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(1) lunsdifionanadasidedinudedudunsognauiinenaiatng §3dondnsonuse
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(2) lunsdllddstuilienmaiandedin viedusunnennaudineraains gidendn
FIPNUABANENTIUNITY TIuivTenely 5 Jwinis nawITendannsumanisal
Tnglduuusgauderiunenuseglimuide (Sponsor Form)

5.1.2 wan1saflifiaUseasd SreuseiiiAatuuoniuiade. ... Al UITETI8Use

ANENTIUNTST Wuszze) n 3-6 Weulesld Sponsor Form

5.1.3 wgnsalitasdeinaztumansallifessasiirousaualininfn (Suspected Unexpected

Serious Adverse Reaction, SUSARs) Tuituiiise

(1) Tunsiifteranadasdedinniedusunmeanaudineraaing (Menuadiusn, Initial
report) JlivuieserunenuznIsuns Taedwseniglu 5 Juvinis wasdlivu
Wenannauwsnisal agly CIOMS form

(2) Foyannnsinmuiiiendes (seauiaam, Follow up report) liuide sieausieo
AzNIINNT5T Tnadmseneludn 5 Juvinis

(3) Youalmifidifalususenuiamama fliuidensnurenmuznssumss aelu 10 Ju
A3

(@) lunsalfilddstuilsienanatnndedintodusunnennautineraaiag lnuide
FeUREANENTINN1T edaniglu 10 Fwinis waslinuidendnnauwmenisal
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(1) SUSARs amnaaniudulutssmdlneuazsnaussma (i) glipadonenudeanznssuns
otitiosmn 6 o Tngld Sponsor form w¥eufuTBLaTUselneTUsEIAud Yy

(2) Tenulszavdy fliunenudennsnssumsg sgtoslay 1 asa Iagld Sponsor
Form
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(@) lunsdlfienanafnsdeTinnazidusunsroanaudinoratadasuazlinnfnuineu
AENIIUNITY LEUB NS SuNUsTguANENITUNIT Lﬁuﬂsﬂgmau(Emergency meeting)
ileRarsandiunis

(5) fupveldusenanmrnssunst Wieudsamieddeiiiataym

(6) lunsdlimsiTefitigmilsuusdvissiulasainisidedansn (Suspension) viie yilassnside
naunvue (Termination)

5.6 MIUANANTITNINTUILAL I

(1) Wdhitdinaus vinduiinudsansfinsanssnumansallifisUsvasdiouss

(2) USEEILANLNTIINT M3OLAYILYNNIAALATINNNGY AU UazasTufiffiansan

(3) nsaindulasans Fesesruanznssunis vielavymsanenssins Wuidendnvde

e

AIAelVseeUsesu visesvumuaui 1 v3e 2 YUAnTuuUsEsIuAMENTIINS

Y
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AF 02-18 Tuaguimnnisallufielseaeninaus
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7. 1ONE1591999

7.1 International Conference on Harmonization, Good Clinical Practice Guideline (ICH GCP
2016) uag ICH GCP 1996 atunwilve (USuusalnal w.e. 2552) ulalngnasaiunuen d1iinau
AMYNITUNITOITUAZY NTENTNEITITOEY

7.2 wuaneasesssunsvinssluaululsemalng vusuasesssunsiseluaululsewmalneg w.e. 2550

7.3 Naranjo C, Busto U, Sellers E, A method for estimating the probability of adverse drug
reaction, Clin Pharmacol Thera 1981, 30: 239-45

7.4 yuamnaguanismeaumanisallifieszasiainnisussyuduaun “Achieving Guidance in
Clinical Trial Safety Information among Stakeholder” wusuasusssunsisluaululsewnelng
(FERCIT)

7.5 www.cioms.ch/form/cioms.pd
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1.2 delyimainddodulumuusunsidennnedd wandulumuvdnnsufiRnisideniseainia
999 International Conference on Harmonization (ICH) Good Clinical Practice (GCP) Guideline

1.3 \iialilanansideniianugnassiiede

2. YaULUA
FBansiudunsnsgunseunauinsmsaBuiiorfuguassuy @auil niwens atuayuns
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35T I TNy wd
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Fowila dasteluil
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5.1.2 fimadsavurdeadeiiinindssudiiidunmsiteanniasemnsidenldsunisiansan
Tinswivseuatuaian
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FunoudBiniiuniside fswylulassamsidueghaunsenin

1 Va o

- Ysnasnululassmsideliinniuluilefansaniednnugide uasgvieyide
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)
)

aw aa [
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(5) Wwithitdineme wisusenenunsUssy muddussifounsenmsussg
(6) Wmthitdiinaum dawFouviesUszay Tya LCD Trmdenldluiuussyunnnssunis
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5.4 MsWIUTIEUNTUTEYL

5.4.1 NaNN1SAUIIEUNITUTEYY

54.2

- Wduuuseaunsuseyy (template)

- M5TUNNNNTRAUTIENTONANTITHINTUIVBIAULNTIUNITY ABIIAUNABIATUNIU
uazlinwdeudisuinlase

- finsnsaeumugnieeasiiasnakarliensal Tusgaunisusey

druUszNauYeITeNUNsUsEYuAITUsENaUMYEILA1Y Lol

(1) fu nan a1uil vesnsUsya

(2) %aﬂszﬁ’mmaamsﬂizﬁm aveuBemgy

(3) Fonssunsgidnsinssym anvnasdeInsy

(4) Fdenussideunsensuse

(5) ToLav1YMIAALATINANT ENIANNITEINEY

)
)
(6) {iuiinnsuse
(7) U3¥5UARIZNITUNTY H50509UTE5UANENTINANTT I Tiunulsesu
(8) Anssun1s udsusesssnunmsuseyy
9) suifeunszuaninsildulddudevesnaznssunisd lulassnsidifiasanwazans
Mvualgddmladudesanainviesussyunaun1siatsauazaud
(10) dudsznevvosmstuiinnisiiansanlasesansiveadusnudelasssnensidoids
CTAN TR ETaVRIRYEY
o sWavaslA9319n15388 (protocol number) uazdolaseinsive
° %asﬁ%’a
. %aﬂimmiﬁmumu
o MIRAUTIBLAYTBLAUBLULIBIAMLNTINNTY tnauUadu 3 d1ufe
- §33eman (investigator)
- 1A59519019998 (protocol)
- lenanstoyasasune/Auasdmiuidnalulasiniside (cF)
- mslianudugelaglaiudeya (consent form)
- EdJlu‘] (others)
o wansiansan envvsdudeladondasmeluid
- WinreuWIuYaUnaIUSuLA L
- YSuudlowdiiiansantv
- laliiusau
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Teonldsu T arudesiosldemenulazay eudssunans Tidesesy
At 6 Weumnuidssnn @i 3 weu
(11) dhuusznaunsvensiuiin N15RTILATITINTTITENNLUY
o sWaveslAs9319M15338 (protocol number) uazdolasinside
° %@éﬁ‘i}}ﬂ
o Fofnumu
o HANITNANTAUN
o fmuansdIssnuALiTITThyeInside Tasfinnsanauaudeiigidnsmms
Foralazu T enudssioslidsnenuliazads
(12) davsznovveamstiuiinnsfinnsanduudluiiufnlasenside
o 5War03lA39319N15338 (protocol number) uardolasan1sie
° %E]EEE;DJEJ
o Fofnumu
o agUdnuslufinidulasisenside
o HANTITNINTAUN
(13) dusznauvenstuiinmsiansansenumgnisallifiaUseasn (adverse event)
o 9aU83LAT9319715398 (protocol number)
° %E]EEE;DJEJ
o Fofnumu
o JTznaNuduiusvaannnsallifeUseasdriinieusaiugniTeaiunsanieen
Duduiuslusziv
- laiAgadios (not related)
- 91afEaded (possibly related)
- drazfieatios (probably related)
- Aentesuiueu (definitely related)
3o ThilnnAnunriew (unexpected) lwwisiiiatuluniien............ Az WanIs
950 wAkardelAUDLULIINNTTUNMSAUYALY  lausuasRianTailunTUszy
ANIZNITUNTT LALBIAUTZY
o HANIAAALYDIAIZNTTNNT WWnypLiladiiunssioly
(14) druUsznauveInIstuinn1TNaTNNTI8UANA1IMTIYEIN1TITY (continuing
review) v Litesieengluiuseamsiiiuveu
o sWavaslas9319n15338 (protocol number) uazdalaseinsive
° %asﬁ%’a
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o Fofumu

e NANITWANTAN

o UBLAUBLUE (073)

(15) dudsznauveanstuiinnsiiatsanasunan1side (final report)
o sWavaslAs9319M15338 (protocol number) uazdolasinside
° ‘?j@ﬁ;ﬁ‘ﬁﬂ

o Fofnumu

e NANITWANTAN

(16) drudsznavvainistuiinnislduiiiauteninum (non - compliance, protocol
violation)

o sWavaslAs9319M15338 (protocol number) uazdalasinside
° %@ﬁ;ﬁ‘ﬁﬂ

o Fofumu

NANITNNTAN

o UBlAUBLUE (073)

(17 ﬂm’mmamimwLﬁauLﬁaﬁﬁﬁU@LLamﬁ% (site visit monitoring) a@ﬂm’ﬁm‘%aauﬁq
Jue

o 5War03lA39319n15338 (protocol number) uardolasan1sie

° %’e)ﬁjxﬁﬁﬂ

YornTIdey
HANTSATILEY

NANISNANTUN

o UalauBLUY (613)

(18) dudszneuvesmstuiinnssfulassmsidedansm (suspension) videmsgAlasins
WnaunsAvuA (termination)

o 5WaT03lA33319n15338 (protocol number) wazdolasin1sie

BEINY

[}
DIN))S
e

WANaYeIN155iulasinTIdetinsn iensyRlasin1stiasIneui U

NANITNANTAN
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In recognition of the fact, that I....member’s name, and his/her affiliation........... herein referred to

as the “Undersigned”, has been appointed as a member of the ..INSTITUTE. ...REC..... Ministry of
Public Health has been asked to assess research studies involving human subjects in order to
ensure that they are conducted in a humane and ethical manner, with the highest standards of

care according to the applied national, local regulations, institutional policies and guidelines;

Whereas, the appointment of the undersigned as a member of the ... ....REC..... Ministry of Public
Health is based on individual merits and not as an advocate or representative of a home

province/ territory/ community nor as the delegate of any organization or private interest;

Whereas, the fundamental duty of an REC member is to independently review both scientific
and ethical aspects of research protocols involving human subjects and make a determination
and the best possible objective recommendations, based on the merits of the submissions under

review;

Whereas, the ... REC..... Ministry of Public Health must meet the highest ethical standards in
order to merit the trust and confidence of the communities in the protection of the rights and

well-being of human subjects;

The undersigned, as a member of the ... ...REC..... Ministry of Public Health, is expected to meet

the same high standards of ethical behavior to carry out its mandate.

This Agreement thus encompasses any information deemed Confidential or Proprietary provided
to the Undersigned in conjunction with the duties as a member of the ... REC..... Ministry of
Public Health. Any written information provided to the Undersigned that is of a Confidential,

Proprietary, or Privileged nature shall be identified accordingly.

As such, the Undersigned agrees to hold all Confidential or Proprietary trade secrets
(“information”) in trust or confidence and agrees that it shall be used only for contemplated
purposes, shall not be used for any other purpose or disclosed to any third party. Written
Confidential information provided for review shall not be copied or retained. All Confidential

information (and any copies and notes thereof) shall remain the sole property of the REC.

