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Code FORMS
MF 01 18MIUUH0I UVBIITAUTUMINIATFIU (MF of SOPs) MTU 01 260-264
MF 02 1ONTIINITNBIANNAY (Confidentiality agreement) MTU 03, 265-274
MF 02_1 18na13MIsnEIANaY MTU 04,
MF 02_2 upuuaasanysusenilamensiaiuldarude MTU 06,
MF 023 83 MF 02_8 nuuaaunuiumsiunehii MTU 24
MF 03 HUVTINUMITANET DUTH ANLNTINNIT LAZHTIOAVIYNIT MTU 05 275
(Training report form for EC member and assistant secretary)
MF 04 MF 04 1 1119805 U509mM5Nsanau9sesssumsIve luau MTU 09 276-280
(Certificate of approved the human research ethics committee)
MF 04 2 uuuseFenssumsiislszauiinnsanTasamsise
(Ethics committee membership list)
MF 04 3 Soufiadmsudiselulassmsfisnumsusesdin
39555uN598 T UAY
(Guideline for researcher of the EC-approved research protocol)
MF 05 MF 05 1 uuuilssliuismsnasa 1nsansive MTU 08, 281-292
(Assessment form of type of protocol review ) MTU 09,
MF 05 2 U1UATIa0UMITUNNT MU VEAUAITHITAN MTU 10,
39533UNI3I98 (Assessment form of exemption) MTU 30

MF 05_3 LlUUAIa0UAMNNATUS UV IATINTIY
(Protocol submission check list)
MF 05_4 Wiis@esuseasmseniumsniasannsosssuIagansive
(Certificate of exemption)
dy a o % U =
MF 055 unuduas InsesmsasentivdSulgaud luauud

ANTNITUNITA (Protocol correction according to recommendation)
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MF 06

MF 06_1 LUINNMINUNIULAEMsHLaUe 1nsan1sIve
LL‘]J‘]J‘LEW‘I?ﬁﬁ‘]Ji £9U (Guidelines and assessment form of study
protocol, Full board review)

MF 06_1 1UUATIa0UYoANMenans 1HaNNausau Tag
185 udoya

MF 06_2 nputsziiumsinsaninsemsisefidendudaun
mendamstudyad lunuuiud s (Asseessment
form of resubmitted research protocol, Full board review)

MF 06_3 LUINNMINUNIULazitaus Insinisive
UUVITIAIU (Guidelines and assessment form of study protocol,
Expedited review)

MF 06_4 npuisziiumsinsaniaseimsisefidendudaun
MonaansUsulgaud luuuuissau (Assessment form of

resubmitted research protocol, Expedited review)

MTU 08, MTU 10

293-313

MF 07

MF 07_1 utiusieaiuaiuud luiudy Tasamsise

(Protocol amendment form)

MF 07_2 (M 9mMsnunIHLaziiauemsnassnadun b
Lﬁmaﬂmqmﬁ{fmmuﬁu%ﬁﬂizﬂ;u (Guidelines and
assessment form of protocol amendment by Full Board Review)
MF 07_3 (MM snunIuuaziauonsnassnauun
Ay TATIMTITOUULIS IR (Guidelines and assessment
form of protocol amendment by Expedited Review)

MF 07_4 deg1amsud luiiuduuinles (Major/Minor

change)

MTU 07, MTU 13

314-320

MF 08

9
LLNH{]?Jﬂ”IS‘Wﬁ]"lim"ljﬂiﬂﬂ"liilﬁ]flﬂiﬂuiﬂ

(Flow chart of initial review)

MTU 10

321-322
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MF 09

MF 09 1 tuusaue InsamsIveineven1ssuses
(Submitted protocol template)
MF 09_2 111152 3@#390 (Curriculum vitac)

MF 09 3 Material Transfer Agreement Form (MTA)
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323-343

MF 10

g 9 19 Y ao @ a
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9 1 ao
Lﬂl1§'§3JIﬂ§\1ﬂ’l§'Jﬁ]ﬂ
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MF 10 1 L’E)ﬂmieumluaﬁmmwmnmm%mﬁﬂauﬂ

Y

(Information sheet)
o a Y 1 av
MF 10 2 WU\T’%@LLET@Q?]')'INﬂu&'ﬁ]llm?ifllliﬂiﬁﬂ?i')i]ﬂ

(Consent form)

9 9 aw v a3

MF 10_3 tonensdeyad 15 udiinsinise dmsudneny

7-<13 1) (Assent form)

[ Y] Y]

