudullgunn, 1-6 - fanudululs, < 0 - asde, liwdla
> 9 : certainly related, 5-8 : probably/likely related, 1-4 : possible related, < 0 :

13. gnmanuaainvesoranadas a Jagdu 14. fmawAsuulasesssdeuisitevie
(current clinical outcome of subject) ﬁq@uaaumﬂm@lmim“lgjﬁqﬂizaqﬁﬁ
L1 wedudnd O #3u UL
recovery improved Are there any changes in protocol or
[ Aadiu [ weas informed consent due to the SAE?
stable worse (114 (szyswaziden)
L] @e33s L lainsnu yes (please describe)
dead not known
AT T rverreeeeeeeeeeesssnneessesssnneeessn T S

Investigator Signature .......ccccoceeveevnvncencnene Date......cccevvvuunene
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ArRgKUUATUTnUmansallaineUszasaiaussifaludandy (Mudingw)
Serious Adverse Event (SAE) Report

Refer to

Protocol Number :

Title of Protocol :

EC Number :

Principal Investigator :
Site : Internal (Subjects belong to NMU PI)
The SAE(s) has(have) been reported as detail below:

Case ID Report number | Event summarized | Date *Relationship to

investigational

material
* Relationship ; likely, probable, possible, unlikely related, not related
SINATUIE e Principle Investigator
(oo )
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a1anuIN 5- AF/05-06/01

AdeguuuTIgumgnsallidilsseasaisusaiiiauanantdy (1anans 2 n1wn)

. SWALATINTIFE -
protocol number :

. Werivevanuayniieny ;

principal investigator & affiliation :

 Folasan v -
title of protocol :

. 93NN
period of reports :

L IUTIBNU
number of reports :

. AMUIUDNANFNATNT I
number of cases :
L TuuUsewnen 518

total number of currently enrolled subjects in the same protocol. ..................... cases

. nueaaiasiisugnisallifisssasdannendefediululasinsidedu. .5
total number of currently enrolled subjects in the same protocol .......... cases
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(51D)

9. fxil”]‘lJ’J‘u@’m’]ﬁﬁﬂiLLEJﬂG]’]@Jﬂ’JWiJEULLN
number of subjects classified by severity
of adverse events

a Aa
L1 @730 e 318
death ... cases
[ suussauenadiaundi ... 378

life threatening conditions ...........
cases
LI dosSnwndalus W 378
inpatient hospitalization ................
cases
[ ous. MUY o 578
prolong hospitalization ................

cases
L1 AelAnanufinis/ymanmdaiau
T 1 378

persistence or significant
disability/incapacity ............. cases

L] nslviAnanuiinisuanide.......51e
congenital anomaly .......... cases

10. wpnsaflifisszasdinanilifumenisaiii
limaRniasiintufeniold
Are there adverse events unexpected?
L1 1 wsngladiszylilussifouisive
viioenalsiiedes wu tenaisiday
YU NID LONANTANDUDY
no. They have already been
mentioned in protocol or related
documents such as investigator
brochure or informed consent.
L] 19
yes.
O wenseifidedulaiienfussde
15348
Nature is not consistent with
protocol.

O ewsuuseiidnlsiieniussdeu
ehRL
Severity is not consistent with
protocol.
[] mm?ﬁaqLwlmsmplajlﬁa’rﬁaﬁu
53108U75798
Frequency is not consistent
with protocol.
5’1u3usuaﬁl,‘1/1¢;ﬂ’l’immlﬁ,iﬂ’lﬂﬁﬂ ................... A3
numbers of unexpected events...................
cases
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39y

11, agudunuvsnisalliiesUseasnnny
Avduiusveums N sallafislsyasAiunig

summary of Adverse Events (AE) that

L wedudnd

related to participation in research)

L] duiusiumemsallifisszacd
UMW VAN

certainly related ............ events
O ululffasianuduiusiy
wignsalliieUseasdAdnua........
\WRN1Tad

probable/likely related ........
events
[ Liwdladnesfianuduiudiv
W15l NIUTEAAT I
\WRN1Tad

doubted, not sure ......... events

L] Liduiusiumgniselldfiaussad

v

RGO ——

12. 91NN NAARNUBIDE@ALIAT f YUzl

current clinical outcome of subjects

........ WRNTS0
not related ....ocoveeeeenn. events
ANYLDVDUNTIVY oo, FUN e,

Investigator’s Signature ........cccoocovvivnicnennes D
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Arag1akuUaTUTBNUmANsalliineUszasieuseifiauenan iy (nwdengw)
Serious Adverse Event (SAE) Report

Refer to

Protocol Number :
Title of Protocol :
EC Number :

Principal Investigator :

Site : External

The SAE(s) has(have) been reported as detail below :