The Undersigned agrees not to disclose or utilize, directly or indirectly, any Confidential or

Proprietary information belonging to a third party in fulfilling this agreement. Furthermore, the
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Undersigned confirms that his/her performance of this agreement is consistent with the

institute’s policies and any contractual obligations they may have to third parties.

Conflict of Interest

It is recognized that the potential for conflict of interest will always exist but has faith in the REC
and its Chairperson to manage the conflict issues so that the ultimate outcome is the protection
of human subjects.

It is the policy of the......REC..... Ministry of Public Health that no member may participate in
the review, comment or approval of any activity in which he/she has a conflict of interest except

to provide information as requested by the REC.

The Undersigned will immediately disclose to the Chairperson of the....REC..... Ministry of Public
Health any actual or potential conflict of interest that he/she may have in relation to any
particular proposal submitted for review by the Committee, and to abstain from any participation

in discussions or recommendations in respect of such proposals.

If an applicant submitting a protocol believes that an REC member has a potential conflict, the

investigator may request that the member be excluded from the review of the protocol.

The request must be in writing and addressed to the Chairperson. The request must contain
evidence that substantiates the claim that a conflict exists with the EC member(s) in question.

The Committee may elect to investigate the applicant’s claim of the potential conflict.

When a member has a conflict of interest, the member should notify the Chairperson and may
not participate in the REC review or approval except to provide information requested by the

Committee.

Examples of conflict of interest cases may be any of the following:
a A member is involved in a potentially competing research program.
O Access to funding or intellectual information may provide an unfair competitive
advantage.

a A member’s personal biases may interfere with his or her impartial judgment.
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Agreement on Confidentiality and Conflict of Interest

Please sign and date this Agreement, if the Undersigned agrees with the terms and conditions
set forth above. The original (signed and dated Agreement) will be kept on file in the custody
of the .. REC..... Ministry of Public Health. A copy will be given to you for your records.

In the course of my activities as a member of the REC, | may be provided with confidential
information and documentation (which we will refer to as the "Confidential Information”). |
agree to take reasonable measures to protect the Confidential Information; subject to applicable
legislation, including the Access to Information Act, not to disclose the Confidential Information
to any person; not to use the Confidential Information for any purpose outside the Committee's
mandate, and in particular, in @ manner which would result in a benefit to myself or any third
party; and to return all Confidential Information (including any minutes or notes | have made as
part of my Committee duties) to the Chairperson upon termination of my functions as a

Committee member.

Whenever | have a conflict of interest, | shall immediately inform the Chairperson not to count

me toward a quorum for voting.

L e, , have read and accept the aforementioned terms and conditions as
explained in this Agreement.

Undersigned Signature Date

Director of the ...INSTITUTE... Date
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Confidentiality Agreement Form o o
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For Guest Attendees to REC Meetings

, understand that | am allowed to attend the REC meeting as a guest or
an observer. In the course of the meeting of the REC, some confidential information may be
disclosed or discussed. Upon signing this form, | agree to take reasonable measures to keep the

information as confidential.

Indicate the details (date and number) of the REC Meeting attended:

Signature of the Guest or Observer Date

Chairperson of REC Date
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1. AMANYRIUITY (Research value/merit)

2. ANUNADIALIIVIANAYRIUITY
(Research validity)

2.1 vanmsuagvana (Rationale)

2.2 NI9RNLULLATEU8UIRIY
(Appropriate design and Methodology)
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(Inclusion/exclusion criteria)

4. ANuLdEeRaNsUNNTITY

5. UselevdderdSuniside

6. WuN13SnwANNUaenfe LS UL
(Additional safeguard)
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BDWUIGI I ceereeereeeereeereeeeeeserssesessssssasesasssasssasesasesas AF 02-06/02.0
ﬂ'a':,’VI'i'Na'lﬁ'l’imEj?J

LUUEUVDSUNISNIITUIDIUTITUNISIVY
(Submission form for Ethical Review)

niunsandayaluluuduuazuuuNE1s

Please fill in this form and provide necessary documents that apply.

dauin 1 : YayalasansAde (Protocol identification)
vaFun1sNaNsanLuY [ Exemption or [J Expedited Review, nganssyidinudidala

(9 criteria for expedited review)

RULAULATING: .......... REC....ccourmmnee. VA FRALATINITATY (E18) covvvvveersrrrrnnnnnesesssssssessssssnnnns
1.1 |%elassnside (Protocol title) (nwilne)
12 | %elasenside (Protocol title) (NM1w1dangw)
1.3 | gatduayun153de (Sponsor/Source of funding) 1Usaszy
L S e OO I L@ TSRO
T LRI e S T
1.4 | msfnsedatiuayun1sIde (Sponsor contact phone/fax (Thailand)
INTENS e WHAD .o €Ml
1.5 |lassmsideduinendinus (Thesis/Dissertation/Board/Subboard)  CYes [ No
daufl 2 : "asdaé'% V8 NIULUULNEIT 6.4 (Investigator, attach doc 6.4)
2l %aﬁ‘i%%ﬁﬂ (Name of principal investigator)
2.2 | @MsANY/a1ANUlies (Degree/specialty)
2.3 | &nanuleau (nstitutional affiliation)
2.4 | nsAnsiagIde (Investigator contact phone/fax (Thailand)
INTENT e WHAD e 1 S
25 | ullasansidedug AmdsifiunsmelinnusuRnveuvesinuilasinis (How many other
research projects are still open under your responsibility?) ........cccoceevevieiennee. 1A59N13
26 | vulidesiuuazidmin?Ifenau (How many co-investigators and research staff do you

have for this project?) ......ccecveveeenee. AY
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ADVWUIGI MU eeoererererereeeeeeseseesaesses s sesaesaesaesaesaesaesaens AF 02-06/02.0
NIENTIEITITUGY
LUUEUVRSUNISNRITUNDIUTITUNISIVY g
.. ; ) SUlY 2561
(Submission form for Ethical Review)

daufl 3 : 1n59n15998 (Research protocol)

3.1 | 3Usuun1539y (Research Design) (Fenlaviatede)
L] Basic science research L Descriptive/qualitative L] Survey
[] Case-control L Laboratory experiment ] Diagnostic test
[ Applied research L1R/D ] Clinical trial
] Bioequivalent L] Cohort L] Other (specify)

32 | 38ns/edesiie flHlun5398 (Methods involved the followings) (Fonlswanede)
L] Questionnaire/interview/diary L] Specimen/sample collection
[] Records/document extraction [] In vitro diagnostic devices
L] In vivo diagnostic devices [ Medical devices
[ Drugs L] Behavioural/psychological intervention
[J Embryonic stem cell/genetic material [ Radiation/isotope
[] Tissue/organ transplant [ Procedures/operation
L] Other (SPeCify)...cvrrreeieeeeeie.

33 | szeznaniinainneyiiide (Expected duration of the project)......... e EhLY

34 |anuiiviise (Investigation site)
O wiAsLhen (Single)
O seauy@ MmEJLLm/MmEJ@‘UEj (National multi-site/multi-center)
O sgauwnunnd vareuy/vaneaug (Interational multi-site/multi-center)

35 | TassmAdedldsunsiansamumulasamenssunisisesssuidunouduiidviol
(Has this protocol been reviewed by another ethics committee prior to this submission?)
L] Yes [J No

36 | lassnideillaaanziiounsvinidenieratdnudimseld (Has this protocol been registered
according to clinical trial registration?
[0 YES TUTATEY eeverrreeseenrenscsearessssssssessssssressssssssesssssessessossese s sssssaseesmsssesemnes e
L1 No

dauil 4 : §Fun1s3Teuaznisuinsauntsdde (Subjects and recruitment)
4.1 | lpseansideilsudsunsidesieluiiviel denlauinndt 1 9o (Does this protocol include the

following subjects?, tick all that apply)

O hifinsiudeyalaensiaing3uniside (No data obtained directly from human)
O dinlvw (Prisoners)

[ an363A338 (Pregnant women)

O fen1e3n (Mentally ill subjects)

O fUhsuwisa viegUessagynevasdin (Cancer or terminally ill subjects)

iy
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BDWUIGI I ceereeereeeereeereeeeeeserssesessssssasesasssasssasesasesas AF 02-06/02.0
ﬂ'a':,’VI'i'Na'lﬁ'l’imEj?J

LUUEUVDSUNISNIITUIDIUTITUNISIVY
(Submission form for Ethical Review)

O wingeu n1sn Lﬁﬂa’mﬁ?ﬂﬂ’i’l 18 U (Neonates/infants/children, aged <18)

O e HIV 1oad (HIV/AIDS)

O ﬂamummiwaaiuamwma W A (nstitutionalized e.g. orphanage)
Q’lugumaa muﬂquuaa 1 912121 (illiterate subjects or Minorities e.g. hilltribes)

U ﬁﬂﬁﬁﬂﬁuﬁmﬁﬁ 1 UniFeu Qﬂ’%’%‘i 7115 (Subordinate e.g. students, employees, soldiers)

4.2

Fnsiililunisuoaadasdhiunisise (Methods used to recruit subjects)

[ lmuﬂm,ﬂusuauaimmqmﬂm‘umsa% (No data obtained directly from human)

] mmmaumammuﬂmﬂ’muaﬂ (Personal contact at outpatient clinic/inpatient)

] mﬂmaumammuﬂamaumaw ICU (Personal contact at ER or ICU)

U mmma‘qﬂﬂaiwqmu (Personal contact in community)

O fnsieynranislnsdns nselusuald (Contact via telephone or post)

O AnUsenielaean (Advertising e.g. poster, flyers, mass media (website included)

O Su"] NTAUNTEY (Other, SPECIY ...

4.3

AANTINNINTEUIUNITVEANEULDN (Person obtaining informed consent)
O lafinsveanudueu (No informed consent applied)

O mﬁ]waﬂ/mﬁ]ai’;u (Principal/Co-Investigators)

U Lﬁﬂ‘Vi‘L!’Wl’Jﬁ]SJ (Research staff)

032 aue] NTAUNIZY (OLhEr,SPECIY) w..ooooec s

4.4

UINATUNTIAETAAMINY (Expected number of subjects)

4.5

PRuraAnaune Andenal andliasain ldauigliungSun1sidy (Subject payment/
incentives)

04 O laid

4.6

NSYALLAAANITUIAEIY (Compensation for injury/lost)
O laid O3 81 AFOUNTEYTWAEBYR oo

daudl 5 - AENTIUNIATIVAAMUTRYaRIUAINUABAAY (Study monitoring or DSMB, Data Safety
Monitoring Board)