2
MF 10_4 10nen53u390yad 115 UM Iseaunugns sy

[

A 3 o 9

2
MF 10 5 Li’)ﬂﬁ”li%uﬂﬁaﬁ}@ﬂ“ml‘]J‘]JL‘]Jﬂﬂ’ij”I\‘]LW’E)Lﬂ‘]JSﬂ‘]elﬂ]@llummz

Mod1adnn g msumsdtelusinae

MTU 10

344-357

MF 11

HUVUTIHAMTNITAN TATINITIDY

MTU 10

358

MF 12

pHUQTMINNTAEIULA LAy TasIn53t0

(Flow chart of protocol amendment review)

MTU 13

359

MF 13

Y aw
MF 13 1 L!’]J’]Ji'lﬂ\ﬂl!ﬂ'ﬂﬂﬂ13ﬁﬁ}11ﬂ5\1ﬂ153ﬂﬂ
(Progress review report form)
2 Y 9 ao A '
MF 13 2 Llﬂﬂﬂi$lllui’lflﬂ’luﬂ?’lllﬂ’nﬂu’ljﬂiﬁﬂ'li')%fl/'ﬁi@GU’f]@]’f]

018 (Progress review report/Renew/Approval Evaluation form)

MTU 14

360-366

MF 14

MF 14_1 411351897119080 1A53015398nN0 UM UA
(Protocol termination report form)
MF 14 2 nuuilsgiiusieuuegi 1asan1sitenoummnua

(Termination report evaluation form)

MTU 15

367-368
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MF 15

MF 15_1 1uu51s1ua3ilwan1sdvy
(Final report form)
MF 15_2 unuilsziiusisnuaginanisive

(Final report evaluation form)

MTU 16

369-372

MF 16

o = Y A Y o Y 2y gt A 9 o
HUVUUNNNITIDUTYU VBN TN LASUBLIINIDIVINHNLNYIVDINY

TasansIve (Response to complaints, queries and requests form)

MTU 18

373

MF 17

a a SN 1R 4
LLN‘L!{]?Jﬂﬁ‘Wfl]'liil!'li'lﬂ\?'lulﬁﬁ]ﬂ'li‘m]’bJWQﬂ§$’€f\°|ﬂ

(Flow chart of adverse event review)

MTU 19

374

MF 18

JU 1R 4
LL“]J“]J?RJ\“HHLW{{]ﬂ1§ﬂ!]’lll‘1/‘|\1ﬂ5$ﬁ\1ﬂ

(Adverse event report form)

MTU 19

375-376

MF 19

S 1R J a g .
MF 19 1 L!‘U‘US1ﬂﬁ?ﬂlﬁﬂﬂ?imulilWQﬂizﬁﬂﬂﬂfuﬂSTEJLIJQ (Serious
adverse event report form)
a a 4 1R 4
MF 19 2 LL‘U‘UTJ'E%HJ1!ﬂ'IS‘Wﬁ]15ilﬂ31831ﬂlﬁﬂﬂ15m1MWQﬂ3$ﬁﬂﬂ
(Serious adverse event assessment form)

MF 19 3 CIOMS form

MTU 19

377-380

MF 20

HUUTIBNUMIATINDEUIRE N UGUANITIY

(Site monitoring visit report form)

MTU 21

381-382

MF 21

MF 21 1 uuqummﬂajﬂﬁﬁammﬁ’@ﬁmu@/miu,ﬁﬂqmuﬁa
Az1AUd 1ATINTINY

(Non-compliance/Protocol violation/Deviation report form)

MF 21 2 witlsziiums i fiaamdesmuamaidonnunioe
AzIAUd 1ATINTINY

(Non-compliance/Protocol violation/Deviation report evaluation form)

MTU 22

383-385

MF 22

uuufunAM Mg UL enans

(Document reproduction record form)

MTU 24,
MTU 25

386

MF 23

LL“]JU‘?;’WEJ\‘HHGIJEJ??]}HL’E)ﬂﬁﬁ'Iﬂi\‘iﬂﬁ%ﬁ’ﬂ

(Document retrieval report form)

MTU 24

387

MF 24

HUVTUNAMTVOAUIDNANT 1ATINITIVE

(Record of document retrieval form)

MTU 24

388

MF 25

FWNUMTATINTUMITATIVTOU

(Preparation for being audited report form)

MTU 27

389
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MF27 | suusienumsilssyu MTU 28 394-401
(Minute format)
MF 28 ﬁUﬁﬂslgllﬂﬂ’ﬂiJ MTU 07 402-412

(Information record)
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The Human Research Ethics Committee of Thammasat University (Medicine)

99/209, Moo 18, Paholyothin Rd., Amphur Klongluang, Pathumthani 12120, Thailand

Confidentiality Agreement
This agreement is made on the part of the signature participant below, who agrees not to disclose to any

third party any secret or confidential information, or related data regarding the decisions of the Human Research

Ethics Committee of Thammasat University (Medicine)
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The Human Research Ethics Committee of Thammasat University (Medicine) is fully compliant with international
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Harmonization-Good Clinical Practice (ICH GCP).
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the International Conference on Harmonization-Good Clinical Practice ICH GCP).
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Certificate of Exemption from Ethical Review
The Human Research Ethics Committee of Thammasat University (Medicine)
99/209 Moo 18, Paholyothin Road, Amphur Klongluang, Pathumthani. Thailand 12120
Tel. 662-5644444 ext 7535 and 662-9269704

Number of COE..................c.ooiii.

