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PROTOCOL NUMBER: PRINCIPAL INVESTIGATOR: INSTITUTE:
PROTOCOL TITLE:

TYPE OF AMENTMENT:
[ ] EXPEDITED REVIEW (Check the criteria)
[ 1. Administrative changes
O 2. Investigator brochure
O 3. Minor changes of documents e.g. spelling, protocol format
O 4 Subjects recruitment materials
[ 5. The research is permanently closed to the enrollment of new subjects; and all subjects
have completed all research-related investigations; and the research remains active only for
long-term follow-up of subjects; or
O 6. No subjects have been enrolled
[] 7. No additional risks have been identified; or no more than minimal risk; or if more than
minimal risk, the additional procedures are conducted only for therapeutic purposes.
] 8. The remaining research activities are limited to data analysis
[ 9. statistical analysis
[ 10. The amendment is reviewed by the other relevant IRB/REC
(I 0 1 =
L1 FULL BOARD REVIEW (More than minor changes or that amendment materially affects risks to
subjects)
HOW WILL THE AMENDMENT AFFECT THE RISK AND BENEFIT FOR THE SUBJECT?
RISK MAY BE L increraseD O THE same [ DECREASED
POTENTIAL BENEFIT MAY BE [ INCRERASED [ THE same ] DECREASED
HOW DOES THE AMENDMENT AFFECT THE INFORMED CONSENT?
|:| NEW CONSENT IS NOT REQUIRED
|:| NEW CONSENT IS ADDITION TO THE CURRENT ONE
|:| NEW CONSENT IS TO REPLACE THE CURRENT ONE
REVIEWER SUGGESTION COMMENTS:
[ ] apPROVAL
|:| NEED FULL BOARD REVIEW

ReViewer SIGNATUIE ..o Date
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Protocol No:

CREC No:

Protocol Title:

Principal Investigator and Institution Name:

Summary of Protocol Participants:
Accrual ceiling set by IEC/IRB
Total accrued participants
Total participants fail screening
Total participants withdrawn
Total participants dead
Total participants complete the research

Summary of Adverse Events
Total participants experience adverse
events
Total participants in Thailand experience
SUSARs.
Total global participants experience
SUSARs, if applicable.

Has there been any protocol deviation/violation
or compliance issues occurred during the study?

O NO
O YES (please attach a report)

Has there been any complaint or warning letter
against the research or investigator during the
study?

O NO

O YES (please attach a report)

Are there any benefit or negative impact to
participants after the study completion?

O NO
O YES (please attach a report)

Reviewer Decision:
O Acknowledgement
O Acknowledgement / more information needed

Comments:

Reviewer Signature

Date
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Principal Investigator and Institution Name:
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Summary of Protocol Participants:
Accrual ceiling set by IEC/IRB
Total accrued participants
Total participants fail screening
Total participants withdrawn
Total participants dead

Total participants complete the

research

Summary of Adverse Events

events

__ Total participants in Thailand
experience SUSARs.
Total global participants experience
SUSARs, if applicable.

Has there been any protocol
deviation/violation or compliance issues

occurred during the study?

O no

I YES (please attach a report)

Has there been any complaint or warning
letter against the research or investigator
during the study?

O no

[J YES (please attach a report)

Total participants experience adverse

Reasons for the premature study termination:

Are there appropriate follow-up and management

for participants after study termination

O no
O ves

Is there appropriate plan to inform participants

O no
O ves

Comments:

Reviewer Decision:
O Acknowledgement

O Acknowledgement with suggestion

Reviewer Signature

Date
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non-compliance/protocol deviation/protocol | 5uld figuneu 2563

violation
Protocol Number: Principal Investigator: Institute:
Protocol Title:
Number of report: Total Number of Subjects experienced these events:
Type of Report:
I:' Protocol Deviation /Violation
[ duonanadmsilaifinaeaudfumngeu (Randomization of ineligible subjects) events
[ Sueanasinsidninedneenainlasenis (Enroliment of excluded subjects) events