O 4 O laid
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1AsgIUNsUfTRNUTSEs TN ISR UNYEd
BDWUIHI M oo seeeesessesesssesessesesssssssssssaseens AF 02-06/02.0
NIENTIEITITUGY
WUUEUYRsUNISRANTNNTIESTINNTIRE ol oo
(Submission form for Ethical Review) B e 208
douil 6
wnansiiou IUIUYA | IUN.A5235Y
6.1 |wuuiy (Submission form) ] 4
6.2 |wuunasufideliusuiiiumenines (Self-Assessment Form) [ 4
63 |wenasteyaresuigdmiugiumaideuasluduge O 4
6.4 |lpssnsIdeatiudu (Full Protocol) O q
91935 uIdumwdingy wislvenle
6.5 | UseiRe3deman Principal investigator’s CV GCP training O 4
6.6 | uuvasun/dunual/duiindeya O 4
(Questionnaire/Interview form/CRF)
6.7 | uang COI wagvuIde (Conflict of interest and funding form) O 4
6.8 | suUszaunal (Budget) 4
6.9 |lassmsivwatude Wuntwilne aruenlidaisiiu 5 win O 4
6.10 | Ailer3dy Investigator brochure O 4
6.11 |tenanseudilassidineninusananenssunsinerinug, O 1
9191597U3W
6.12 |lonansvideianildluisnssueranains wu lenansteyas O 1
6.13 | ienans/luoysiaiesilownmdan ee. O 1
6.14 | luusesuansnisugluusemeagudn (Certificate of Free Sale) [ 1
6.15 |TueydAlmdugfeglussninansinuide O 1
6.16 %aqﬁaﬁumlﬁaummﬂ 88. (Drug approval from Thai FDA) [ 1
6.17 | Tusused/fiureu/seaunanisiiansanain REC fidu O 1
6.18 | tonansteiuluzudiannsetlind O | 1CDROM

WU : 1ASINTITEUINST FIT807190098WBNAITIU) ANLADINTNTU oo

9



«

1N5FIUMIUURINUATESTIUNMTIVBINEAITUNY WY

BOWUIIM oo sssesssssssssanees AF 02-06/02.0
NIENTIETITUGY

BUUEUYRSUNISNANTUNRIUTITUNISIVY
(Submission form for Ethical Review)

180




11933 71UN15UHURNUATESIINNTITRITULYBE
WDIAUDGITU e eeeeeeaeeeeeeeseesassessssesesnesesns AF 01-08/02.0
NIENTIEITITUGY
WUUIIEIUNTTIUNIURUUENLIUNITNAITUN P
, , S S 2561
Exemption Review Report

wneaalasing | delasnis (ne)

............................. (English)

ForAsundnine

wWnnuinauaieniiudale (5v) (Criteria for exemption .......ccc..... )

U‘Jiﬂﬂﬂﬁ@ﬂiﬂiﬁﬂﬂﬁﬁ“)’ﬂ (Descriptive summary of the protocol) :

ms;waauﬂfssﬁ“lﬁmsanﬁu (Justification for using exemption process)
O T4 (Yes)
O Tafly (No)

Suggestion/Recommendation :

AIUINNTTUNTHU T ( HE T, /e . .
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BDWUIGI I ceereeereeeereeereeeeeeserssesessssssasesasssasssasesasesas AF 01-08/02.0
ﬂi::Vl'i'Na'lﬁ'l’imE!?J

LUUSIB9TUASNUNILLUVENLIUNITNINTAN
Exemption Review Report

NAUNIASITIINITIVYNEINTA RS UNITENIUNTITUIDIYFITUNITIY

o/ o/

TA59919N1598NFIU50 EASUENLIUNISNANTUIZ8S5TTUNSIV AN LATIT19N1SI8NT AN

[y

1. nddesunsiine Tneseadulasinsidefidiunistuaaniunsdnufildsumssuseansgiu
93funNsEUIUNISTEUNTARUNNUNALAZITagNSAERS InIVaNsAnwInuuleuIevesanIty

)
@
)
e

€

WU A98n15USUITN15T s esltniutnGey Dan 9wl 9199sUSauisuALkul BsaUsEaNSAINYes

[NV}
v o

NSy 980 Metutlumednladvmilanuiudenisnisaeu nsUssdiundnans msuseiuamunInns

2. A UsEYNAIsUTEUNSANEI U cognitive, diagnostic, aptitude, achievement 1133
dsnnnufndiulinmiie msdunvalSedhdunanginssy nuideasldueniufiansane
2.1 mafiudoyauazdeyailldliifntomieustiauiayana
22 funeunifoussnailldliidumglioaatias wioyanaladesiulnuiioiguasuriie
yilrdelonaluendn nihiinisau
2.3 haAdedsnandidunsiane funguyaraansisas vdenguyanaiimasagldsunisdnidon
drgiumiseuiiRedeatuasisay swideiuiaunsaiunisendy
3. ATeT e aRtegudnnyhm T neilwlunmelnglidoulesdedeyadiuyana 1wy
Ansginansnsatuielanamensiner 10 U dounds (usu
4. AT Refudeainlnglidofimnededlufesufoing vienuideilimogagadniiuenls
Nndsdnsalnglidonlosiudeyadiuynna
5. AdeRvhnsAnelu Commerdially available cell lines luvipsufoRnng
6. uATesu uleue grseans ldsunounnelidiiunsmuemaniureuuazeysiananity
denansnuuamislvl UsuAeuesdng Wanszuuamiliiussaniam snseduinmsgiuiugaina Tnglsl
nsznutoyadiuynnawazlitanongming
7. ATeReIiUTaNd Aunmveseisuaza e lavesiuslaaluamsin Tngeinsiiinan
nndeufotlannsiy warlau1ngIunNteMuAUedItnUANYNTTUNITOMITHALE)
8. 91891uK U (case report) liviu 3 118

182



11933 71UN15UHURNUATESIINNTITRITULYBE
WDIAUDGITU e eeeeeeaeeeeeeeseesassessssesesnesesns AF 01-08/02.0
NIENTIEITITUGY
WUUIIEIUNTTIUNIURUUENLIUNITNAITUN Yo
, , S S 2561
Exemption Review Report

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.

2. 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 r rch pr is N xem from ethical review

3. 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.

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

5. The research is related to the study of commercially available cell lines in the
laboratory.

6. 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.

7. Research on flavor, 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.

8. Case Report, not more than 3 cases
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NIENTIAITITUGY

LONE1T5UTDINTTYNLIUNDITUID3E55TULATINIFIVY SUY 2561

COE No. 000/0000
REC No. 000/0000

BOWUII I o
ﬂi%%i’)\iﬁﬁﬁﬂiﬂdﬁ‘d
Address ..., NP S . Road, ..o, District,
Province.........ccoeuo...... Zip code ... , Thailand, Tel 662-xxx-xxxx ext ...........

Certificate of Exemption

TR v O UUROVUIOTOVIOR REGEON ..o e eeceenne s Hospital 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)
Study Title
Study Code
Principal Investigator :

Study Center :

Document Reviewed :

i
2.
SIGNATUIE : oo SIGNATUIE & o
( ) ( )
Chairperson Member and Secretary
The ........ FET ()it SR S The ....... REC of .o

Date of Exemption

Note No Continuing review required
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ADWUIYI N oot s s se s sanaas AF 02-08/02.0
NIENTIEITITUGY

WNEITUTBINTITYNIUNINTUIZYFITULATINIGIAY SUlY 2561

COE No. 00070000

nagiavh
SHALUSYAG oo TS, ot R

LBNET5UTINTTENIUNINTAUND3855511ATINNSIVY
ANENTTUNTITETTIUNITITIULUBE s aiiunsling
%"UiaamiaﬂLi’uﬁﬁ]ﬁmw‘%aﬁiiu‘[mqmﬁ%’amuLmewé’m%&Jﬁiimmﬁ%’ﬂmuﬁLflummgmmﬂa
lown Declaration of Helsinki, The Belmont Report, CIOMS Guideline International Conference on

Harmonization in Good Clinical Practice %38 ICH-GCP) wag 45CFR 46.101(b)

FDlATING
WRUNLASINISIRY
va o v}

HABNA
Y

danauugu

NEITSUTD9

Usesu NITUNITUALLAYIYNTT
ARIZNITUNITIILTIINNTIVLNYINUNY Y ARIZNITUNITIILITINNTIVLABINUNYBE

FUNSUTBINITENIUNIITUIRSYSITY

nuewn lddemumuseiiios (Msuiludsundas, s189unnuivi, Teaudislasadunisie, ous)
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YDWUAII oo ses s ssas s s s sesasaens AF 03-08/02.0
NIENTIETITUG
LUUSIEIUNITNIITUN IATINITIFLUUSAUNTIUNS .

v SUM o) 2561
HNunu

MNeLalATING Folasans (Ine)

............................. (English)

YarRenangg

y ) L TN NUSELUMAN

YonssunmIgUssiiy v .

11 2™ 13" (913)
AN N NNTNAITEUWUUSD VD oo, (moulau1nnin 1 99)

‘U‘ssmaagﬂLﬁmﬁ'uiﬂsemsﬁﬁ'a (Descriptive summary of the protocol) :

Usziufinonsan A | B | NA | A= appropriate, B= Inappropriate,
NA=Not applicable %#u18A27171
ldinendaswiselidasd

AnENURYIRY

AMYAT ANUTEIURY

ITRIN5OUTY Ethics/GCP

Declare COI

Usziiiulasanis (Protocol) AUTIU/VDLEUDLUE

1. ANAYDIUINY (Research value/merit)

2. ANUYNADIUALIVIANAYEIUITY (Research validity)

2.1 viannsuagimang (Rationale)

2.2 NNS89NLULLAYSYLUEUIDINY
(Appropriate design and Methodology)

2.3 UANGUAIBENS (Sample size)

2.4 MTIATIEINNEDR (Statistical analysis)

186




11933 71UN15UHURNUATESIINNTITRITULYBE
YBMUII N eeerenennenneerececessssssssssssssssssssssesessssssssssees AF 03-08/02.0
NITNTEISITUGY
WUUTENUMITIlATNITIdELUUEIlaensIMT | 2 o,
” (Sl . 2561
BTuNIY

3. NUNAAL/Anaan (Inclusion/ exclusion criteria)

3.1 yhbiweduindonageefisssu (Assure fair selection)

3.2 @W15090UAININIRE (Answer research question)

3.3 \gtpsiunguides (Concemn about risk group)

4. APHEGT FGIRDLAT oo )

5. UELo (UL OBURDIAT .o )

6. ANULUTIZUN(Vulnerability S YUTZAN. ...
ANIVLNEANYRINS AN IUNGUUTIE U

7. WinnsSnwanuuasnsty (Additional safeguard)

7.1 Msdueanadiasiaizay (Appropriate recruitment)

7.2 ASYUIUNISVOAUTUYDUDLIUNEIND
(Adequate informed consent process)

7.3 fmssnwnduiisensu (Acceptable treatment available)

8. VBRNAINITAIRIBE 1T ININ/VDANAINITITENIIAATN
(MTA/CTA (Material Transfer Agreement/Clinical Trial
Agreement)

nslirnugugaulasldsudaya diuusznauvasiendis (ICH GCP 4.8.10) AN/ Folauauue ’

1. lenansteyamiuay/esugdmivenaalinsidisiunside

1.1 WUeEeaagyinnsive

1.2 amwildnladne

13 ffepnusyyinduanuide

1.4 wewateanadiaslasulalithsudulasiniside

1.5 Jngusvasduedlasainisive

v o

1.6 uueaatAsiisdlulAsINsIvY

1.7 Feufiunsnasujinsedinsiaidy

U

1.8 szeznaionanadasuwsiarauazieeglulasanidy {

1.9 navselevinAninaeinduannsisenena@las
Inenss uaz/vieuselovidoyuyu/dnn/finnuilv

1.10 anudee anuldauie viseanuliazain fionannduy
wnoaadas Tunssinlulasanisise

1.11 yadenrsonseuiun1sine1dus lunsaiienanadasiy
wrswlulasansidy

1.12 nsliRugaeAniunie n1sidenan arultasaan
Wlave waselenidaluainnisiionaadnsidnsiung
39y Bnsliuaza i
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WN3FIUNSUHURNUTESITUNTITRE UL BE

BDWUIGI I ceereeereeeereeereeeeeeserssesessssssasesasssasssasesasesas AF 03-08/02.0
ﬂi&'Vli'J\‘lﬁ']ﬁ"liﬂJf{!’U

WUUTIBMUNMTTTTATNITIAERUUEIAeNssuNs
HNunau

1.13 MSWNSSAYINYIUIaVI AR LT ELINEUT D
JUATILNNNINNNTIY

1.14 unasdunuide uagandunsiulunvinide

1.15 MITeneiugmansazdesiinisveniuduyeuiasi
nstAUsneIAYInU genetic counseling

1.16 nMsveriusegfimasnnnsisouassyasnandiiuiiie
msasraiiudnluewen weiionsinwlvlusuian
fosiinsvemuduseuiieiusiegefinie wansly
frogratiuasdes Budedirarnssunisesosssufiansan

1.17 yapawaznungiavlnsdnd Nauisofinseldnaen 24
ks lunsaivienanadinsiamsnisalsulaifissyae

1.18 yealnsinidinauauenIIuNTRNTUIASEEIIY (mndinmsufiaaliduluaudeya
nMdeNeaainsausafnsensiiiveseSeu TuenansynuaninsafesSeulan...)