Project NO. oo

THtle Of ProjeCt ... e e
e 1 ) PP
Study Center/SIte .. .. ... i e e e
Responsible Department ..o

Document reviewed | I

The Human Research Ethics Committee of Thammasat University (Medicine) is fully compliant with
international guidelines, including the Declaration of Helsinki, The Belmont Report, CIOMS Guidelines, and the
International Conference on Harmonization-Good Clinical Practice (ICH GCP).

The Human Research Ethics Committee of Thammasat University (Medicine) decided to exempt the

above study.
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Secretary of the Human Research Ethics Committee of Thammasat University (Medicine)

Chairman of the Human Research Ethics Committee of Thammasat University (Medicine)

The Ethics Committee requires the researcher to submit an amendment report if the research proposal is modified.

The researcher also needs to provide a final report upon completion of the research. (MF 15_1).
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gruﬂﬂmmwﬂﬂﬁugmmwwmuwu'lmﬂizqm AVULUNNBFNANT VU IINNAITIIUAAAT (RAR) THEITEVO

v
PUYININAULNTIUMSII3 555Nz uiu minaoniula hilinaznssunmsisesssunisiveluau

Y o o Yo Yo a o &
1?11/]114uﬁ’?ff]%ﬂ@um1§lmﬂ@@1u’mﬂﬁﬂ%@@iﬂNﬂ‘H@ﬂﬂl@ﬁﬁﬂWUuuu

| Multiple centers

1 112 11T 2NATNG (10 ThAIANA ONLY)...vooooeeeeeeeeeeeeeeeeeeeeeeeee e
(3zyFennan 1w Insansite Swaulszanns/gidrswiTendisiuIassmsuazwanisiasan

VOINULATIUMIITEFITUMIT I IuALuaazaaniy mnaaniula luliauzassumsssesssumadselu

9
au Tihmisdoveeyaaanddemswieds uinseuvosan iy

L 590AUA19 TENA (MUINZEONAL) <.vvooeooeeeoeeeeeeeeeeeeeeeee oo

A A ao A @ = ao Y o
53‘]4%@ﬂizlﬂﬁ‘ﬂi'f]lﬁﬂiﬂﬂﬁﬁ]%ﬂ izuﬁm‘nﬂﬁmuucluﬂizmﬁllwﬂmaﬂmamm%ﬂwwmwmu

Uszng/ GinsamIdennnionInsamsiaznam s aNveInuzNITUNTI38535uMs 98 TuAuLa

azaoiuludszme'lng
6. 528ZNAINMIATINTIVY (Research duration): AAdALIATINT (whole protocol)......... A (year) ...
{ <
(month) izﬂmmﬁmu%}aga (data collection)........cccveeven... 3] (V€A e 1oU (month)
4 g o o o -

1ﬁliﬂlﬂﬂﬁlﬂgﬁﬁaﬂﬂ1ﬂl{lﬁjﬁ1Jﬂ']ﬁﬁ‘]Ji'f]\ﬁ]']ﬂﬂﬂ!gﬂiillﬂ'ﬁi]if]‘ﬁiill"l Lli‘?ll'); Data collection must conduct after

EC approval
7. In5amM3Ive (Research protocol)

Y Ay o Awv .
7.1 ﬁﬁﬂﬂ1§!!ﬁ$!ﬁﬁ!ﬂﬁﬂﬂ@ﬂ‘ﬂ1?ﬁ]ﬂ (background/ratlonale)

a o w ' aw o Y 9, { Y v
a5 eATzdIAY WINUMITIIATINTITENEIBINGBUUDNIAIE Yo THImIzNdoandodny
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= <
7.2 MINUNIUITTUNITINBENIAZIDEA (Literature review with reference) L"lJfJu!lluﬂ1ﬂ‘U§§meW%)E]1J