Case ID Report number Event summarized | Date *Relationship to

investigational

material
*Relationship ; likely, probable, possible, unlikely related, not related
SigNAtUre .o Principle Investigator
(oo )
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U Avau o

FUINNITHTUTITNU e et

LY
v A

NNV TIB9U
giavesnisandunsiilssuuviordfly

nMsduoranasinsilaifinuand Ry ay
nsfuenanatasiiintiedneenainlasinis
ladlsviautuneunisdnnsasiissy
yhetuseunsfnnsesvioiunaunisisbuenssesnaitavy
mMs3nuliinsamuiisey

mslfenlinsanudisey
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Tvinanudunaun1sIdensy
nstavanelinsanunsey
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ANSUUNNANYULYBINSHIELUY

NANIENUVDINTSHUE R UUNUADDENENAS

YUABUNITARUNISTEINBNISLA bUNTISLU LU

va o L L lﬂl =
HIvguan UN LABU N.A.
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A1981983ULUUTI8MUNISHUERUNYRIIATINIGIRY (N1E189ngY)
(GR))

Protocol Deviation Report

Refer to

Protocol Number :

Title of Protocol :

EC number :

Principal Investigator :

Site : [ ]External | [ ]Internal (Subjects belong to NMU PI)

The protocol deviation(s) has(have) been reported as detail below:

Case ID Report number | Event summarized Date *Significance

* specify as non-significance, significance

SINATUTIE oo Principle investigator
(e )
Dear President of Research Ethics Committee, Office of the President
SINATUTIE e
(et )
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L% ] Y a a o
A9EIUUKITUALASINISIVY (1w ine)

WINNLATINIGINY
Whsufidaia
AVIEAYIU. oot
SYOLAANTUTUNITITY SR e A

NUazdun
1. dayanenfiveraadiaslulasanig
1.1. IUIUDIANFLATNINUANABDINTANEN

....................................... 318
(total simple size)

1.2. SruueraatnsiauuBus o5 IATING o 31¢
(total subjects consented)

1.3, ST AST LN IUN SR ANTON oo 37
(screening failure)

1.4, 1@ RS0 0UFIDBNAINTATING .o 318
(withdrawal)

1.5 10 EaT AT A TINTEIINNTITE oo 518
(death)

1.6 SAUIUDNENASTATHAEAAUNITIT oo euld

(subjects completed)

2. Toyaiernuimnsallaifieseasdiifintu o aa1uinidevesinu

2.1 fwmnsadlaifielseasdMAnUuiuenaddATNIaU 31U e 318
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ADEIUULITUALATINISIFY
(Gh))

2.2 BumgmsailifisUszasdviinhousiioilimafnuiieu S ... 378
(impnsallifisUsrasdviinirousovianeds wnnsallifisUszasdfiinuneiaatnsuagyiflenean
adasfaunnuaie finrsvseynnanin seudrsunissnwisilulsimeiuianiesylsameiuiauiy
niUnd drumsnsallifisszasdilinadnannounneds enisiduleiAnunenanasiasdalaly
wansainszylilulassnsisenseiionnide)

3. Sﬁamuams]'mmjm&im{ﬂﬁﬂmﬁau (unexpected or unanticipated problems) FAnTu o @i
Wevewin (mnsaiftliaafnunieunneds wgmsallailifliennslifsssaduiniousmio
filinadnuidou wigideAnitoradullgmideniside wu Inlnfanuiiide msdeanuiise
feeifogndniund oranairsidedinananmgduilliifsfestunadrsniulasimsiseviedina
sonsiiusnudeya 1wy anudemeuninsesresimesiiliiiudeyaniensgnlasnssudeya)

L1 idd L1 (szyseaztBenuagsnuai. ... wisn15al)

nlipeuddibuusenulsenau)
4. foyaieiumsiuiunside

4.1 fimsasuuladisise (protocol violation) Feviudsldldmenuuiamuenssunsvielyl

L1 g L1 & (wuussaw)

4.2 fimsfidunsidefiunnssanniszylilulasenaniside (protocol deviation) Bevinu
galulasieanu unpuznssunisvield

R O 81 (wuusieau)
4.3 finmswasuulasiuinveulassnsidedaiudlilldssnuuiragnssunsuielsl
[ aisd L & (wuusieenw)
5. finsiasuwdasenasiieatulasinsiveduiudsldldsnsnunnauznssunisrsel
[ il [ 41 (wuuenans)
6. SlnanainsdosSeudeiulasimasevewihnluszrinanmsandunsiteriol
[ 1sid) L1 (53y H30UUUTIBNMU )

a3UNaNITIT U099 (MUTAQUITAIAVBINITIVE)...coovovrrreecrnrreernnes

MIvesUTEIIlARTINEEUAINNAEEIBLA karTIBUAINATuTSINUsENS
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Refer to