1.19 fenansdoyan atuiimngdmsudnens 7-12 1 (e dmsudnfiazdile
16)

2. MiHaLENRAUNBULBNYN3IUNT5IVY (Consent form)

2.1 $epu “hwinidaseiazuias vionausinnlasinig
3y Wisledls Ingliufinaleg AenisSnwineruiafiaasas
Isumusnsgu viseguidenausylevilag”

2.2 YuANsSN¥IANNEUYeItaYANgItuDIaasiAT

2.3 ANUMNIZANTRINTANIALEIINTINNTTITY Way/viTe
By lngvaumeng g

2.4 AVUMNIZANVBINITHAAIAILEUEOUTDIFL1TIUNTT
3y Naiaunsaeuwazlaula
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mssindula : Ussimanudes/Uselei (Decision : Risk/Benefit Category)

Y =

O msidefnerdestuanudsaiisadniios (Research involving not greater than minimal risk.)

O msidenneidesiuanudssnnninunfualauanstslseleydneenaiadnsinensiuouinn (Research involving
greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

O msdefiiedestuanudesnnniuniuaghiliuansiesslovinonaasinsinonsduouan uidaudululd
fazthanufifeafudesnnuiinusniviennzvedlsavesenaasinslulifudinenudug 16 (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)
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NILNTAEIBTITUGY
LONE155U5841ATIN5IBUUUIE? (Expedited Review) S 2561
COE No. ...covvevvevr.
REC No. ...ccevvv.
(FONUINY, AVBIOINGE) .o
Ministry of Public Health
Address ..o O R SO s Road, ..o, District,
Province.......cccoevvenn... Zip code .................... , Thailand, Tel 662-xxx-xxxx ext ...........

Certificate of Approval
The Research Ethics Committee of the ..o Hospital, Bangkok, 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

Study Code

Principal Investigator :

Study Center

Review Method : Expedited

Continuing Report  : At least once annually or submit the final report if finished.
Document Reviewed :

SigNAture : ..o Signature @ ...
( ) ( )
Chairperson Member and Secretary
The Research Ethics Committee The Research Ethics Committee
Date of Approval : Approval Expire Date :

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

1.
2.

Strictly conduct the research as required by the protocol,

Use only the information sheet, consent form (and recruitment materials, if any), interview
outlines and/or questionnaires bearing the Institutional Review Board’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;

Report to the Institutional Review Board any serious adverse event or any changes in the
research activity within five working days;

Provide reports to the Research Ethics Committee concerning the progress of the research upon
the specified period of time or when requested,;

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.

All the above approved documents are expired on the same date of the previously approved

protocol (Protocol Number.................. )

*A list of the Research Ethics Committee members (names and positions) present at the meeting of

The Research Ethics Committee on the date of approval of this study has been attached. All approved

documents will be forwarded to the principal investigator
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AF 01-09/02.0

ﬂi&"i/li')\‘lﬁ']ﬁ'ﬁmﬁ‘!‘ﬂ
wuunasunsUsEiulaggIde Al o561
(Self Assessment form forPl) | T
neaulAIINIg Zala3ins (ne)
............................. (English)
YHINAN Aal3]
Request for L] Exemption........... L] Expedited review........... [J Full board review
Usziiudifiansan A B | NA | A =appropriate, B = Inappropriate,
NA = Not applicable #a18A21131
Lifeadewolidosd
AnANURAYRIEITY M3 Clinical Trials PI

@4l GCP Training

A
q

Al ATV Y

WURIN1TEUTH GCP

Usziiiulasenas (Protocol)

< ¥
AMULNU/VDLEUBLLUS

1

. ANAYDINUIIY (Research value/merit)

2

. ANNYNABIALIIVANAYDIIY (Research validity)

2.1 vanmsuagiving (Rationale)

2.2 N399NKkUUKALIEUEUTEINY
(Appropriate design and Methodology)

2.3 UIANGUAIBENS (Sample size)

2.4 NMTIATIEINIEDR (Statistical analysis)

3. WN9Ra/Anean (Inclusion/ exclusion criteria)

3.1 ﬁﬂﬁﬁjaﬁud%aaﬂaﬁhdqaﬁﬁu (Assure fair selection)

3.2 @U130ABUANDNNITY (Answer research question)

3.3 ngtasiunguides (Concem about risk group)

 AIUED (IR AT oo )

- USELUU (UTELIBURADIAT . oo )

. AMUUIIZUNS (Vulnerability)

~N | O || B

. Wuns$hwinudasade (Additional safeguard)

7.1 MIstueanainsiuizay (Appropriate recruitment)

7.2 ASEUIUNSTURANUEUYDUDY L NEIND
(Adequate informed consent process)

7.3 fms¥nwiluiisensu (Acceptable treatment available)
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(MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

9. Bue (wu msAnthelamsan, uwutufintoya (Advertising, CRF, etc)

nslianudugelasldsudaya diulsznauvadendis (ICH GCP 4.8.10) AN/ Forauauue

1. lenanstayariuay/esutedmsvenaialnsniinsinnsive

1.1 WU0509N9YINN15ITY

1.2 awikanlade

1.3 fifeanusyyinduanuide

1.4 wewanionanadnslasudylidnsululasinside

@

1.5 dngUszadvadlasansidy

1.6 Fuuenaatnsnansdlulasanisivy

1.7 FFdnliunsnasuunseridnsuide

1.8 szeznavoaainsusazauazaeselulasinisidy

1.9 wausgleniimninasiinduainnsideseatanadng
Inenss waz/vieusslovidoyuyu/dnn/fnnuilv

1.10 AnuidEee anyliauie wsemnuliagain 9naindu
wnoanadAs Tunsnsnlulasenisive ’

1.11 ymadenvsenseuiunsinw1dus lunsaifienanadasiy
wnlulasensivy

1.12 NSRUTALEALALNIS NSkdean anuliagain
llaue wazsnelendeluannnisienaiadaswisiunis
39y FFnskaznante

1.13 NSWINSSIYINEIUIaVS AR LLBTANLLE LN D
JUATIEMNNINNNTIY

1.14 uwaaduuide wazaotunsanlunisinide

1.15 MITenesiugmanisedesiinisvenudusesutasi
nslAUsnwIAgInu genetic counseling

1.16 msfuaLﬁuéfaaﬂwﬁmﬁamﬂmﬁﬁaLLaziszmmﬁLﬁmﬁa
maanadiuftluewan wisliiensanwlmilueuan
é’faaﬁmgmam’maua‘awﬂaLﬁuﬁqa*&mﬁmaa wansly
fBE1aNLILADY BUEBIlRMENTINNTISUEITTURIITAN

1.17 qﬂﬂaLLawmma‘u‘Imﬁwﬁ nausofnnelanasn 24
ks lunsaivienanadinsiamsnisalsulaifisseae

1.18 nuneavlngfnid1inauAnenIsuNITIITUN3E555Y mnfimsufuanlidulunudeya

nfefioaainsaunsafasonsiiiveeseu Tuenanshuanunsofesseulsi..)

1.19 fenansdoyan atuiivngdmsudinens 7-12 1 (e dmsunniivzdila
(&)
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2.1 femu “dwiiiidaseiazufias viseneuianlasIns
o Felafld Wneldfinalag donissnunerunadinisee
lgSunuanasg viseadenauselovillag”

2.2 °U’e]‘UL‘W]ﬂ’]i%}ﬂ‘lﬂ’lﬂﬂuﬁv%m%’a%aLﬁ&J’J?ﬁJ’Q’]ﬁ’]ﬁﬁﬂi

2.3 ANUMNIZANTDINTAUNIALEIINTINNNTITY Wag/viTe
By lngvaumeng iy

2.4 ANUMNIZANVDINITLANIAILBULENVDIE1TINNTS
39y Nllaunsasunas@eula

2.5 ANULRUILEAUYDINTTVD assent LLayrNITadud (Lﬁﬂéﬂ&!
7-18 V)

mssindula : Ussianadnuides/Uselevil (Decision : Risk/Benefit Category)

O msisefiiendestuanudsafisadnios (Research involving not greater than minimal risk.)

O msfefiiedestuanudesnnniiunfudlduansdeussloviseeaaiasinensiueuian (Research involving
greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

v

O aideiiisadestuanudssnnniunfuasldlduansdalsslovineataadnsinonsdduewinn widaudululy
flazthanasifniutesnuiiausnivionnzvedlsavesoraalinsluldfugihonudug 16 (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)

O msfdeniidvesvilsnanansangailatidentanasdila, Jesiu v3e vssimymieussiiiinansenuseguaim vie
a*ﬁ'aﬁmwmm@ua&ﬁﬁmmlﬁﬂ (Research not otherwise approvable which presents an opportunity to understand,

prevent, or alleviate a serious problem affecting the health or welfare of children)
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COA No. .............
REC No. ............
(FONUIBIN, NTENSINGE) o
Ministry of Public Health
Address ..o, TN T S Road, ..o, District,
Province.........ccoeue..... Zip code ........c.......... , Thailand, Tel 662-xxx-xxxx ext ...........

Certificate of Approval

The Research Ethics Committee of the ..., the Ministry of Public Health
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
Study Code
Study Center
Principal Investigator :

Review Method : Full board

Continuing Report  : At least once annually or submit the final report if finished.
/Every 6 months. /Every 3 months.

Document Reviewed :

SIEIITERE NI .o reeiereenionnenrssnsnsssrsseneressssssases SIGNAtUre & ..o
Lo R Ao ) (o )
Chairperson Member and Secretary
T S REC of Hospital ............. The REC of ....cccuee Hospital
Date of Approval : Approval Expire Date :

Approval is granted subject to the following conditions: (see back 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 REC’s seal of approval ; and return one copy of such
documents of the first subject recruited to the REC for the record;

3. Report to the REC Board any serious adverse event or any changes in the research activity within
five working days;

4. Provide reports to the REC 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.

* A list of the RECn members (names and positions) present at the meeting of REC on the date of
approval of this study has been attached. All approved documents will be forwarded to the principal

investigator.
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BIOLOGICAL MATERIAL TRANSFER AGREEMENT
FOR ACADAMIC RESEARCH ONLY
[Recipient Organisation’s Name and AdAreSS] ....cccceiie it ee et ee s sreeeeeesaaeeenen s , and

[Scientist’s Name @nd AAAIrESS] ...uuiiciiiiieiiiieii et e e e s et e e e e b e e e et be e e s e ebaee s e s easbee e e beaeeestnneaesaaes
(hereinafter collectively referred to as “RECIPIENT"”) desires to obtain for academic research-only
purposes (stated in the Implementing Letter) certain Biological Materials from [Provider
Organisation’s Name and AdArESS] i e e e e s et e e e e ae et aae e e ane s
(hereinafter referred to as “"PROVIDER").