1PNE1TENDIFUTIUA WLV LINATFIUAIND

7.4 NIODNULNITIVY (research design)
(] Randomized-controlled trial
4 Quasi-experimental study (manipulation and control, without randomization)
d Pre-experimental study (manipulation, without control and randomization)
D Prospective cohort study
[l Descriptive study
(] Cross-sectional study
(] Case-control study
(] pilot study
d Quantitative research
l:IQualitative research
|:IParticipatory Action Research (PAR)
[l Survey research
[ Jnternet-based research

| Retrospective (chart) review

| Registered drug
(Tsauuunzifious vIeNa15MNL: please provide drug license or leaflet)
Dlnvestigational (new) drug
M| Bioequivalence
[ I vitro / laboratory-based study
ADURAVOITE (Drug storage) 9115 (BUilding) oo 1 (FI00D).
wf@ua #1798 (Who is responsible for drug maintenance) ...............c.eeveireineineineiiiniieineiieieennnn,

o v < . .
gUnsainiluiounven (Equipment in drug storage room)

a

1. Lﬂ%ﬂﬂﬂg UM (Air conditioner) (3 (Yes) O (No)
2. é’gﬁu (Refrigerator) (13 (Yes) Y (No)
3. Lﬂ%ﬁ]i’?ﬂqmﬁaﬁ (Temperature monitoring) mEY (Yes) Y (No)
4. Alarm (13 (Yes) Y (No)
W‘]J‘ﬁ.... Wu‘ﬁ....(Version ..... and date....) W
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7.5.2 [Avaccine trial phase.............. 5 3‘14‘?5‘0 (Vaccine name)/S¥i el AU (Vaccine €0de) .ooveeuenn.

| Registered vaccine

(lsaumumzidenIn®u s elenasiNUIATU: Please provide vaceine license or leaflet)
| Investigational (new) vaccine
7.5.3 [IMedical device trial wu%m%qﬁa (DeviIce NAME)....c.eeeeeeeeeeeeeeeeeeeeeeeee
[ Registered device (T1/sauuumzifiounsosiio wisenasmsunsoile:
Please provide vaccine license or leaflet)
| Investigational (new) device

7541 Experimental procedure/intervention S1..........coeeveirerceccicccccccccen

J High risk [ More than minimal risk ([ Minimal risk (mmg?rm"lai
v Aa 2 aa o w Y Y 1 Awv A a

M?ﬂﬂ’ﬁ'lﬂlﬂﬂ"’lluclu"]ﬂﬂﬂi%ﬁn')‘lﬂlﬂﬁ@l‘lﬂi?u? EWI%JQ""IIﬂWW’iJﬂ@])

(] Research using repository of biological products (cells, blood, tissues, fluids, etc.)

*g :u%ﬁﬂ (Type)/‘]ﬁiﬂm (Amount)/214IU product nl¥ (Number of product) .........

[ DU ) (Others) TEU...oooemoooeeeeeeeeeeeeee e

7.6 é!sil’ﬁ"mag)lﬂ (Research participants)

=
=

MIANNIUVUIAMNIDENS (Sample size calculation) T5aszyNNvevUIAdIoe e lunaazngu vinly

o & A a 7o Vo A o o Y Y a A
’g@]iﬁ"l!ii]?iiﬂi‘ﬂilLﬂilJﬂE]ll‘W’Jm@iﬂWu’Ju ﬂ?ﬂﬂi%ﬁuﬂWﬁ’JuﬂiﬂuWﬂWﬂ?u’Ju‘Wime@ﬂﬁﬁﬂN@iﬁi@

' 9
Nvesmaulstu

J a v
mmmmmaué’s%ﬁ%amﬂﬂ (withdrawal criteria) describe criteria for terminating investigational

product treatment/trial treatment and procedures specifying

When and how to withdraw participants from the trial/ investigational product treatment?
The type and timing of the data to be collected for withdrawn participants.
Whether the withdrawn participants are replaced or not, and if so, how?

The follow-up for participants withdrawn from investigational product treatment/trial treatment.)

¥ 329 910 412
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M3199nAI8E13 (Sampling method)

7.7 NIZUIUMTIV (Research methodology) 321J310A2ID0AYBINTZUIUMI 190 1ATREN 1F Um0

Guaoua q lumsduiumsite dandunisniterzdeslfianion: 185ums U ia asu Suaunsand
A 2 A A o 7 A Y J av I 9 a 1

Mizdea Usanaeaimiz Siuaumsnannie uaznaldlunsiite Wudu) vinlinisda

TA5am3ItenBIsenguuuuIale valiilaanuiasaiu saudesesaavnthlulasemsiseluaiuh

4 9

MEREE

7.8 nﬁzmunmﬁwﬁaga (Data collection process) ﬂ§m1dmuuﬁuﬁﬂﬂmﬁu%}aga (Case report form) L8/
W3 0UUUTBUDIN (Questionnaire) 1AL /M50 HUUFUNHE! (Interview question) HAZ/M3IB UNFUAIHAI N
Tnssnet (Telephone script) A9z 15315z neunsfiotsandae (§13)* (Please provide Case report form,
Questionnarie, Interview question or telephone script if applicable)
nmﬁusﬁ'm‘{nG’l'mﬁ'uﬂé’ei]1n"lc31'%'un15%"u5mmnﬂmxnssunﬁﬂ‘%ﬂﬁssmﬁ‘i%’ﬂﬁluﬂu (Data collection must
begin after EC approval)

