AMIZNTTUNISITYFITUN5IY UL WE
a o v A ! PSRU-EC 14
U INAYIIVAY NYAHIATIU
A15NITANTIYUAUNIINTIVBINIFIVY Buld 10 naAu 61
Progress Report Review of Study Protocols wni 1-7
GUEIVY
afudes %N

1 Ingusvad
2 YOULUR
3 ANNSURATOU
4 whufiduneu nsdudunms wasdFuliaveu
5 naNNISUHURA

5.1 msmyvuaiudangnuanumIntivensivy

5.2 NMsuInAeuRIdlid T snuANuAIMTveIN Ty

5.3 MITIUTITINUANUAINTIVEINTIFY

5.4 MINUMIULaEIITNATUTIBNUANATIMIENYBINTIRY
5.5 Mg lufiusguAnEnTIINNG

5.6 WINTRNTUSORITY

5.7 ﬂ’]iLﬁ‘UL@ﬂﬁ'ﬁi’]EJQ’]Uﬂ’J’]iJﬁI’]'J%ﬁ’]“UENﬂ’ﬁa‘:]JEJ

o b B~ B~ B~ A~ A P VO VLV L DN DN DN

6 ANHYY
7 ANANUIN
8 LONATD19D9




1. dnguszena
1.1 Wi munisnisfiansaniesauaiuivtivesmsideildueyiilasanisidoainaus
N33UN15*
1.2 MInumusenuanuimineanside finguszasdiiefivinganiuazanuduegiidves

q

1@asATINI NI ULATINTIYBEN19M DL

2. wauLn
A duNTNPTEIUATIUARNNINUYNUTIBILUAIA 1T s TITeivinluaywdluiae 1and
manzanfuaudsdienatinunenaaiag JULUUTEINTITE ANNIUTIEUI S EALE DUUETRS
91Enasing WarszEvIAMINTITe uaznumuMsnuANuiifioseegluusesUszdd

3. anuiuiinvau

3.1 AaznsIINT Snthiidtmusanadlunsseauaiuimi

3.2 Wwthiiddines dvihilunisudafeudisearmiinlasinsidefaimundesdesonu
ANUNTINT

3.3 USE5IUAMENTINATY M130509UTEEIUAMENTINAITY 9158LAVIYNITAAILNTINNIS Hntid]
NUMULATaTUTI89IUANLA1INT198911538 uavdeandudnaus Wedndfintsunlud
Uszau

3.4 Tunsdimsdoengluduses iWmihidnineus azeenionansluusesatulmidsiissozinan
fuses 1 Vastuiideaniuiinuaenguesluiusondy uwilunsdfifidodsnonuanuimiie
soorgiiuimun Thasfufisusesnuiufidiinnun 1#uEemngide

v
Yo

4. unuivunay nMsanduns wazgiuliaveu

v
}24
(4

JUADU A1SANEUNT HYuRavau

1 AMAUAANLATEINTATIENUAIILANINTINTITY AIENITNNTT
|

2 L9 FoUlRAIT189IUANUATINTNVDINTTINY gt
|

3 SUTINUANMUNIULIVDINITIVY g
|

a FITMBUANLATITasonaslasmMSITe  mtdiddneun

agliinssunns ASuRAYaU

|



NUNIULALATUTIBUAIUAINN

"

fa1sanlunUseguanenIsun1s
WAIHANTRANTUMAERTY

"

AUTIUAMUAIIMTNUDINITITY

U5¥51U 158509U5E51UY
VIOLAUIUNIT
ANIENTIUNIT

WUNRE TN

WUNAF TN

[

a v o aw .
NSNIITUITIYUAIINNINUIVBINT5I8 (Progress Report Review )

va
W398
Y

A951891UANUNINTNVBINTTIE (AFO1-14)

NEnau

l

U5E51U 150599UTE51UA M%E]Lﬁ"u’]‘léﬂ’]ﬁ”l NUMIUTIBIUANNAININ wavdinanIsRansan

Widinauiefasaunluiiusyyu

A 4

| HAN1IRTUINTNYTEYY |

v

!

| Susevusowelio |

v

]

Tiufluvtevedoyaiundi (mniud)

}

LIIKaNSRANTAN

HAZIDNLDNAITTUTEY

| wdsmansiasanbigidedufunmsudly |

}

Bianan1siinnsanlayoanena1ssuses

l

wIeUsEIUAMENTIUNT IR UNTIU

A,

|1§,J§U5m/LaJ%'UiawiaLﬁaa |

| wdaman13i sl 3de |

5. wann1sUun

5.1  ANSANUATUAISIHUAIMUNIINTNYBINITIVY

1) lunsdlvesdesiglususes (enviu Exemption protocol) Tidaseaumaunmi (AF 01-
14) lsiifin 30 T (4 dUan) neaulususemunany
2) lunsalfgidedesrgauanuininimdaduiusenunety wazdalalaluiusesadulnm

AIdgazAsamganniiunTeduiifeitesiueaatiag dudwusndeiuluiusemuneny
undaglasuluiusesatulm

[y |

3) lunsdldssgauanuiimdiiensiaauanudesdeanaadas g Jedeseanuniu

AMNUALALAUENTTUNIT

5.2 msuiudeudIdelvidssgnuanuinintveinsidy



LY a o

Fwithiidiine dwamneudafounfeutuuuuuunenuanuiniminvenside s
N3 wegtey 30 Tu AouMruATUAITI8IY
53 MSTIUTIIIENUANUAIMTIVEINTITY
Ethiidninaun uiinfuitlduneauluguteya
5.4 MINUMUKAETTAUATUTIENUANAINEITeINITIRY
U51UAMENTIUNTTY Y30589UTETIUAULNTIUNITY LAVIUNITAULNTIUNITY NUNIUTIBU
AufmthvesnAideuarasy (Wuuvhenuuresu AP 01-14) iletudiiussquangnsTngY
folu UsesuamgnIsun1s 589UsesIUAMENIINNITY Y3BLAUIUNITAMENTINNITY @1U150
UIN®nTIuNTI gnuniulasamadeinusy
5.5 msRasanluiissgunnznssnise
pansRnIsanTsnuaTinnthvesnifelaeannssums andudeladeniaiielud
1) $usevsusessaiios (nsdisonglaseinisise)
2) WudlwSevedoyaifisni
3) lifuses/lsisusesdeiiles (nsdlsionglnssnside)
56 WIMaN1IHNTURONIRY
1) Wmdhiiddnaun wisueanuendananisfiansuungidvasuulassesiuaus
N3N
2) INNLUINANITHITU AoeUseEnaume
(1) wamsfansanTenueimiYesnside uazTui A
(2) Tunsdifinanisfionsan Jusesdeiies (nsdideenglasenside)  seyfufiveanisds
sesuanufmiwesnsideedtell lunsdifinsidedslituan vioveliiideds
eeuazunde lunsdiinsifeiuaaud
(3) Tunsdlinanisiiarsan mnnih) TuiluSevedeyaiianiu dosszyindeyalaideudly
yiovaifiaidy IAtedanisudloniedstoyanndulinssunisimumuiuionsan
rousenluiuses uazudsiszaalunsnsioly
(@) Tunsalinanisiiansan lifuses/lfusesieilleos Fewdunmuavesnislisuses uaxdl
donrmdall “vhuannsndomaifiensiumgranarsazdealunsfiarsavesans
n331n137 Inaudinuduiazimsnalun1siewe feUsysruamznssunis Wuaiy
anualnus”
3) nsdiidulasans FsUszsnuamEnTIINTT 130709UTEEIUANENTINANTY Vi3IAYIYANT
Aznssuns ugidendnvidedisesin Tmumuu foamthiunuusssuaaznssunis
“l ¥39599UTEFIUAULNTTUNITY MTOLAYIUNITANENTINANT UeaauinTel
57 MSUeNaNssIsnuauinniiven1sive
uALAIMTYeINNTIde i UM TR s lagAMEnTINNT AtufinnanisRansan
Fuitiorsan Tunuunenuild3uangids amnilaeusssuanenssuns wsiulifud
silswedasimsifoiiug muinsteyaly ssuugudeyaneufimes wastufinarsdauenas

6. AUYIN -



7. A1IANUIN
7.1 AF01-14 WUUSIEUANUNINLNIVDINTTINE

8. 1BNA13919DY
8.1 ICH Good Clinical Practice Guideline Na4AIUANY FIINNUAMEATIUNITOIMITHALEN
N3ENTNENFI5UEY aUUNTWIINY W.el. 2552
8.2 WWINNNT38555UN1YINITETuALLTIR BusHaSEssTUMTIsluauluUsTmnelne w.a. 2550



AF 01-14/1.0

Pibulsongkram Rajabhat University

PSRU

EC Ethics Committee

Progress Report Submission Form
HUUSI89IUAMUNIINTIVDINTIY

PROTOCOL No.:

COA No.:

PROTOCOL TITLE:

Principle Investigator and Institution Name:

Submission for : [ Certificate renewal [J per PSRU-EC action requested (as indicated in protocol) [ Both cases

ACTION REQUESTED:

Q Progress Report-Period from to

(For full board protocol, please attach the copy of the first
participant consent, if this is the first report.)

O Renew - New participant accrual to continue

O Renew - Enrolled participant follow up only

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?
a NO
Q  YES (Describe briefly in attached narrative) .........cccoeveeveveeennne.

SUMMARY OF PROTOCOL PARTICIPANTS (number):

1. Total participants expected to be recruited at the beginning = ..........

2. Number of participants recruited= ............

3. Number of participants expected to be recruited from now = ............

4. Total drop-out or loss follow-up = ............

5. Total participants still active or in contact = ............

6. Total participants completed = ............

Remark :49 1 = 98 2 + 90 3 f02=T0d4+T05+906
HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION,
RECRUITMENT OR SELECTION CRITERIA SINCE THE LAST REVIEW?

a NO
Q  YES (Explain changes in attached narrative) ..o

HAVE THERE BEEN ANY CHANGES IN THE INFORMED
CONSENT PROCESS OR DOCUMENTATION SINCE THE
LAST REVIEW?

a NO
O  YES (Explain changes in attached narrative) ...........

HAS ANY INFORMATION APPEARED IN THE LITERATURE,
OR EVOLVED FROM THIS OR SIMILAR RESEARCH, OR
COMMUNITY ATTITUDE TOWARDS THE RESEARCH
THAT MIGHT AFFECT THE PSRU-EC EVALUATION OF
THE RISK/BENEFIT ANALYSIS OF HUMAN SUBJECTS
INVOLVED IN THIS PROTOCOL?

a NO

Q  VYES (Discuss in the attached narrative) .............
HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE
EFFECTS BEEN NOTED SINCE LAST REVIEW?

Q NO




HAVE ANY PARTICIPATING INVESTIGATORS BEEN ADDED OR
DELETED SINCE LAST REVIEW?

Q NO

Q  YES (Identify all changes in the attached narrative) ...........

HAVE ANY NEW COLLABORATING SITES (INSTITUTIONS) BEEN

ADDED OR DELETED SINCE THE LAST REVIEW?

a NO

Q  YES (Identify all changes and provide an explanation of
changes in the attached narrative) ................

HAVE ANY INVESTIGATORS DEVELOPED EQUITY OR CONSULTATIVE
RELATIONSHIP WITH A SOURCE RELATED TO THIS
PROTOCOLWHICH MIGHT BE CONSIDERED A CONFLICT OF
INTEREST?

a NO
Q  YES (Append a statement of disclosure) .........c.c......

SIGNATURES:

Date:

Principal Investigator

Reviewer Comments:

O $usev Susewiaiiles
O WuAluvsevedeyauiiuiu

O isused/lsi5usesioillos (SLYUMHRA) v

Reviewer’s signature