Pursuant to the PROVIDER'S AND RECIPIENT'S mutual consent to transfer BIOLOGICAL
MATERIAL identified in the Implementing Letter, the PROVIDER and the RECIPIENT agrees to the
terms and conditions as follows:

PART I. DEFINITIONS

PROVIDER: Party providing the ORIGINAL MATERIAL, represented by the PROVIDER
ORGANISATION and PROVIDER SCIENTIST.

PROVIDER ORGANISATION: Organization providing the ORIGINAL MATERIAL; the name and
address of this party stated herein and will also be specified in the Implementing Letter.

PROVIDER SCIENTIST: Individual representing the PROVIDER ORGANISATION, responsible
for transferring the ORIGINAL MATERIAL; the name and address of this person will also be
specified in the Implementing Letter.

RECIPIENT: Party receiving the ORIGINAL MATERIAL, represented by the RECIPIENT
ORGANISATION AND RECIPIENT SCIENTIST.

RECIPIENT ORGANISATION: Organisation receiving the ORIGINAL MATERIAL; the name and
address of the organization stated herein and will also be s specified in the Implementing Letter.

RECIPIENT SCIENTIST: Individual representing the RECIPIENT ORGANISATION, responsible
for receiving and processing the ORIGINAL MATERIAL; the name and address of this person
stated herein and will also be specified in the Implementing Letter.

MATERIAL: ORIGINAL MATERIAL and its UNMODIFIED DERIVATIVES. The MATERIAL shall not
include: (a) MODIFICATIONS, or (b) other substances created by the RECIPIENT through the use
of the MATERIAL which are not MODIFICATIONS or UNMODIFIED DERIVATIVES.

ORIGINAL MATERIAL: The biological specimen(s) or samples(s) being transferred; the
description will be specified in the Implementing Letter.

UNMODIFIED DERIVATIVES: Substances created by the RECIPIENT which constitute an
unmodified functional subunit or product expressed by the ORIGINAL MATERIAL. Example:
purified or fractionated subsets of the ORIGINAL MATERIAL (DNA extracts derived from tissue
samples).

MODIFICATIONS: Substances created by the RECIPIENT which contain/incorporate the
MATERIAL.

COMMERCIAL PURPOSES: The sale, lease, license, or other transfer of the MATERIAL or
MODIFICATIONS to a for-profit organization. COMMERCIAL PURPOSES shall also include uses of
the MATERIAL or MODIFICATIONS by any organization, including RECIPIENT, to perform contract
research, to screen compound libraries, to produce or manufacture products for general sale, or
to conduct research activities that result in any sale, lease, license, or transfer of the MATERIAL
or MODIFICATIONS to a for-profit organization. However, industrially sponsored academic
research shall not be considered a use of the MATERIAL or MODIFICATIONS for COMMERCIAL
PURPOSES per se, unless any of the above conditions of this definition are met.

NONPROFIT ORGANIZATION(S): A university or other institution of higher education, a scientific
research organization, or government agency.
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PART II. TERMS AND CONDITIONS OF THIS AGREEMENT

1. The ORIGINAL MATERIAL specified in the attached Implementing Letter is the property of the
PROVIDER, and is, from time to time, made available as a service to the research community.

2. The MATERIAL is provided by the PROVIDER and will be used by the RECIPIENT for teaching and
academic research purposes and for the project specified in the Implement Letter only.

3. The MATERIAL is provided at no cost, or with an optional transmittal fee solely to reimburse the
PROVIDER for its preparation and distribution costs. If a fee is requested by the PROVIDER, the
amount will be indicated in an implementing letter.

4. The PROVIDER retains ownership of the MATERIAL, including any MATERIAL contained or
incorporated in MODIFICATIONS.

5. The RECIPIENT retains ownership of:

(a) MODIFICATIONS (except that, the PROVIDER retains ownership rights to the MATERIAL included
therein), and

(b) those substances created through the use of the MATERIAL or MODIFICATIONS, but which are
not UNMODIFIED DERIVATIVES or MODIFICATIONS (i.e., do not contain the ORIGINAL MATERIAL
or UNMODIFIED DERIVATIVES).
[If either 5 (a) or 5 (b) results from the collaborative efforts of the PROVIDER and the
RECIPIENT, joint ownership, income and/or terms of a commercial license will be negotiated
under a separate agreement and signed by the PROVIDER and the RECIPIENT.]

6. The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that the MATERIAL:

(a) is to be used solely for teaching and academic, non-commercial, non-military scientific research
purposes and for the project specified in the Implement Letter;

(b) will not be used in human subjects, in clinical trials, or for diagnostic purposes involving human
subjects without the written consent of the PROVIDER;

(c) is to be used only at the RECIPIENT ORGANIZATION and only in the RECIPIENT SCIENTIST's
laboratory under the direction of the RECIPIENT SCIENTIST or others working under his/her
direct supervision; and

(d) will not be transferred to anyone else within the RECIPIENT ORGANIZATION or to a third party
without the prior written consent of the PROVIDER.

7. The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that:

(a) The RECIPIENT and/or the RECIPIENT SCIENTIST shall have the right, without restriction, to
distribute substances created by the RECIPIENT through the use of the ORIGINAL MATERIAL only
if those substances are not, UNMODIFIED DERIVATIVES, or MODIFICATIONS.

(b) Without written consent from the PROVIDER, the RECIPIENT and/or the RECIPIENT SCIENTIST
may NOT provide MODIFICATIONS for COMMERCIAL PURPOSES. It is recognized by the
RECIPIENT that such COMMERCIAL PURPOSES may require a commercial license from the
PROVIDER and the PROVIDER has no obligation to grant a commercial license to its ownership
interest in the MATERIAL incorporated in the MODIFICATIONS.

8. The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent application.
Except as provided in this Agreement, no express or implied licenses or other rights are provided
to the RECIPIENT under any patents, patent applications, trade secrets or other proprietary rights
of the PROVIDER, including any altered forms of the MATERIAL made by the PROVIDER. In
particular, no express or implied licenses or other rights are provided to use the MATERIAL,
MODIFICATIONS, or any related patents of the PROVIDER for COMMERCIAL PURPOSES.
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10.

11.

12.

13.

14,

If the RECIPIENT desires to use or license the MATERIAL or MODIFICATIONS for COMMERCIAL
PURPOSES, the RECIPIENT agrees to negotiate in good faith with the PROVIDER to establish the
terms of a commercial license. It is understood by the RECIPIENT that the PROVIDER shall have
no obligation to grant such a license to the RECIPIENT, and may grant exclusive or non-exclusive
commercial licenses to others, or sell or assign all or part of the rights in the MATERIAL to any
third party(ies).

Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in nature
and may have hazardous properties. The PROVIDER MAKES NO REPRESENTATIONS AND
EXTENDS NO WARRANTIES OF ANY KIND, EITHER EXPRESSED OR IMPLIED. THERE ARE NO
EXPRESS OR IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE, OR THAT THE USE OF THE MATERIAL WILL NOT INFRINGE ANY PATENT, COPYRIGHT,
TRADEMARK, OR OTHER PROPRIETARY RIGHTS.

Except to the extent prohibited by law, the RECIPIENT assumes all liability for damages which
may arise from its use, storage or disposal of the MATERIAL. The PROVIDER will not be liable to
the RECIPIENT for any loss, claim or demand made by the RECIPIENT, or made against the
RECIPIENT by any other party, due to or arising from the use of the MATERIAL by the RECIPIENT,
except to the extent permitted by law when caused by the gross negligence or willful misconduct
of the PROVIDER.

The RECIPIENT agrees to use the MATERIAL in compliance with all applicable laws, statutes and
regulations, including Public Health Service and National Institutes of Health regulations and
guidelines such as, for example, those relating to research involving the use of human and
animal subjects or recombinant DNA.

The RECIPIENT agrees (a) to publicise the results of the research with the MATERIAL as soon as
reasonably possible, (b) to provide the PROVIDER with a copy of any publication, which contains
experimental results obtained from the use of the MATERIAL, MODIFICATIONS and direct/indirect
derivatives of materials, and (c) to acknowledge...(Provider)...,, Department..., Faculty of
.............................................. University as the source of the MATERIAL in all publications,
presentatlons and disclosures containing any data or information about the MATERIAL,
MODIFICATIONS and direct/indirect derivatives of materials unless ...(Provider)..., Department...,
Faculty of Medicine, Chulalongkorn University indicated otherwise.

This Agreement will terminate on the earliest of the following dates:

(a) when the MATERIAL becomes generally available from third parties, for example, through reagent

catalogs or public depositories, or

(b) on completion of the RECIPIENT's current research with the MATERIAL, or
(c) on thirty (30) days written notice by either party to the other, or
(d) on the date specified in the Implementing Letter, provided that:

(i) if termination should occur under 14(a), the RECIPIENT shall be bound to the PROVIDER by
the least restrictive terms applicable to the MATERIAL obtained from the then-available sources;
and

(i) if termination should occur under 14(b) or (d) above, the RECIPIENT will discontinue its use
of the MATERIAL and will, upon direction of the PROVIDER, return or destroy any remaining
MATERIAL. The RECIPIENT, at its discretion, will also either destroy the MODIFICATIONS or
remain bound by the terms of this Agreement as they apply to MODIFICATIONS; and

(i) in the event the PROVIDER terminates this Agreement under 14(c) other than for breach of
this Agreement or for cause such as an imminent health risk or patent infringement, the
PROVIDER will defer the effective date of termination for a period of up to one year, upon request
from the RECIPIENT, to permit completion of research in progress.

221



11933 71UN15UHURNUATESIINNTITLRITULYBE

BDWUIHI M e eeeeeeseesesesssasesesesesssssssasssassens AF 11-09/02.0
NIENTIEITITUGY

BIOLOGICAL MATERIAL TRANSFER AGREEMENT
FOR ACADAMIC RESEARCH ONLY

14,

15.

Upon completion of use of the MATERIAL or upon the effective date of termination, or if
requested, the deferred effective date of termination, the RECIPIENT will discontinue its use of
the MATERIAL and will, upon direction of the PROVIDER, return or destroy any remaining
MATERIAL. The RECIPIENT, at its discretion, will also either destroy the MODIFICATIONS or
remain bound by the terms of this Agreement as they apply to MODIFICATIONS. The date,
quantity, and method of destruction will be recorded and witnessed, and a copy of such record
furnished to the PROVIDER.

This Agreement will be effective for a period of ...... (...) year(s) from the effective date of this
Agreement. Either the RECIPIENT or the PROVIDER may terminate this Agreement upon thirty
(30) days written notice; provided that termination will not relieve the RECIPIENT or the
PROVIDER of any obligation or liability accrued hereunder prior to the effective date of such
termination.

Paragraphs 8, 10, and 11 of PART II shall survive termination.

The parties executing this Agreement agree to be bound by the terms and conditions herein. And
this Agreement shall be effective when signed by all parties.