ApnuutiufindoyavesdidrsmisennlsziandesiszyFo-unana, Hospital number (HN), fiog 1wes
Tnadwii w3e Identification guuundu o famnsaszydidiswitelduseyana TaelWlSfusvaumu

(Case report form must not contain name, surname, HN, address, telephone, Identification number or any

identifiers which can link to research participants)

7.10 ﬁ)%mzﬁ'%nﬁﬂsaﬂaauﬂ'smgnv’iawm%ga (Describe any procedures that will be used for quality control

of collected data)

7.11 MIIANZHNAMIDE (Outcome measurement/Dataanalysis/Statisticanalysis) N3ZUIUNMTIANE/
a J = AasqY
INTITHiNasINDITDANIY
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YoNIaNMUIZHEIINMTIVEIUAY (Ethical consideration)
8. ﬁ’nymzé’ﬁfﬁ' 23398 (Research participant characteristics) (ﬂé)“ljnliz’llumﬂ’h 1 5%1’?); choose any that apply)
| Healthy volunteers
(] Patients excluding vulnerable participants
1 5u ¢ (Others) 15 Retrospective chart review
.. DAV o Yyt o a A 1aAa v A Y o
[ Vulnerable participants 521) (7 lienunsosui luannsadadulinie lilisase lumsdaguladrodane)
3 A o aa -

 dinian (Children)/ ﬁj’mq"lumsqummaz (91g <18 1: Age less than 18 years old)

([ gWmsw3elinuunnsoaneaned (Disabilities)/3n 19 (Mental incapacity)

U diherteagnidu wie neenuiadihenin, §ileszez gaiio (Emergency/ICU/End-stage discase)

gy X o dy & ¢ A 9 .. . . .
D Qﬂ 2013 DTINADININWNNILLDEL /M T BARLA(Chronic diseases patients which depend on doctor or caregiver)
a J o A @ @
(J vajalingss (Pregnant) [ 1iniSeunindnu (Student) [ vinTnw (Prisoner)
Yo o o e Y 1 4

U nms flAvsAuiysn (Military personnel) [ dogamaniuaaunsizi (Foster home)

(1 dewwiisdeliioon (Hlliterate) (1 gn313 (Employee)

(J AuanaumIenueInIU (Unemployed, poor participant) [ sunquites (Minority)

1 [

I fisseuhififiegoduns ofonem (Homeless, immigrant) [ 84 9 (Others) 521 oo
9. nn%'%’aymmznmﬁu%ﬁmq (Biological product) ﬂlﬂ&ﬁjﬁﬁ"ma“;fﬂ (Use of informations and keeping of
biological product of research participant)

9.1 ﬁmsmem@gm“l% Repository of biological products mnﬁ;’iﬁémm (Ask for permission to use
repository of biological products from authority)

('l (No)

U 3 Tusaszynveeyanaanlasndeuuuusanuneveayna(Yes, describe and provide a

Communication letter)

= S A o Y Y 1 a E4 A =3 A . .
9.2 Nﬂ1iﬂlﬂ!ﬂ‘u‘]ﬂﬂﬂt}ﬂlﬂﬂﬁﬂl"Ii?lN'J‘i]Eﬂ)!WBﬁﬂH19’]611-!61-!1?19’] (Storage of biological product for future

research)
1 N (No)
=Y A g yma £ g2 o 1 Y .
5 (Yes) Tisaszy.....an iy wazdlliansdhneiieda........... #09321y 11 Information sheet 1az

Consent Form (The permission for storage must be written in Information Sheet and Consent Form)
9.3 MIa9 Specimen danuanNaLu (Specimen will be transported to external institution)
(331 (No)
= Yo a 1% U as 1 .
5 TolsaszydsurarenlumsSuds 1az3Bmsunes specimen ........o.ocovovevevererennnn,

(Yes, describe who is responsible for specimen transportation and transferring method)

o A o A . 9
AVUN.... IUN....(Version..... and date....) Hi..........

Y 331 910 412
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= o Vv U . . . . .
AUNIIU Specimen nnmeuendnanluaeiiiv (Specimen from external institution will be transported

to Thammasat) N (No) I By (Yes)
(49 9.3 1a 2 N3 FO9U Material Transfer Agreement: MTA (HWUUIBAEST MF 09 3))
(Please attach Material Transfer Agreement: MTA; MF 09 _3)
10. D3ZUIUMSBYFIUITINI3INMSTIVY (Recruitment process)

T matediiswise Farnilu edls el lasfludiFarn madiddeya anead
insesilef 1 lumsFarn uaz m3lddens 9 @i weunuvludszmeamFywin undsznduiug un
aummsInsdmihmlsznenmsinisen
Describe the methods to be used for recruitment of the study participants including:

- when, where, and how potential participants will be recruited.