A29819LUULAITUATATINNGATY (A1W1D9NEE)

Study Protocol Termination Report

Protocol Number :

Title of Protocol :

EC Number :

Principal Investigator :
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o/

A28 UUUTZIULASINISIVENATI89UA DI

SWALATINITIY

PINUNLATINTIY

[y

VUIYITUNAINR

YUAVDITIUIULENANUTUAVDINITNINTUIVDIAULNTIUANT

Expedited review

Full board review

O sreamanuinmiin (nse........ )
L1 snearumenmsallifisdszasduie
o (1N5e....)
U = < 4
L1 sreaunsudledsulgaiivndntes
LU
advertisement, other IRB approved

documents, MTA,

L1 msveseengnisiuses (1e......)
L1 msveudlo/dsudgslasams (1se.......)

o a U Qv
L1 nmsnsgvimdeauw/diluaniasinside

O sveaummnsallifisUszasdaiindousaiions
Jusuaseunonaadnsaudu (115z......)

[ srenuzessessou (1N5y.......)

[T 5989780 WU oo

U2 AUNITRAN TN NPT U TTU

winzan | hlmaneay VUL

1. MnutAsswaUselovivasananalas

2. nanadinslasunisufumnussylily
15911539

3. penadinsiasutoyaniasuiuiisanese
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4. UndelaUfURnUMLININTEIUNITITY
V139AALNIA

JORATILTRINTINNNT

UDLAUDLULLNLLAL

L Sunsru/suses

[ sunsru/susestaglifideuly

O welvigifoduaafisnduiionnmfiarsan
Tmidnads

[ szfulassnsivedansm

L] eflasenns

N3IUNSEUTEIY
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5. 379808AN1TUHUR
5.1 ANSAUIIVIINDNETITTINEITNUIATINISIY
5.1.1 NMSIALAULNEITIATINTIVY

5.1.1.1 FavdundulfiFoudes Taotnuaiuidudunuiaedisia
1ASIA5I9Y
5.1.1.2 FalumssansUaenansiasansive iduwsiuusn arnfulidia
wiluaesldrounnisiiuenansiasamsianusluuity
5.1.1.3 msdauilulassnslvifieglusznitansfiansan
1) AraRninesuauamudauylassnside dall
(1) an1ursoNan1sUsEENINATINAS Jl87
(2) anuzseusIRinUsELiieiinnsan Funs
(3) anugsonSWAlYNEITY Andes
2) FautuSoaddiivienansuenmuainuay
3) Juiinmsiisenansiiglunaduiinnsu-Aulassnsidony
WUU
5.1.1.8 nMsdautiilasensfilasunisuseaan
1) Wnthiinseaeudiunidesusedinsetusuatulasensisy
2) Ianilidesusout a1 UylaTinIg
3) dniseailudndiivienasmudrnuliseuios
4) wonanslasinsideazgnifiuinulinelusseznan 3 Ynasain
fAdoudlnlasemsidonouiluvhane
5.1.1.5 Msdnutiulasenisfilisuses
1) Wnthiinseaeudunisdeudwalimssiuduatulasinsive
2) IanilidoudamaLiuiNa a5 U lATINIg
3) daseawiludnginuenansaudinaliiseuios
4) wonanslasinisideazgniiuinwliiduszezian 3 Unewiily
yangy
5.1.2 msuduviladeSuseadnuilumiadesuses
5.1.2.1 fafudnuimifsdofusendsemuaisiivssau/mseiiussgid
miﬂizﬁm/ﬁﬁqumil,ﬁaiﬁdwwiamiﬁu
5.1.2.2 duitulnedomunaiiussgn/ s ssa/dduiilasins
Fledszauasy
5.1.2.3 9aL5eauiun Na1AulATINS/UN.A.
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5.1.3 msiAulassnsisinsdesenufuiuseides 1y protocol amendment,
progress report, protocol deviation, protocol violation, renew protocol, SAE reports ta gl
annsauivluuiufesldduneunsufon fail

5.1.3.1 ugnuiluAvlassmadiinlaglidaviduunialiZeuiessyymudiu

uLazUsTTLTTRLENa TLENLAY
5.1.3.2 Wiuufluenanaiid e fuuitusuaty
5.2 NsIAgLAULENES
5.2.1 lasams3defim&ssiiunis (active protocol)

5.2.1.1 uendrunglugienasaudiuau

5.2.1.2 fntheiiudnuueusazdinamlagsey
1) @y
2) tavitvosiiufianglug
3) lviilassnsidsanlassmsusnislasamsgavinefiivludiuy