For and on behalf of For and on behalf of
RECIPIENT ORGANIZATION RPOVIDER ORGANIZATION
Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST

Signature:

Name:

Title:

Date:

Witness Witness
Signature: Signature:
Name: Name:
Title: Title:
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IMPLEMENTING LETTER

The purpose of this Implementing Letter is to provide the specific details of the biological material
transfer between the PROVIDER (identified below) and the RECIPIENT (identified below) where
the PROVIDER and the RECIPIENT agree to abide by all terms and conditions of the Biological
Material Transfer Agreement ("BMTA") (dated ......ccccceviiiveviiicinenne, ).

PROVIDER: Organization providing the ORIGINAL MATERIAL:
Organization:
Address:

RECIPIENT: Organization receiving the ORIGINAL MATERIAL:
Organization:
Address:

Recipient Scientist:
Title
Address:

3. ORIGINAL MATERIAL (Enter description):

4. Use of ORIGINAL MATERIAL
Project Name:
Project Objective(s)

Purpose for use of ORIGINAL MATERIAL

5. Termination date for this letter (optional):
6. Transmittal Fee to reimburse the PROVIDER for preparation and distribution costs (optional).
Amount:

This Implementing Letter is effective when signed by all parties. The parties executing this
Implementing Letter agree to be bound by all terms and conditions of BMTA, for the transfer
specified above.

For and on behalf of For and on behalf of
RECIPIENT ORGANIZATION PROVIDER ORGANIZATION
Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST

Signature:
Name:
Title:
Date:
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Bio-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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EXAMPLES :

General Medical Use

Catheters:

m Cardiology-diagnostic, treatment, transluminal coronary angioplasty, intra-aortic ballloon
with control system

m Gastroenterology and Urology-biliary and urologic

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

m Neurology - cerebrovascular, occlusion balloon

m Collagen Implant Material for use in ear, nose and throat, orthopedics and plastic surgery

m Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary, ophthalmology
and neurology

m Tissue Adhesives for use in neurology, gastro-enterology, ophthalmology, general and plastic

surgery, and cardiology

Anesthesiology
m Respiratory Ventilators
m Electro-anesthesia Apparatus
m Gas Machines for Anesthesia or Analgesia

m High Frequency Jet Ventilators greater than 150 BPM

rdiov r
m Arterial Embolization Device
m Artificial Heart, permanent implant and short term use

m Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices
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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

Percutaneous Conduction Tissue Ablation Electrode

Replacement Heart Valve

Vascular and Arterial Graft Prostheses

DENTAL

Endosseous Implant

Ear, Nose and Throat

226

Cochlear Implant

Total Ossicular Prosthesis Replacement
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

Peritoneal Shunt
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neral and Plasti rger
m Absorbable Hemostatic Agents
m Artificial Skin
m Injectable Silicone
m Implantable Prostheses: chin, nose, cheek, ear

m Sutures

neral Hospi
m Infusion Pumps: Implantable and closed-loop, depending on infused drug

m Implantable Vascular Access Devices

Neurology

m Hydrocephalus Shunts

m Implanted Intracerebral/Subcortical Stimulator

m Implanted Intracranial Pressure Monitor

m Impalnted Spinal Cord and Nerve Stimulators and Electrodes
rics and Gynecolo
m Cervical Dilator

m Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)

m Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine device (IUD)

and introducer, and sponge

Ophthalmics
m Extended Wear Contacts Lens
m Intraocular Lens (investigations subject to 21 CFR 813)

m Eye Valve Implant

m Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoropropane
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Orthopedics

m Implantable Prostheses: ligament, tendon, hip, knee, finger
m Bone Growth Stimulator
m Calcium Tri-Phosphate/Hydroxyapatite Ceramics

m Xenografts

Radiology

228

m Hyperthermia Systems and Applicators
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1AENTINNTENUNIY
mneaylasing Falasans (ne)
............................. (English)
o v s AUsELTiuvEn
YONTIUNTHUTELLU b LI Full board review
B35 S2) e
Usziiudifiansan A B | NA | A =appropriate, B = Inappropriate,

NA = Not applicable #a18A21131
ldinendasiselidasd

ANENUAVDINIVY mMeh3dewedesiiouwnnd Pl desdl GCP
* ’ Training

AN ATy

WURIN1TeUTH GCP

Usziliulasens (Protocol) AU/ TBLduBLUE

1. AAYBUIY (Research value/merit)

2. ANHYNABILATIMANAYRINUITY (Research validity) ’

2.1 wé’ﬂmil,l,azmama (Rationale)

2.2 ANS9RNLULLAYSEU8UITIVY

(Appropriate design and Methodology)

2.3 wAngufeg1e (Sample size)

2.4 MTIATIEININEDA (Statistical analysis)

3. NUARAAWN/ARaen (Inclusion/ exclusion criteria)

3.1 yhlideduindenateefsssu (Assure fair selection)

3.2 @1U130M0UANNIUIIE (Answer research question)

3.3 Lﬁ&J’J%’aﬂﬁUﬂEjmam (Concern about risk group)

4. APIEGT FGIRDLAT oo )

5. USELEUL (UTE BB AT oo )

6. ANUUTITUN (Vulnerability)

7. Wunsinwanulasnde (Additional safeguard)

7.1 nmssuenanatinsiuunzan (Appropriate recruitment)

7.2 ASEUIUNTUOAMNBUYDUDY LN IND

(Adequate informed consent process)

7.3 fimsshwnduiisensu (Acceptable treatment available)
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LLUUWEIS&IUi%LSJ‘L!Iﬂi\ﬁ'Nﬂ"Ii'JQEJLﬂSENlIEJLLW‘VIEJ
Iﬂﬂﬂﬁi&lﬂqié’VIU%’Ju

8. 1aANaINITAINIBETININ/TaANAINTTYINIF8N19AATN
(MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

9. ?J'us] (i msAnthelaan, wwutuiinteya (Advertising, CRF, etc)

vAsa9iiaunng (Medical Device)

NA

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

ngaNunlliinedesselifasl

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*

nslianugusaulaelisudaya diuusznauvasanans
(ICH GCP 4.8.10)

< v
AMULAU/VBLHUDLLUS

1. lanansdoyamuay/asuedmsuaaainiidisiunmsidy

1.1 M9UpEeaNagyinnIsIe

1.2 aenlganladas

1.3 fideanusyyinduauide

1.4 weranioraadaslasudglidisinlulasnsidy

@

1.5 Jnquizanvedlaseinsidy

1.6  uusIaatAsiisnlulasINsIvY

1.7 Wandlunisiavuunsder

1.8 szeznafionaadnsuwiaraulzieseglulasanide

1.9 NaUsElerdNAInINaLinTuaINNNsIvuReaa@ains

lnenss uar/vieussloviroyuy/den/fnnanuilng

1.10 Aanudee anuliauie vseanuliagain foanndu

wnoaadms Tunisnsinlulasenisise
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LL‘U‘UW'Q53J1J53L31u1ﬂ5\ﬁ']\1ﬂ'15’37\'18 LAIDIUBDLLNNY
Iﬂﬂﬂiiﬂﬂﬁ‘iﬂﬁ%Uﬂ’)u

1.11 Mudenvsenszuiunssnwaus lunsalfienaiasinsll

W5 lulAsInsIvy

1.12 mslARugaweaiuns nsidenan anuldazain

llaue wazsnelendeluannnisienatadaswisiunig

o

398 ANskaTa Nl

1.13 MSMSSnENNeIUIavsaARwe Lo Tln UL Eene s e

JUATILMANIINNNTIY

1.14 WaaRkunuide wasaavunsnlunisyinise

q

1.15 MsITeneiugmaniazdesiinisvennuduseuiayi

nshiAUsne ANy genetic counseling

1.16 NSVBLAUMBENIIMARIINNITITY haESELnATNULND
mMsesraiuidluauian wiseaianisanwludlusuias
faain1svemnuduyeuLiaiufeg19iinde win1sly

AIDE19UUILADI HUEDIMIAMLNTTUNITITEFTIUNINTAN

1.17 yprakaznmanglarlngdnyl fanuisafindelanaen 24

ks lunsaivienanadinsinmsnisalsulaiisseae

1.18 MungLauInsANNEIuNUAMENTIUNISNINSANSUEITY

A5V TENFNATAIUNSORNRBNSNLTDS S U

(mndinmsufiaaliduluaudeya

Twenansvhuanunsadeaseulad...)

1.19 flenansteyas atuiimnzdmiudiners 7-12 U

(inwndrey dmsuanfiazdlale)

2. VeFoLanRAUIBUYaNUNTINN15IY (Consent form)

2.1 ey “eanadinsiidasevsufias vsenausnnlaTanis
o Welanls Inglifinalag Aenissnemeuiafiaisas

Iesumunnsgu viseaydenauslovilag”

2.2 YUIANTINWIANNEUTRIUBYaNe iU AALlRS

2.3 ANUWENzaNYeInNsasnulagdld1smnTidy way/vise

By Ingveumeng iy

2.4 AVUWMNNZANYBINITUAAIALEUIDNTVBIINTIUNT

o Al

39y Nllanunsasunas@eule

2.5 AIMNIPANTDINITUD assent WA¥N1TAN (Hinoy

7-18 ¥)
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mssindula : Ussianaanuides/uselevil (Decision : Risk/Benefit Category)

[

O msidefinedesiumnudsaisadniios (Research involving not greater than minimal risk.)

'
v 1Y =

O msidenineadesiuanuidssunnninundualananstslsslodnesnatadnsinonsiuouinn (Research involving

greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

O nsideineidesiuanudssnnninuniuazlilauanstsuselovinoonanainsinonssuouwian ualinnudululs
a o v o A a a a o Yo v = P . 3
mxmmmgmmﬂuLﬁ@dmmNmJﬂm‘maﬂ'nwaﬂﬁmmmmamﬂﬂhﬁmQ‘U’Jaﬂuauﬂ 19 (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)

O msideniitvesviisnanansangailatdentanasdila, Jesiu v3e vssimdymiewssiiinansenuseguaim vie
a’?ﬁamwmmﬂuagﬁamﬂﬁﬂ (Research not otherwise approvable which presents an opportunity to understand,

prevent, or alleviate a serious problem affecting the health or welfare of children)

aguwanisisan |0 1 Susedaglidesunl desreauauinmin
O 2 Susewdaudluudn O n 3 iy
O 3 uAlvudidufionsanln O vn 6 oy
O 4 lisuses O Augan1sids videlahiu 1 T

< v a
a’]Elleluﬂi‘JﬁJﬂq‘JQ‘l.liSLilu ...........................................................................