- methods that will be used to identify potential participants.

- materials that will be used to recruit participants

d’tﬂlb‘lﬁll a s 9

¥y i
«@on 1 wu msaalszmaFyrudidiswive maFyaun1e Insdnn deslidennu ieninuanas

VY Yo Av Y 1 @ 1 v o . a @
MR35I 0191g Tnsan1s Taeaweaing 19 18n15179AD (Undue influence) tazilszmadysiuiy

9 9 1

A Ideseslasumsdsziiuasiusesnenii lanlseme

tH

(Please provide recruitment media eg. poster, telephone script etc. for consideration. Recruitment poster must
be stamped by EC before use.)
a Y Y 1 a v Y 1 = ~
11. ﬂﬁ%‘ll'él“ln!ﬂ1ﬁslli’)ﬂ'31Nﬂuﬂf)3ﬂ1‘imﬂi?uﬂ1i)§]ﬂ (Informed consent process) (Uo8oy 11.1-11.3 NIUUADNLINEN
NP0 tazuUUPNANT Information Sheet 1L Consent Formhlumﬂwu’m) (No. 11.1-11.3 please choose only one
choice and attached Information Sheet and Consent Form in appendix)
4
[ 11.1 veAwEugon (Informed consent) W3z 13 0yane 111
® A0 MUNNUIANNTUIDY (WHEre) L ..ovvvvvveevevrvorsvervvernrensneenneeeeseeeenees

{ a ' 7 o g £ v a
® nm*ﬁmammauﬂaw (When) ”lﬁ’!,m VUSITDUNNYATID ﬁﬁ\?ﬂﬁﬁﬁ’)ﬁ]ﬂ]@\?uw%ﬁlﬁﬁ]ﬁu nadan

=

A o o A <3| Y
Sou 3o yueS NN Isanenuia uau .o

9 9

]
Yo A a i [
AALUNTYRANNEUEDN (Who ask for consent) °mummamﬁaﬂnnmaﬁ;ﬁmmm

P Iasamsite (Principle Investigator) | Eﬁ%ﬂﬁliu (Co-Investigator)

| l’é} 128 TA79A15398 1% Research nurse, 1INANYI Research assistant

U ) (OhErS) TEUevuuvmevrreeeerieeerieeireeeiect ettt

Y Agno A 9 v o YY1 aw 13 va o q ¥a
miditeniludauanaz Iimsindiinsinidees ludludisaauTaeass msizenvilding

]

' 9 o Y a

. o a Y 1 3 a v Y Yo aw
Y1 Undue influence lunsaidenan ﬁ"llf)ﬂ1ﬂuﬂﬂuﬁﬂﬂqulﬂuwﬂﬂ‘ﬂ‘ﬁwaﬁ@@l"ll']ﬁ'.lll'.lﬁ]ﬂiﬂﬂ@lﬁﬂ

U

Ee

Yo A g 7 ° ao o = Ya o TR a A o =
’Jﬁ]ﬂﬂlﬂuﬂﬁ]ﬁﬂ mnmmm%aiumﬁnm mﬁ]ﬂi]:llmﬂumaﬂ’smauﬂamm IHDNANUNANE DD

2 &=

anunsaleensd

Aun.... ’iuﬁ....(Version ..... and date....) W
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o  MMilfiiw301unqy Vulnerable participants 111Nz ApIv0ANUGUIONIINAUNU TAEFOU

SF

5350 }196A171929AWBUE01U1NE 19 1150521 (In vulnerable participants, to whom, will

investigators ask for consent?)........c.ccoeeverreeirinierereneeeiseseenenes
o A v ooAaa oy
NFMINUATOININYTIUNINGIVD (Please choose what apply)
1 lunsainveniususenaindunulassousssn M mive
9 ' A v a v Y 9o a
ﬂ’mJlﬂE]fﬁuﬁﬂ?iﬁfﬂﬁn\lﬁﬂiﬁﬂi?ﬂﬂuﬂﬂuﬂ?ﬂﬂu!ﬂﬁqﬂ HIVYIZVDANNYUYBNIN
Y Y awv ' . . . .
@L"llﬁ?lll?l%ﬂclm\l (In case of Investigator asking for consent from legally authorized representative,
investigators will ask for reconsent if the research participant regain consent capability.)
YY1 aw A Y ' o A ' ya o 9 & A 9
D HINKLVTIINA ﬂﬂi@ﬁllﬂuiﬂﬂ‘]ﬁ@’ﬂ‘ﬁiillfﬂu‘l’iuﬂﬁﬂVlllf)f)ﬂ@’ﬁ]ﬂﬂgiﬁuﬂﬂﬁcﬁﬂqulﬂﬂ’)ﬂlﬂﬂ
numsiseuas liegneldoninasu lumunzauvesdine deenunsI9e (impartial witness)
° " I o A ' a 1. .. . . .
magiamﬂuﬁﬂmwmu“luﬁ:mnmﬁauammauaau (In illiterate participant, investigator will
ask impartial witness to be a witness of the consent process.)
a <
L msveaugusenluén (consent in children)
< o 1A q YA £ 9 o v YY1 Aau o A
® ANBIEYNININ 7 1 Gl?ill!’f]ﬂﬁ1§"]ﬂli]\1“ll’f]ﬂqﬁﬁ'l1’iTUEl‘lﬂﬁﬂm'ﬁ]ﬂlLa%’JWHQﬁ@LLﬁﬂQﬂ'ﬂN