5.2.1.3 daBsdlassmaidemudifuiaviilasanig
5.2.1.4 Sufiniiuvuneiaalasan1s3idelumssduiinnsiu-Aulenans
Tssnsidenunuuesu AF/01-07/01Usesndiue
5.2.1.5 Wwihiidenglenansynafilaefiimihfamediufisseuianaua
GRNa
5.2.1.6 Uufindayalugiudeyanisiivienaisvesdeduasunside iy
U
5.2.2 Tnssmedeiiauaavisesiudn (inactive protocol)
5.2.2.1 UgNAENATANNAIUIY
wusdunelugienansanuadutn.a.
5.2.2.2 fathefinihdlagsey
1) duu/Adn.a,
2) Wuiddug
3) vfilassnsiteanlasmausnislassnmsaariediiulugd
1) dniFedlasamAdunudduiarilassnsneluniiuvesdaum
5) guiiew/Afudsnsauanuiegilasinside vielasenisiivin
msfnseviafaderudtnnufioudinisdeniasuansads
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5.2.2.3 fiagaaduiiniaeilassnisiidugavienlassnsideudolasenisd
YIAN1sARFEMULUUNETU AF/02-07/01 mudrdun1sdaiudiglaessy
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2) \aviilassns
3) fudinsurmumsihaneionas
5.2.2.4 i wihiidestufinsaziBuanisdreienarsiueglugdulumiss
Sufiniavfilassnsiiduanudogilasinisifonuuuunosu AF/02-07/01 nnads Wethlassnaidn
Tdmuivlug

[

5.2.2.5 Wwihiiengenansnneds Tnefidwihflawgdfuinveuianaua
R
5.3 nMsfuenansitisadesiulasenside
5.3.1 msdnenaislasainsidgesnaing
5.3.1.1 msruenanslasimAdeiteuutlvinssunsildsuneumneg
5.3.1.2 Wwithilegmsiaaeuanuzvedlasansnngiudeyanisiivionans
vaeyduasNNTINY
5.3.1.3 nsdifilasantsdelaififoyanisilasanisideeanaing i
srdufinmsiienaisiassnmsesnlugiudeyanisinuienarsveshedaaiunside lnessy
1) Fuihi1een
2) WiWaveIn1sinean
3) Fordmihdiguiiaveu
5.3.1.4 n3diilasamsideyanisinlasenisiduoenainguds idmend
Ansofuiminfiidednienansesn mnlidesnslondreenanslassnside Tidmihiauusnidy
fsuiinrey mniuihileuusnldsndumsiaseiu Tiddeudedfuiisvoududwihiiaudiaes
5.3.15 Wmthiiezienaiseenaingliidnnauagainidmiiisne
neyuagienans wazasduinluayaduiinnsidnneyua
5.3.1.6 Wmihidulenansmuvselavgiszyaugudeyanisiiuienans
vaehyduasuNTINY
5.3.1.7 Wwihdiuenansesnangazdestuiinuazasunslumsadudin
MsBu-Autenanslasimidenanegfidienanslmzouiesneuinstadent
5.3.1.8 WwwithiithnguasnAulazasdeluayatufinnadnnaua
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5.3.2 Maiuenansidng
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grudayanisiivienansvesdheduaiunisive
5.3.2.2 WmihfigiAvienanslasaimAdeidnnyuagandmiisnvnaus
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q
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5.3.2.3 Wmihiiiuienansiasinisidednenansiasinsiseldiiulinnu

vnglavguissylugiuteya
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AIERERYY
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winsruenanslasaimAdelriungiseviedilasuneumneanngide

5.3.3.5 msfwenaslimidunismutunedsiuiunisnasg i

5.3.3.6 Wnihiviinisduiadisssudounisveduuiniuuszana
U Inedouniiuns iy (i) uazuddvigisensiuiedidunsseiulizeuos noutludn
Fuesssulleunieluadaiutuundundngulunssuenans

5337 dawasafunisdniunadminiideussy “Widniunswds” T
wuutlesuvedumidedoiuseslasenisidomuuuunosy AF/03-07/01 uazasiioldnii
HSURnAYaU

5.3.3.8 iuuvuesuvedumiisdeuseslasinsidedidndunisudandn
wilulassnsideiflerdundngnu

5.3.4 msAuwenasdumiiideiusedlasinsidelngide

5.3.4.1 fAdeiunuurlesuvedeyadiuionaslasinsidouazniidesuses

ANLLUUND TN AF/03-07/01

5.3.4.2 Wmhiameleusuluaynsuienans
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5.3.4.3 WmthilausveeysiAnisdudiumilsdesusesainianminde
GNGERHGREPET
5.3.4.4 nsdlivmidhseusfAlidmiifunsensUseguedlasnis
fanamanguteyalasinside Tdmihiduduns il
1) Auenansanuituiunedesusesanglenansiisiesnns
2) deduuenanswilsyn
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1ASINTIVULALAITDLINNTNTNLTURATDU

Y
[
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5) dnunduAviduiunisdosusesuazivuiluiirdlanansi
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