AUNNUNIY ... e . T
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(Self-Assessment Form) | T
11 ASIN Falasenis (Ine)
............................. (English)
Usziiudifiansan A B | NA | A =appropriate, B = Inappropriate,

NA = Not applicable #a18A21131
ldinendasiselidasd

ANENUAVDINIVY mMsv3deiedesiiouwnnd Pl desdl GCP
* ’ Training

AN ATy

WiURIN1TeUTH GCP

Usziliulasens (Protocol) AU/ TBLEUBIUE

1. AAYBLUIY (Research value/merit)

2. ANHYNABILATIMANAYRINUITY (Research validity)

2.1 wé’ﬂmil,l,azmama (Rationale)

2.2 mMseenuwuukazssilsuizive ’

(Appropriate design and Methodology)

2.3 wengufeg1e (Sample size)

2.4 MTIATIEININEDR (Statistical analysis)

3. Wn9Ra/Aneen (Inclusion/ exclusion criteria)

3.1 yhlideduindenateefsssu (Assure fair selection)

3.2 @W130M0UANNILIIE (Answer research question)

33 Lﬁm%ﬂﬁ'umjmam (Concern about risk group)

N = IR (= TR o o OO )

5. USELEUL (USE BB AT oo )

6. ANUUTITUN (Vulnerability)

7. Wunsinwanulasnde (Additional safeguard)

7.1 nmssuenanatinsiuunzan (Appropriate recruitment)

7.2 ASEUIUNTURAMNBULDUDY LN IND

(Adequate informed consent process)

7.3 fimsshwnduiisensu (Acceptable treatment available)

8. YaMNAINITAINIDETININ/TDANAINTTNNITENI9AATN

(MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)
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(Self-Assessment Form)

[

Y

9. 8uq (A msdnthelaivan, wuutuiindeya (Advertising, CRF, etc)

1r5a9ilaunng (Medical Device)

NA

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

vngANNn linedewselifasl

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*

nmslianugusaulaglasudaya diuusznauvasianans
(ICH GCP 4.8.10)

< v
ANULAU/VDLHAUDLLUS

1. lanansdayadinay/asunedmivanaatasiidnsiuniside

1Ll

P1981509NM9LYINN15IVY

1.2

MgEnlade

1.3

ffoanuszyinduanisey

1.4

winaeaadaslasudgiiidisululasnmside

15

1Y 13 a v
'quﬂizmmaﬂmqmi’ma

1.6

FUeIEIENATILNTINTUlASINSIVY

L7

WandunsnazuiRsiegitnsuide

1.8

szzhafionaadnsusasaulzieseglulasiniside

1.9

NaUsElgvUNAINIILAATUIINNNTIUFDREELAT

lnenss uag/vieuselovidoyuyu/dnn/finnauslv

1.10

anudEee Anyldauie wsemulidgain enaindu

wnenaadms Tunsnsinlulasenisise

MudonIenszuIunssnwdue Tunsdltonanasinsl

W1snlulasInnsise
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1.12 NSIRUYAREANAUNIY NSdsnal Aanuliazain

laune waysrelendeluannnisnenaadnsiinsiunis

1Y

39y Fnstvnaznannle

1.13 MsimsSnemeuiansemsnweilainnudenierse

JUATILNMNNINNNTIY

1.14 wiasdunuiae wazaavunsinlunisvinie

q

1.15 mMeITemeiugmaniavdesiinisveninuduyeuiasi

nslAUsnwIAgInu genetic counseling

1.16 NI5UBLAUMBENTNMAIINNITITU AL IZULATIAUND
Aseasyaiaddlueunas wisawianisAnwlvdlusunas
faalin1svennudugaiaiusieg1aivds win1sld

9819t UILHDI BUSDIAANLNTTUNSISEEITUNINTN

1.17 uppakazvaneaulnsdnsl fNaiunsodenelinaen 24

Hlus lunsainoanadasfnmanisalduliiaseasd

1.18 yealnsdnid1inauaugnTIuNITRITUIASYsIIU (mnfinsufuanlidulumudeya

AMSIveNeNENFLATANNITORRRBNTINUDS DSy Tuenansynuanansaseaseulad...) '

1.19 fenansdoya atuiingdmsudinens 7-12 1 (Hnwirey dwiudnfisednlalé)

2. MUSHILANIRAUNBULBNWN3IUNT5IVY (Consent form)

2.1 fiepnu “oanadinsiidassnzufias vionausinnlasanis
awv = % ™ ! o =
19y Welanls lnglifinalas sonssnwingiuianialsay

Isumunnsgu viseaydenausylevilag”

2.2 suafuqummii"ﬂmmmé”vsuaa%’a;ﬂal,ﬁmﬁummaﬁm

2.3 ANUMNIZaNTRINIALTALEINTINNTITY Way/viTe

Hunu lngvaumeng g

24 ﬂ’]’]llL‘Vill’]%ﬁll“ﬂ@ﬂﬂ’]iLLﬂﬂﬂﬂ’J’]ﬂJ@US@ﬂﬂJaﬂﬁ:J:L‘Sl’JJWiI’JSJﬂWS

3y Nlalaunsasuwazlaule

2.5 ANUMNIZENVRINNTU assent LazNITa3UIL (Lﬁﬂ@?&g

7-18 V)
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(Self-Assessment Form)

mssindula : Ussianaanuides/uselevil (Decision : Risk/Benefit Category)

[

O msidefinedesiumnudsaisadniios (Research involving not greater than minimal risk.)

'
v 1Y =

O msidenineadesiuanuidssunnninundualananstslsslodnesnatadnsinonsiuouinn (Research involving

greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

O ns3sefnentasiuanudsannninunivazlildnansdeusslevineaanainsinensilusuinn wadanudulule
a o v o A a a A ) Yo v A v . .
Mgianudifeltusesmnuiausnavsenizvedlsavesanaadasiuliiuguisaudug Id (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)

O msideniitvesviisnanansangailatdentanasdila, Jesiu v3e vssimdymiewssiiinansenuseguaim vie

a’?ﬁamwmmﬂuagﬁamﬂﬁﬂ (Research not otherwise approvable which presents an opportunity to understand,

prevent, or alleviate a serious problem affecting the health or welfare of children)
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Sponsor :

1. dnlavesnIveninisilasunias (a1aunnnInniangiy)

Which part of the study do changes apply? (more than one is possible)
Rrotoco .

consent form ...............
investigators ...............

Other (SPECITY) weverereeeereereereireeseeeeeriires cereeserseenees

2. izqmiLﬂﬁauLLUaaLLast@ma lngagdlumnadssuiiey
(List all proposed change(s) and rationale for change(s) (detailed documents can be attached)

3. madsunlasinansenuduenudssuasUseleviseeaaiasegisls
(How will the amendment affect the risk and benefit for the subjects?)
ANULEY 879 [ increased ] same [] decreased
Uszleatona ] increased ] same [] decreased

4. nswasundasiinansenusanisianudusauagnals

(How does the amendment affect the informed consent?)
lifpsvamdusoulny o

ADIUVDANDULDULNULAL ovoero
AD9UDANDULBULAULNUATULAY ovore..
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(Study amendments may not be instituted until written approval from the ethics committee is received.)
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(Expedited Review Report of Amendment) | 7T
PUNLAVIATINTG Falasans (ne)
............................. (English)
Yordenande
S9alATINT (d13) Heduayun1side
dununly Wasukuas | O 1asan1siae

O Wasuwlasdntes O wWasuwlasnn | OICF | OB ( thers.........

ussengasunisuily Wasuulag (Descriptive summary of the amendment) :

ﬁmqwamswummwu expedited review process : O Tv

O laily

Y9154 (Consideration) :

1. \NAIIARIY/ARBDN LALNZEN 0O To O laile O ladifiendas N/A
2. 9n518@U risk/benefit wanzan | O o O yile O ldifieadas N/A
3. lonasN1sTeANNBusalinza | O T O ydle O liifiendas N/A
4. nsufily wWasuulas O wWasuwlaadnifes | O wWasuwlawin Feshud full-board)

5. NAN1SNATEUN

VA o

Ky

O $unsu (eileg3de w38 investigator brochure)

O Wiy

O wWiveunaswi luidntios

O dhhfiansantuauznssunisdugn (full board)

agﬂwamsﬁmimﬁ/ﬁaLauaLLu:: (Suggestion/Recommendation)

ﬂiiﬁlﬂﬂiéﬂﬁﬂ’éu%‘l\‘m’m

.............................................. ( Y ST oo e

waen  vebivitunsenanuAnmiuluwuunesy udrdainduing drtinaunnznIIINIIRESITNNTIVE

a8l 5 Juninig
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Address

Province......cuveeevnveeene. i

Approval of Documents related to Study Protocol
The REC Of the .o Hospital, ......... (Bangkok) , 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 Internation-

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

Study Title D e S| R

N

Study Code

Principal Investigator :

Study Center

Document Approval :

1.
2.

y

SIGNATUre ..o SIGNATUNE : ......c.ocouvvenereeinrrensnnssnsnorstsrorss oSNNS

Date of Approval :

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

il
2.

Strictly conduct the research as required by the protocol;

Use only the information sheet, consent form (and recruitment materials, if any), interview
outlines and/or questionnaires bearing the Institutional Review Board’s seal of approval ; and
return one copy of such documents of the first subject recruited to the Institutional Review
Board (IRB) for the record;

Report to the Institutional Review Board any serious adverse event or any changes in the research
activity within five working days;

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

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

All the above approved documents are expired on the same date of the previously approved

protocol (Protocol Number.........cccccoe..e. )
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wilidaFusesenansiindasiulasinisise
ADIZNTTUNNTIITTIUNTITOAGITULYYE e (M89)
dudunislinisiusesenarsiiietesiulasansidomunuimmdnadesssunsideluauiduinnsgiu
a1na lawn Declaration of Helsinki, The Belmont Report, CIOMS Guideline uag International

Conference on Harmonization in Good Clinical Practice %38 ICH-GCP
Falasens

aefilasensiae

RG]

danauugu

WBNESNEASUNITSUTON :

1.
2.
AGUNH 2 e GRA T ICR
GO OO OT UV RTUTUTUUUTOTURUURTURUIYS. . SOV ) OO b ccccoccocaoooooe )
U58514 NITUNTUALLAVIUNT
AENITUNITASYTITUANTIVY AEATTUNITITYTITUANTIVY
NeIfuLy Y WNefuNYLd
JUNSUTDY

¥ '
Y A [ £ 1% [ o

7191 N155Use9NNa Ul ST UM UNSIMNYD (ARUNEIVBUBNANTSUTDIATINTIVY)
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U a v 1

UNITeMNVITUAINILN35U99938533UNTITesesUfURAsalUY

.

N

9

fulumsifenuitssylilulasssinsideedauniinin

THonansuuzionanadas luduvey (Lazlenas@ansidonselulavanad) wuuduniual uaguse
LUUADUNI lamefiinsUssiuresansnssunsiansantiessueity. uazdsduuenansdina i
T 523989599 10U N e Weniuliidundngiu
senuvgmanilifissradioussiifniuioninudsuslaionssidtlag donmenssunisfivnan
F3553UNTIY el 5 Juving

denuanuimmidernznIINIItesTINTIsy munaniitmuavdeileldiunisiose
ynmsideliamnsodidunsataiungludvun fidedesduroeyiflmideu edredes 1 dou
enansynatufildsunsiusesadsd vunengauengredasimsifeiildsunssusesountii
(MHNELAVIATINT e )

* §18T0VDIAMLNTTUNITITLFTINNMTINBNLINUNYLS Wauavsunia) Megluiuszyuiuniusedasams
FWeldwwuanme enasniusemmunazgnaludeidendn
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Bl e 2561
(Progress Report Form)

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

#uauiiuveuasausniui : | Iduanuiiureunssagaiuil | annudvesnisseay
........... [ evvvreessesneed wovssireensiii | evssreeed wovisirenssssiied e | O Y0 3 100U O 90 6 oY
O duaani33de v3aliiu 1 U
WUMAULATING oo ATUNINUA ........... VA ). . VA
Folasanis
() R
(ENIGLISN)..o.vvereereeermserssesssssssssssssessssssssssssssssssssssssssssssissnssnsssnnsssassssesntsssssanesanessansssnsbeneessssanenanc RO N
TERELGIE
1 | Have the data collection begun? Yes
No Goto 7
2 | Have data been obtained directly from human participants? Yes Go to 4
No
3 | How many data have you been collected so far? ... %
a4 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 (SPECIFY) v
6 | Have there been any unexpected adverse events previously Yes MIANMUUITENUY
reported to REC? Please specify No. of SAE No
FEPOM e
7 | Are there changes to the protocol or consent forms not previously — Yes AFMUUIBNU
reported to REC? No