aw o 9

gugoutTIMIMed miudnasesofunuTaereusIsuasu oA (In children age <
7 years old, please provide information sheet and consent for gardian or legally authorized
representative (LAR))

< ap & _ v a 2 v o . v YY1 Ay
[ PNvIY 7-<13 °]J VIﬁ']ll']iﬂ@']ul"’llﬂullﬂﬂﬂﬁﬂlﬂﬂﬁ'li‘]ﬂlﬂﬁ"’ll@lluaﬁ’]ﬁﬁﬂﬂl‘ll’]ﬁ']ll']‘ﬂﬂ

) v 3 : v o =) @ a 1 aw
ﬁ'ﬁ’iﬁﬂlﬂﬂﬁﬁl%}ﬂ'w\lﬂ%@ﬂ'mﬂﬁjlﬁu'lzﬁﬂﬂﬂ’.lﬂ uaz3Jwmﬁmmmmmauaamﬁ’ﬁmmm%a
X o ¥ ¥ 4 gy o -
(Assent form) lLEJﬂ%”IﬂL’t‘)ﬂﬁ”li"lﬂL%QIﬂiQﬂTﬁﬁTﬂi‘UQﬂﬂﬂi@Q e AN A3 oarNerI oAU
Tumsiiniaumsing (In children age 7-<13 years old, please provide short and simple information
sheet and assent form for children and information sheet and consent for gardian or LAR.)
< ] 1 2 A 4 = 1 =
o anongagua 13 Jusysel <18 T awsainlelumguald vSoawisasnion'ld

vy a3 ~ £ ) o v YY1 au o A a
LAY HIDNN 2 ﬂ33ﬂ'ﬁﬂ'Jilllﬂﬂﬁ’]ﬁ%LL%QT@QQ@T’]W?HELT’WU%U YUAZNUITDUAANUIA U Y UYDU

YY1 Yy A o

Y 1 a o 9 aov v Aa Y a Y auv Y
U13IUNITIVY 1HNLM15’J§J’J%EJ”lﬂﬁQG]f® uamuwm”lﬂ TJEIJ’é]ll”ﬁ!,lﬁzEJuEJ’t‘)ZJL"UTi’JJJIﬂiQﬂ”Ii’J%EJﬂ’JEJ

gY

Taelasuluenasntivdornudinases uaziidiUnasesnsodunulaevousisuacuiu
710 U (In children age 13-<18 years old who is understandable and literate, please provide
information sheet and consent form ( same form with adult) for research participant and

gardian/LAR.)

o A o A . 9
AVUN.... IUN....(Version..... and date....) Hi..........
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Y 9 1

® 113717987 Temafazrienmsanasd ndu hlmmauneumsdaduloniol (Do research
participant has an adequate time for decision?)
TUTATEY s

o nildilszirvesdiozFadilasens vedunuTare 533 (Language of research
participants or LAR)
TUTATEY oo

o ﬂwywﬁi%quﬂ1imaﬂa1u§1ﬁmn1(Consmﬁlanguage)

' 9w A

o ynumvesyuanlunsal Participatory Action Research 11321y11 §3v05i35u00ynnan1siiive
M3veANNEUIINHI 0vEANWT T TuMsThITenuigusued1e]s (Role of community in
case of Participatory Action Research)

TUTATEY oo

112 vesn3Iumsvennadugenangiinsan3Ide (Waiver of informed consent)

Yy a d &
ﬂf’)@“f’)ﬂﬂﬂﬁ%ﬂ'ﬂu‘ﬂq

o A
AUUN....

am%’wie"lﬂﬁ (Waiver of informed consent must meet all requirement as followed.)