I:' Non-Compliance

L] Lildvhautunsunisdansesdiszy (Do not perform screening procedures required by
protocol) events
[ duflunsAnnsesieduneuniside uenssesiiandissy (Perform screening or

procedures outside the time required by protocol) events
] Iﬁmi%’ﬂwm%aiﬁmhjmqmuﬁizq (Failure to provide therapy or medication required

by protocol) events

] ﬁﬂﬁmmﬁﬁaﬁizﬂﬁﬂﬁmuﬁm (Failure to accomplish procedures required by protocol)
events
L] ﬁﬂ%ﬂﬂﬁlﬁ@id@?ﬂﬁizu (Follow-up visit outside the time schedule required by

protocol) events
L] DU (ONIS) SEU oo

L] dssrenummnsalldfisszasduiindroussard (Delay sending SAE report) events
[ desneamanuinmihvesnsisuadh (Delay sending continuing report) events
L] 1denanstussteyaunoanainsatuiibivssifunsiensvasaaznssunisnaiss (Use

unstamped informed consent form) events

L] asusmsdanisuansasiondildlunsidulidwunsas (mproper drug accountability)
events
LIS (OLNEIS) THY oo
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EVALUATE THE SERIOUSNESS OF THIS REPORT

Does it have or post a significant risk or substantive harm to research subjects?

[ ves AYe

Does it cause damage to the scientific integrity of data collected?

[ ves L1 No

Does it result from evidence of willful or knowing misconduct of investigator?

[ ves Y6

Does investigator ignor the established research, medical, and ethical principles?

RY=S 1 No

Is the action taken by investigator approriate?

[ ves [Ino

Can the corrective plan prevent the occurance of the same event in the future?
[ ves [Jno

Comments:

REVIEWER DECISION:
I:' Acknowledgement
D Need full board review

Reviewer Signature Date
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(submission form for ethical review)
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d
1
2
3
q

O phenomenology O grounded theory
O ethnography O qualitative research
[ action research/ participatory action research
EIBU oo
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[1 3. asaumuinga
L1 4 nsldunsdo
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o (submission form for ethical review)
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AP 03.0
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(conflict of interest and funding form)

5uld fiquiey 2563

daudl 2: nsiinauselaviiiudou il Eﬂ'
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2.1 vhuvieandniunseunirvesitu Tesunauszlemiluuisnmseanuismindurly
dpvIalyl

2.2 viuiliumisuimsvteswmisnsninemansluuisniiuglinuidoviolsl

2.3 vinuduiivinwidanermans sunsiiu frunguine videduamdnvesans
Inensiiusseneferiunaniaeive T dudlinidovioll

2.4 viildausaulusunisiu viellduiesteshunsiuresaaiiufuuidnindy
fvnuie suseluiivdelsl: nsdede msue nstnde mstunsdeu n1ev
deyayn

2.5 ulausununenuliids dnfnwiseduuSygduan vsenaelyan grnau
vidoiimihd WivlasenSdealdduuannuisniduglnidovielsl

2.6 Tufiuan vihuldsunsavayuanussmidudliuidonsels
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LUUSI89UE WA bULNULANTATIT19N15IY

5uld fiquieu 2563

nsugANINIA (amendment form)
SWALATINIT SUsOULDTUT

I LEVAY

TsaneSosmne M wihvidenisvedsuusaudl
O  nswasuwdasimihlassnsviefiudive (Usassyimvama uazanmnenousudud
Wsaw 39elulasants audasyifuasnaa)

Twazdunnasnananunduiivewilunfeuwuuienaisatulug)

O nswdeuwlasaonuiddenn W
(WenszymmpanmdidulasuuuneasiBonanumouvesaniud)

O nswdsuwlaswiuenanatasanda 1w Wu 518 ((Usauuu
WRNARAZENTNITAININ)

O mawdsuuasmeandenduneunisiss (Winssyneasndoauazmvmuaniusidud
gauflanfouuuuienaslassmAfoatuiiudly)

O  nswasuulasgiednideanaton Qu (Wsnsey

u

MaidsunlasienansiiniuasuuuBugendniuotanadag (Wsnseyseaziaen
wazmmrafiveuily wiesuuuenansatuiuily)
O  mswdsuuvasdug Wnsey
fiall Srmdmenenuaniunsaithgtuvedasinside &
1. MsffiunsIde o anuiide
O &slaildGuduiunns

he

O Sudndunisuds wesifumssisnuasusn Selduuvdiunisasunaluenaisuans
ANUBULONYBINANANATAULIN
O Swsdwfiunisuds wazsisauanuinntiinsgainetiio

2. Joyaineiuanaainslulasenis s Yagdu
2.1 FuueAAlATIABINTNIVILA 318
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LUUSI89UEMULA b RN ANTATIS19N15998

Fuld fiqureu 2563

nsugANIWIa (amendment form)
2.2 Snuenanaiasiiaswsdusendnsulasens eald
(total subjects consented)

Adusesay yassuueaaiasinnunulilulasesianisive

2.3 Suoaadasildiunnsdanses euld
(screening failure)

2.4 Snupaadasiioousnoenanlesng. eald
(withdrawal)

2.5 1ueI@1atAsI@sTInTenINemTING 518
(death)

2.6 Swnueaadasioglussninmade eyld

(active subjects)
2.7 dnnuoranasinsiieglussninedenw 318
(subjects in follow-up)
2.8 Sruuoranasiasiasadunsive (Wisweranastasiude 2.3 fufe 2.7) 318

(completed or Inactive subjects)

Pmdvesuserilinsivdeuanugniowelaya uassienununuluasmnusenis
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(amendment form)

5uld fquieu 2563
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=) ] Q' a 1 a o
S18a218AVBIAIUA LU LA TATITINIDY
TAS9919N1578LAY TA59519N1538NWA bULNULAL
. wii / v . w1 / y ,
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awe
(o
PINUNLATINISINY
FUN o, oo, YA

ARENITUNITITETTTUNTINE UL E 15N 1UIATARYVRULAUTIVUATUNS

79



ARIZNITUNITATUFITUNTITE TuaY ¥l
a 1 a 4 a AP 04.2
T59W8IUIAAALIVVIULAUTIYUATUNS NINFUAININ

wuuagUdaunlumuinlasesnenside R
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(report of study termination)
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......................... (nmwlne)
(Mw189ngw)
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[ in3esdladmsuitaneinsnenie (n vivo diagnostic devices) [ SUBUnsnuas (U 81 I56IAR a1eas

IndeputnUn)
fnsreanuvamsailifisUszasditlinindn indinuznssumsasessanlusenintmside 08 Ol

Annsvewnly Wasuwladlasinisive viseludugenluserinansise 8 O lid

WAHAN1SVRYALATINTIAENBUAUA

LHUN1FIANT/QuaR SUNTITeilasutunlunside

e R LI N{Vigh O (cvrrrrseneressmsesesssssesesssneeees ). AU Y Y
(ngaiiudiunenanslisne)

ﬂ’l’]ﬁJLﬁUﬂJ@ﬁ@HﬂiiNﬂ’]iélﬂ‘\]’ﬁm’WlUV]’Ju:

AU (o )
LT A

NNTANUAYBIAULBYNTTUANS:

UILBIUAMZDUNTINATTAIU M o (e )
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BuUsIguanIsallineUsaensense (Jugandu) 2 gy a
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{‘Wﬁﬂmﬁﬂ serious adverse event report form (local)
wuusrwemansallifeUszasdiiouse (luaandu)
(serious adverse event report form)

LAOUATINITITY ATV oo eeeeeeeseses e eeeeeeeese e e sse e eeseeeeeeeeseeseseeeeeeesseeseseseeeeee

DT VDINGH eeeveeeeeeeeeeeeeieesesseesseeesessseseess s
2. SWALATINTT oo U IS U T et
3, DRI ATINTT IV e ST LUBSRAARD e
B ETTUBUUTATINITITY oot mees e see e s e e
5. ¥iavesTeey J snenuasiuwsn O 51899855 o170 I
6. \DummmsalldfisUszasdulin - O SAE (3 Unexpected

7. aouidamansel O nsuguamdn nsensaensisaege
[T S01TUBU AIGUSEII SEY. e
B VBTN TUTI-L I8 Y. e

RNy ¢

0. AU AR I I AT S UTIT VULV N YTOL oo oo e oo ee e eese e es e ee e ee s oo e

U q

10. FEUNANITOIUTIUTZAIA (EVENT TEIM).errrrrrresesesssss oottt

1. MwazBonwmmanilifeszasd (ssyseandoavestiym ammitorndululd siuiernisvesenanasinsuas
897U (81115 9INSUANT MItUABULUAY NsmevaLBIonIsinw enaasinsliiunisguastls ansnsauuy
WONANTIY LTU T1002LBEANITINE NINTITNUROIUTIRNT )
12. mNaguLsIveIngN1Tal (severity)

O 1. T30 (death)

3 2. suuswezonadeTin

O 3. foadsumssnuilulsmenia/miseglsmeunauniy

O 4. \Aepwiinns

O 5. iemnuiinsdemsnluasss

O 6. fessusnuiiduiuennanauisdin wu Tsaiin

vew Aoute 1 (Me) Feaudsnelu 24 Falus aeute 26 udanelu 15 Yundsaniufimmmsal

£ o
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AP 08.1

wuuTeuman1sallinsuszasaiianss (Tuaaidv)

?534?!2""‘“3@' serious adverse event report form (local)

anmauuiusHURBuNS

5314 fqureu 2563

13.;3’3@“1’%53Lﬁumﬂmﬁ'mﬁawaﬂmqmﬁaﬁumﬁﬁa il

O &aagulallél (unconcluded) O enazifieados (possibly related)
3 Liiierdes (not related) 3 hazdendos (probably related)
(3 Litnawierdes (probably not related) [ Agadosutiueu (definitely related)

ﬂ’n‘&lLﬁu%@ﬂ@ﬂgﬂiimﬂ’ﬁﬂﬁgﬂU%’Ju

[ 1. Sunsw
3 Funsuuagivolauanuzdaiauaunugvisotatayaliuiiy
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NSUFANIUIR serious adverse event report form (local)

TsowswnadaionuauuriuszunBuNs

ANZNTIUNITISYFTIUNITIV MUY WS
a 1 a r’e ' a AP 08. 1
T5INEIUIATALIYVDULAUTIYUATUNS NTUFUNINTA

gruUsIgumansallinsuseasnense (udnndu) 29w a
: 3uld dquieu 2563

Auuzilumsseaumanisallinaseaa

wnnsaflifiaUszasdiieusa(serious adverse events, SAE) fhintulumieifemeluanitus/lsmeua dsin
NIUAVANER NTLNTNASIINGY FoeTBauAnznITIMIaIsTsumIdeluay il
nsdifidudunseviennmufedinlidenonuiiui nelu 24 Halus
nsdiflaidusunsefedinlfdansnuiuiivionely 7 u
wisniisesuingnisaluaridsdiuuuunesudidsigaivayulasinside
wgmsallifissrasdioussiiinduivenamainsiiulasamsifouvunmanidy  fessiorunmenssunis
Pusssumidoluay FesdavmnsailifisUszasdndeniadanonansdoyafiivatosimunnelu 1 Weou lagld
LUUATUI891U SAE uenaantu SAE summary report form agn3euuuHesy CIOMS niouduenasieyad
Aeatostimun

v

winnsalliiteUszasnionsuazlidainfn (suspected unexpected serious adverse reaction, SUSAR) 7Lindu

£
=]

Tuananadinsiamuavedlasmside Fesmenuanznssunsaiosssumsideluay dil
nsaifiduduneviennmufedindaiuayulassnsidesfessenuiiui vieaelu 7 Yu Taglduuuedu Cloms
wadlidsrenuatuauysaviedeyalmififntunelunm 15 Sundniisuiingnisel
nsaiftlaidusunsefedingdaiuayulassnsifodessenuiiui vionelu 15 Ju Tnglduuunesu COMs uazls
devanatvauysallaeisiiige

wnnsallaiflelsvasdquuss (serious adverse events, SAE) iiatuflnnanitudululssmelnsuazsnsseina
Hatuayulasin1sidenedsnenuanenITun1sasesssundeluay eg1ateeyn 6 Wau mukuunesues
Hauayulasin1side wisusenuaguuseiuddy

nsasuuvasdug Aifiuenudsanaziinadeninulaoniovesisiide/enamaring fatuayulassnsidodes
FIBUAMENTTUNTATETTTUNMTIAE uAWTIUA Taneluian 15 Ty

wnnsndug eraading Wiaduayulasimaidenenunmgnssumsaiessaunsideluau Tazedmdonsoany
ANUAIIINNTITY
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a 1 a 4 a AP 09.0
T59NEIUVIAIALIVVBULAUTIVUATUNS NIUEFVNININ

NSUFANINIA

TsowswnadanzzauuiusEunBuNS

CIOMS FORM

_ suld figuieu 2563
suspected adverse reactions form

SUSPECT ADVERSE REACTION

REPORT

|. REACTION INFORMATION

1. PATIENT 1a. COUNTRY | 2. DATE OF BIRTH 2a. |3.SEX 4-6 REACTION ONSET 8-12 CHECK ALL

INITIALS
(first, last)

AGE

Day Month | Year Years Day |Month Year APPROPRIATE
TO ADVERSE
REACTION

7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data) O PATIENT DIED

O INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

O INVOLVED
PERSISTENT OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

O LIFE
THREATENING

O CONGENITAL
ANOMALY

O OTHER MEDICALLY
IMPORTANT CONDITION

II. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (include generic name) 20. DID REACTION

15. DAILY DOSE(S)

17. INDICATION(S) FOR USE

18. THERAPY DATES (from/to)

ABATE AFTER
STOPPING DRUG?

O YESO NOO NA

16. ROUTE(S) OF ADMINISTRATION  |21. DID REACTION
REAPPEAR
AFTER REINTRO-

DUCTION?

O YESO NOO NA
19. THERAPY DURATION

p84 versionl Jun.2020
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AIZNTTNNTI3E5TIUNTI8 Tuayud
- , o . - AP 09.0
1S9NEIUIRIALIVVIULAUTIYUASUNS ﬂi&l?ﬁlﬂﬂWﬁ]ﬂ
CIOMS FORM 2 ey a
NsuaAnAWSa Buld Aquieu 2563
. 9
suspected adverse reactions form
[lI. CONCOMITANT DRUG(S) AND HISTORY
22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)
23. OTHER RELEVANT HISTORY (e.g. diagnoses, allergies, pregnancy with last menstrual period, etc.)
IV. MANUFACTURER INFORMATION
24a. NAME AND ADDRESS OF MANUFACTURER 26-26a. NAME AND ADRESS OF REPORTER (INCLUDE ZIP CODE)

ORIGINAL REPORT NO. 24b. MFR CONTROL NO.
24c. DATE RECEIVED 24d. REPORT SOURCE
BY MANUFACTURER 0O STUDY O LITERATURE

O HEALTH PROFESSIONAL
0O REGULATORY AUTHORITY
O OTHER

DATE OF THIS REPORT 25a. REPORT TYPE
O INITIALO FOLLOW-UP

085 versionl Jun.2020
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protocol violation report

Protocol Principal Investigator: Institute:

Number:

Protocol Title:

Subject No. | Date of Events:  / / Date of Acknowledgement:  / /

Type of Report:
|:| Protocol Deviation /Violation

Ejummaﬁmﬁlﬁﬁ@mamﬁﬁmmsau (Randomization of ineligible subjects)

Supaasiasfidintnednesnainlasinis (Enrollment of excluded subjects)
VLJIL@]’V‘]’W]WJJ‘%umaumiﬁmﬂiaﬁﬁix‘q (Do not perform screening procedures required by
protocol)

Fidunsdansesietunountsive usnszezanfisyy (Perform screening or procedures
outside the time required by protocol)

Iﬁﬂﬁ%ﬂ‘wﬂﬁgfﬂﬁﬂWiijﬁliﬂﬁﬁuﬁixu (Failure to provide therapy or medication required by
protocol)

ﬁ?ﬁmmﬁﬁ'ﬂﬁizﬂﬂﬁmuﬁw (Failure to accomplish procedures required by protocol)

ﬁ’wmshimﬂmuﬁ'izu (Follow-up visit outside the time schedule required by protocol)

19 (Others) E AT

oo o o ggd

Non-Compliance

O desreaumgnisallifisUseasdviiniowsaantn (Delay sending SAE report)

[0 desreauauinminvesnsiduaiti (Delay sending continuing report)

[ I%Laﬂmiﬂ‘ﬁuuwﬁa;ﬂaLm'amwaﬁﬂiaﬁ’uﬁlﬁﬂizﬁumwmwaaﬂmzﬂssmmiﬂmﬂ°1 (Use unstamped
informed consent form)

O msuimsdanisndnsdasiendilidlunsideldmangan (improper drug accountability)

3 81 (OtNETS) FUY e

sgandunvanshivianiudenivue (Narrative summary of the event)
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N19NBUEUBY (Action Taken):
L aousia1adasainn1siae (Subject withdrawn)
L aoupianadasainnsive wagdnmiu (Subject withdrawn with follow up visit required)
O eranadasdinsegluniide winanudunneiniseranainsegelndln (Subject remains on the
study but need to be closely monitored)
O ewadasdersegluniside wivsuwilunisinsgvideyamsad (Subject remains on the study
but data analysis will be modified)

O wdsfaiuayuyuidevseridenan Sponsor or Principle Investigator notified on date _ / /
(I Buq (Others) sy

nsliufiRmudeiuaiinaiuanudesdestaasinsdu vials
Will this event post risk to other subjects?
L] Yes L] No [ Not applicable

finsaliunisusanininmsnaztasiumsifiamanisalgivialy

Which corrective actions or plans to prevent the future events?

[ eusuiisddeertuisauiunsidevserinanislulasen1sisy (Retraining the research team about the
research procedureondate  / /)

(1 ousumsufsRnismieedindid (CH GCP trainingon _ / /)

] Lﬁulﬁf’l‘mﬁﬂﬁﬁaﬁiﬁfﬁﬂ (Hire more staffs or co-researchers)

] Lﬁ‘ummﬂaaﬂﬁwaﬁauﬂa (Increase data SECUIY DYoo
[ deumsodaviasosiionaunu (Fix or Replace the old machine)

O 3uq (Others) 53y

Investigator Signature Date
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* E-mail: Ethics.jvkk@gmail.com