8 | Explanatory Note: (if any)

FRRUAIUN v i, TR (nganAvdunliiviou 1 4e)
AVITIUYDINTTUNITRIIUTIIU © e
AN BIAEUY NTTUN T, e e
UTEBTUATENTIUNITAIUIM s QUL [ ...
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NIENTIEAITITUGY
wUUTI89ulASINSIESesNYTal (Final Report Form) Sl 2561

T ASIN Folasenis (mwlne)
.............................. (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 :

BREDEINIIA oo eserns (IS ) T YA YA

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

Reviewer’s comment :

Reviewer’s Signature.........cccooeeeeerieecieienne. (R I Ydated......./ oo Y ST
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wuusgunsileau/msbivfinnaenndas 24 S
(Deviation/Non-Compliance/Violation Report) | 777

MNekavlasinig | Ielasanis

............................. (lne)

(English)
swalasenis (E3) :
{13gman : Insénvisinse :
a1 nsAnNAnAe :
AatiuauNITIY Insdnvidinse :
O 1Jsauuannlasin1side (Deviation from protocol) L] Minor
[ aziia (Violation) 0 Major
O laennasiunannis (Non-Compliance)

usseeagy (Description) :

Naans (Outcome) atiuni1sagals (Actions taken) :
WULAE (Found BY) @ 578971UlA8 (Reportedby) : ..o,
T oo o T oo e /e

AILAUNTTUNMIHAITUIMUNIW/ LdueuUg (Opinion/Recommendation)

NITUMTENUNIUAIUI e (e T FAUi V...
N3aUAYEIAMENTTUNT :
UTETIUAENTTUNITAIU I e N . S ) AU A VAT
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CT 30 V0L 1 OO AF 01-16/02.0
NIENTIEAITITUGY
LUUSIEIUNITIUED950958ULALNNSNBUAUDY 2 aw
. SU 2561
(Report of Compliant and Responses)
LUUNBSUSUIS 09509158 UKATNISABUAUDY
U XT3 Yoo,
1ASINISITEIVUVIAY oo AW
BT BT ot cvvsoeeossesssrnsseesessssssessaesesssesses s s s esssesses s e s ses s s s s s s e s e s e e sans s s e s e s s s e ses s e ens s e senees s s senesene
A0TULHIRATEY O ovenasing O gunasev/unulagyeusssy
RGeS
TN e S
( )
] 1 T oL oo eeeeeeeeeeeeveeseseesseesnssesssseeesesees e e e e sene s e s s e e s sens et et et et e et s et s et s s s e s e s e s s e s e
ST e NALIUNNT
( )
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NIENTIEAITITUGY
WUUIIEIIUNITVDNYALATINITITENDUNUA 24 S
(Report of Early Termination of Study) | 77T

mnealasing | Jelasinis
......................... (lne)

(English)
HofAsumande
NBLaUINTANA Bud
Hatiuayun1siy BRIV TAN
flog dud
SruufFumsifotamamalasmaideilasu FTIUIUNGH v
AVITAUYOU. ..o No. of Study Arms :
Total Number of study participants : .......cccco......
Srunuffunmsidensudiulumside. ... Sunuffunmsidefiaseanysal oo
Number of participants recruited in the study : Total participants completed

FuugFumideiliaiauysal

Total participants not completed....................

SYYLIANVININGY oo, U o, LD SUAUNTTIVY LADU oo -

"QJ%ﬂﬁlmﬁﬁ%'Uﬂ’lﬁ%%ﬁaﬂﬁ%U (Which procedures do active participants have to undertake?)

O wuudeun1y/duniue] (Questionnaire/interview) [ Wiugaegny/asdmsan (Specimen/sample
collection)

O w3esfledmsuitadodisanie O SuAeunsnues (9 81 F5H1dn anewa)

(In vivo diagnostic devices)

finsnenumgnsallifiaUszasdilinnfn udiraenssunisasesssulussninmside (Have there
been any unexpected adverse events previously reported to REC?) [0 i [ lifl

finsveuily 1dvulladlasaniside wieluduseulusznineniside (Are there changes to the protocol
or consentforms not previously reported to REC? [0 # [ 1adl

WIARANTSYaNEAlATINITILNBUNMUA (Reason to terminate the study)

LHUN59ANT3/QuarTun1539eMlasunanlunis33e (Plan to manage the participants recruited)
BIRERIUNL oo OO 5. L LEtess 2. ) TR /.. . Y.
(ﬂqm%ﬁué’%u%aﬂmsﬁé’w (Please retain copy of the completed form for your study record)

AMILALYBINTIUNTERINTUIVIUNIY -
AU e OO .~ NS ST ., am

ANSASUAVDIANEATIUANST :
USEFIUAUEATIUNTITATUNL oo O WY T AL A .
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BDWUIGI N ceereeereeeereeereseeesesesessessesssssssasssasssasesaseses AF 01-18/02.0
NIENTIEAITITUGY
wuunasuTIBwMANITallaiNeUsTaIATIBLI 214 -
(Serious Adverse Event Report Form) | T

fTuas ninsenuuunaiuuazuuuana1sisuy
(Please fill in the form and attach documents if necessary).

vnealasns | delasanis

.............................. (lnw)

(English)
1. usseremansallinelszasd wsaldyvnineuselaege (Brief description of the serious adverse

event or problem)

2. Myvsziiumanisal vivaleyyn (Evaluation of event or problem)

A2IU318139 (Seriousness) : \Ae3n (death)
ANALABTIN (life threatening)
NNINTDUUAAINEINITE (disability)
(Lﬁﬁw%’ﬂwﬂukqwmmau%aagwluisawmuwamu%(u) new/prolonged hospitalization
WN1SUANLLA (congenital anomalies)
%ﬂJlus] (381) (others, SPecify) : ... )

ﬁ%’agﬂu@:ﬁaéﬁﬁ'ﬂuﬁ’a (Already mentioned in-investigator brochure)
To
Talle

oy

Tof
Talle
fianudunudiuen/A5ms/edesdiefidnen (Relationship with the investigational
drugs/procedures/devices) :

Useiliulee  faduayuniside (sponsor) 338 (investigator)

(1 L fa v

v

ayaszylulenasdayadmiugiun1339euda (Already mentioned in the patient information sheet)

Waieades (probably) ... 1azfientos (probably)
gnAeded (possibly) ... 9naifeatas (possibly)
lam3U (unknown) Laing1u (unknown)
lans1u (unknown) o lains1u (unknown)
HAaWS (Outcomes) : 9IMIMBUEY/ AT UL (resolved/improved) ..............

onsdsliivAeuntas (unchanged) ...

9INThEAY (worsened) ................

Fedin (fatal) ...............

#Yoya (not available) ...

Audideiiieados (Site involved) : Aniigudiseiaglunuiuinveuvedlssneruna ...
{Anfigudisedun (other sites) ...
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(Serious Adverse Event Report Form) | T

N3R5V (Investigator considerations) :

1. Iﬁﬁagammaﬂmmmamm@uﬂamLﬁmam (Notification to human subjects using new or additional
informed consent) ANTIUNIIVIUN (required immediately) ................
vi’wLﬁummﬁammaﬁmmwu;:ﬁé’fa‘[,umsﬁwmaﬂ%gqﬁﬂiu (required for the next appointment) ..............

14if93LA (not required) ..............

2. Waguulag VIBNYANTINY
(Change in or suspension of research) NYANTITIVY SUSPENSION  ecvvvvrrrrennes

finsiUBsuuUad (change) ...
laifeAiiun1s (no action required) ...............

AM%SUNTIUNTT/AUNTIUATS WA SAE (SAE subcommittee considerations) :

1. lvdeyaeanadinsuarveninudugeauiianis (Notification to human subjects using new or additional

informed consent) ANTAUNIIUN (required immediately) ...............
fdunmailoanaatasumugidelumstanneadeialy

(required for the next appointment) ...............

laiA®auds (not required) ..o

2. Wasuuuas v3evignnnside (Change in or suspension of research MgANISITY suspension ..............

fin1siasunuadt (change) ...

laifweaniiunis (no action required) ................

3. FUNTIU (ACKNOWLEAGEMENL) ..o

COMIMENT « ...ttt s s e e esene s easssosas s onenesone sttt on ottt S SRt

Note : msanfiunismnegieesidfiansantunsussyuansnssunisiuyy (AL actions have to be
referred to full board).

Uizﬁﬂuaqnisumsaamu ................................................................................... Tu....... VASROROIAES . ... /i

Chair of SAE subcommittee signature
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WUUTIEIUNIATTIULNEANUAUANITIVY
(Site Monitoring Visit)

1. ﬂmzé’m'm?iﬂu (Site Visit Team) :
Uses1uAuenIsunis (Chairperson) :
N33uN15 (Member) :

WYIYNII (Secretary) :

2. dnsnbeaussiiudayasialull
1. SOPs woee3de (Bewduaednvaldnys WWudaqiu dnszuiunsveanuduygen)

I 1

TIUIUATINTITINOYTENINANTUNT 1 oo sssssss s sessssss e

IIUIUATUNTIENMUANDYTENTNTUNITITY 1 oo ssssss s
TBMTWIHNTITTUNITITE v s
NAUUTEPINTATIUNITANG 1 oo

A

LONENSIATINITINNLATUNITTUTORINAENTTNNITIIFIIN (Protocols, amendments, approved
consent forms UBIUAAZlATINITIVEY, participant charts %39 source documents, Investigator

Brochure(s), CV U84 Pl Lag co-Pls sauvieiuiinnisineusy, Human Subject Protection

Va o

T DU NI R AT UTIIEIIUE £ oo e e e oo e e e e e e e e e e s e e s s e s s e e e s e e s e e e s e see e

Y

8. WUNINISAUBMALAUN TN TTIDAOTRNBU .oorooeoeeeeeeeeeeeeeeees e

9 9

3. deyainganumiieivy

JUNASINDYY e, e, VAL SR

AVTUTE VY VEYUBINTTY revrrvenrreseerrssessesssssssessssssessse s sssssssess s sessss st ssssees
FOUARART A TUNTTAUN MO oo

4. 1@Na13iANNBULaNYBIYTUN13IY (Consent process Wag consent form) :
THenansaduiilasunissuses Guseiunsn)
Sumaideannuuas fud
Hunulneveusssasuuway Tui

Y
[

WndFunsidelvisndueey (Assent form)

[ o A

FYAIUIULALIUN

N

e>°
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AF 01-19/02.0

KUUTIIUNTATINBULNBAINURUANTIVY
(Site Monitoring Visit)

................................................................. S I A A
B s )

UI51UAUSNTIUNIS

................................................................. FUN oS oo o,
S | T )

AFIUNIT

................................................................. 1717 IS U AU
S |, )

RUIUNITAENTTUNNT
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BDWUDGI MU ceeveeeeeeeeeeeeseesessessessesesssssssssasssasssaseses AF 01-20/02.0
NILNTAEITITUGY
Juiindaanuliyuszas wazszilouisenisussyy Eyl 2561
Juiindanay
drusn diinnunuensIINIItessTIMTIdoReaf U TN T
T /25 FUR s
Foq veBauUsvy
BB oo
Aefldandng 1 9180unsUsEruAnEnTIINIRaIsaNe eI TITy S . /25 .
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