Y Y 1 Y 9

U msdvelinnu@ssasdiinsinide limnmunnanudesididnsmivess 1d5ulums

ANHUNINTUTZT1IU (Research protocol is less than minimal risk.)
Y] a ' I a A ] 1A Y Y Ao
D ﬂ”liﬂl@ﬂﬂﬂuﬂﬁm@ﬂuﬂ@ﬁ\lqﬂﬁﬂWaﬂ‘iz’ﬂUﬁﬁ]ﬁ?’lﬁuﬁ%ﬂ’ﬂﬂmuﬂq%ﬂ%@ﬁEJ]L‘IH‘S?IMTI%EJ (No
impact to right and well-being of research participant)
ao [l o Y [l Y a Y 9 1 ao - .
D ﬂﬁ'Ji]EJUlllfﬂllﬁi‘lﬂi3‘1/IWIIWH']ﬂUllIfJﬂL'JLlﬂﬁ"’ll’fJﬂ'ﬂiJfJufJfJiJiﬂﬂﬂlﬁlﬂi’JiJ'Ji]fJ (It 18 lmpOSSIble

to conduct the research in case of non-waiver of Informed consent)

LY J o a a v
l:' 11.3 m951nr’iumsmmmﬂumﬂammmmg{luaanmmammmmﬂuﬂammé’ﬁ’hs’amﬂamaﬂu

ﬁ%ﬁmm (Waiver of documentation of consent must meet all requirement as followed.)

1 msdsefinnudssdedidisawiseinafunhanudesiididiinisers 185 ulums
ANNUNINTTLI1IU (Research protocol is less than minimal risk.) 713188 L1989 (please
describe in detail to declare minimal risk)

a

' v & {
l:l ﬂﬁﬁﬁu?ulﬂuﬁ?ﬂﬁﬂ‘]ﬂmﬂﬂﬂ31u!f)ﬂﬁ']§uﬁﬂﬁﬁ]ﬂu'lﬂuEJ?JN"U’ENN‘Q]}L V1T Quﬁﬂﬂlﬂu%ﬂualaﬂﬂﬁ
A 2K o Y Y 1 awv 9 '
L%ﬂNIﬂQﬂﬁﬁﬁuﬂﬂa"Uﬂﬁ@L"U'li’.lll’)i]ﬂ!m Nﬂ'J']iJLﬁEN'VIi]wVHGl Q!, ﬁ’JiJ’Jﬁ]fJGIﬂE)fJG],UﬂTJW
@ Y 1 aw Yo ) [ . .
ﬁuﬂﬂﬂ‘ﬂWﬂmilﬁlﬂi’mmi’mﬂulﬂ ymMsalamennuay (The signature consent will lead to

research participant identification and may harm them)

’Sluﬁ...(Version ..... and date....) W
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d H (%] Ay .« .
12. Yslewiifimanaz]dsuenmsdIfe (Anticipated benefit)

g Y Y Aav ..
12.1 UsgTewiaofiins et us1eynna (Benefit for research participant)

U

124 DU Y (OhES)  +oeeee e,
13. HanszNUHoIMANNINNTIITY HazM3vaIve (Risk to research participant and compensation)
13.1 9BUNENANIZNUADINME I Ta deau 1AsEgNY Taemmizanudsslivie b (nelimiliteiiues
=) o 1 A dy 1 A ] a o 1R d =
@enu Tnsesnieusiinneuvse lu uazmemamamsst luialszasnednsls nganszysazideauas
§ a Y 4 A~ a o [}

Temanownamgmaal luialszasrandeyainil nieamnmssziivvesdide) sawdennull
A2AINTLIY AT MIIFOI (Describe physical, psychological, social and economic risk to research
participant)

~

Y
seugison'1311uTn59n15H (Risk prevention

SF
e

Yo a 1 9 1 A o S 1R J aw = o
13.3 Pj.i‘]_lWﬂ“]f’t‘)‘]_lﬂ”lcl,"]ﬁ]WEJ/ﬂ”I"lfﬂL"leJGluﬂ”lillfs]nl‘llﬂi’t‘)iﬂ‘hﬂmﬂﬂ”limhlﬂJW\iﬂ‘izﬁﬂﬂmﬂﬂTi’Jﬁ]ﬂ NINUNITIAN
o = < @ 9 . .
UsznuaenNudene/uaiy 11’9{}LL11!1JG[‘]J§‘]J§ﬂﬂllazﬁnu'lﬂiil‘ﬁiiﬁ'(Who is responsible to expense and
compensation for research-related adverse event)

A Yo a A L A Ao 1 o oA a 1 Y S
13.5 i3‘]4"]5’8')NiﬂNﬂ%@ﬂWﬁﬂlLWﬂﬂiuﬂN')‘ﬂU 2 My Lm%“ﬁll'lfJLﬁ"’UI‘VI‘JﬁW‘VI‘VI’d']ll']iