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I. Which part of the study do changes
apply? @wularasnisdnsnninisidasuuilas)
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* Investigators (vin34s)
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2. List all proposed change(s) and
rationale for change(s) (detailed
documents can be attached)
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3. How will the amendment affect the risk
and benefit for the subjects!?
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ACTION REQUESTED:

< Progress Report—Period from
to

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

Renew - New participant accrual to
continue (1a18148A7 luuNgIAsfiasatiunITIReF)

Renew - Enrolled participant follow
up only (HlanizataadnaANNgNARENNILAWINYL)



HAVE THERE BEEN ANY AMENDMENTS
SINCE THE LAST REVIEW? (insiinnsulaauuilas
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YES (Describe briefly in attached
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SUMMARY OF PROTOCOL PARTICIPANTS (number):
Accrual ceiling set by [EC/IRB = ...............

(ANUIUBNANANATANNNILFIAATLTNITNNT)

New participants accrued since last review =
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Total participants fail screening since protqcol began =
............ (AUIUBIANALAITIIUNAT IENUNNTAANIBIAILENNTIRE |5 i3

=
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Total participants withdrawn, since protocol began=
............ (AUIUBIANALATTIIUNAN DB UAIFIANNTIAE LA T )

Total participants dead since protogol began=
............ (RNUIUBNRN AN ATTINNANLALTIMAALFNITINE LR B HT)

Total participants complete since protocol began=,
............ (AUIUBIANALATTIIUNATNLEN ST ARAEN TR LA ENA)

Total participants accrued since protocol began= |
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HAVE THERE BEEN ANY CHANGES IN
THE PARTICIPANT POPULATION,

RECRUITMENT OR SELECTION
CRITERIA SINCE THE LAST REVIEW? (1aei
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HAVE THERE BEEN ANY CHANGES IN
THE INFORMED CONSENT PROCESS
OR DOCUMENTATION SINCE THE LAST

REVIEW!? (LmﬂﬁmiLﬂaﬂuLLﬂﬂﬁuﬂ@zﬁmumﬂ@@f;'m
EllLIaNYTRLANA TN NN TeAILFNINANTUIATIRNE P
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NO

YES (Explain changes in attached
narrative) ...........




HAS ANY INFORMATION APPEARED IN THE
LITERATURE, OR EVOLVED FROMTHIS OR
SIMILAR RESEARCH, OR COMMUNITY
ATTITUDE TOWARDS THE RESEARCH THAT
MIGHT AFFECT THE IEC/IRB’S EVALUATION
OF THE RISK/BENEFIT ANALYSIS OF HUMAN
SUBJECTS INVOLVED IN THIS PROTOCOL!
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NO
YES (Discuss in the attached narrative)




HAVE ANY UNEXPECTED

COMPLICATIONS OR SIDE EFFECTS
BEEN NOTED SINCE LAST REVIEW? &

mpnsallifdsyacd WenadnaRaedigniiuin1a sausilasy
m@ﬂ@wmm%mqw‘%@im

NO

YES (Discuss in the attached narrative)




HAVE ANY PARTICIPATING

INVESTIGATORS BEEN ADDED OR
DELETED SINCE LAST REVIEW? Gnnsiiisviae

ANANUIUTINARE GNLLWiﬂ?UﬂW?W@W?M’]ﬂN@’]@ﬂ Vﬁ“ﬂiﬂ\l

NO

YES (ldentify all changes in the attached
narrative) ............




HAVE ANY NEW COLLABORATING SITES

(INSTITUTIONS) BEEN ADDED OR
DELETED SINCE THE LAST REVIEW!? (@nns
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NO

YES (ldentify 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 PROTOCOL WHICH MIGHT BE
CONSIDERED A CONFLICT OF INTEREST?
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Progress Report Submission Form

Naresuan University Institutional wuussmuarfiviamside

Review Board

PROTOCOL No: COA Mo

FROTOCOL TITLE:

Principle Imeestigator and Institution Name:

Subrmission for = (] Certificate renewat L1 per NUHFB action requested (2 indicated in protocol) [ Bath mses

ACTION REQUESTED:

O Progess Repost—Pesice from o HAVE THERE BEEN ANY CHAMGES. IN THE INFORMED!
{Fer fusll board protocsl, please attach the copy of the first CORSENT PROCESS OR DOCLMENTATION SINCE THE
participant consent, if this is the first repart) LAST FEVIEW?

O FRenew - New particpant acorual to continue

o N

O Renew - Enrolled participant faliow up ey
O ES {Explain changes in aftached narmative) —..

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?
O KO
O YES (Desaibe briefly in attached namative)

HAS ANY INFORMATION APPEARED IN THE LITERATURE,
R EVOLVED FROM THIS OR SIMILAR RESEARCH, ORt
COMMUNITY ATTITUDE TOWARDS THE RESEARCH
THAT MIGHT AFFECT THE IECARE"S EVALUATION OF
THE RISK/BENEFIT ANALYSE OF HUMAN SUBJECTS
INVOLVED I THE PROTOCOL?

SUMMARY OF PROTOCOL PARTICPANTS (numbesk
Accrual celling set by ECTRE -
Mo participants sccrued sinee Last review =
Total participants fail screening since: protocol began
Tetal participants withcrawn since protocol began=
Tetal participants dead snce protocol began=
Tetal participants comglete since protocol began=
Tetal participants accrued since protocol began= _

O MO

O  ¥ES (Discuss in the attached narrative) .
HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE
EFFECTS BEEN NOTED SINCE LAST REWIEW?

HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION, O HO
FECRUITMENT OR SELECTION CRITERSA SINCE THE LAST REVIEWT O WES (Discuss in the attached narmatie) .
O KO

O YES Exghain changes in attached narmative) OTHERS:
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AF 01-15/30
Study Report Form
*} Naresuan University Institutional Review Board (Final Report)
WUUTHRTURABTUM T80
Please attach the Bxecutive Summary or Abstract of the study with this report.
IF8 Mo AST/ST | CIOA Mo
Frotocol Titke : maurmFinggeng T i AN T TIEHA TURO0K RO SIwiaoo.
Studly Code :
wwniy ol
Principal Investigaton:
Phone mamber: 088 TTT-4484 | E-matil ackires: : X0000thatmailom
Ll
Phane : - | E-mai
i fir il ETEDOE OO0
Seudy ste(s):
Total Mumber of siudy participants : __229 [ Ho. of Study arms
Mumber of participants recuited in the study: __229
Seudly materils 1 su@ssra
2 wunifurmeaiiBafn

Treatmient foam: afii
Study doselsk Ll
Duration of the study 6 win
Objectives: 1. e s mindEn e e ud St mindrmim husmel0o0

dnmd000 Snrirdi00

2 e rahoiuien defechunes e, e, AurmE, e, relfio o,

Tamthsinds ey, mosgngi nmsen s, ndume oty md s, e

s frurmmaite, fuminmie, cmeiisrndinmguem, g, il

A, moferun s, S o
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L L Y dated,
{Plazsa retain copy of the completed form for your study recond)
Reviewer's comement (Tefmnnruionnstumm s uermemraind-ie s s a e R nuoied

Resvicwer's signature. .

date_F



Thank you for your attention
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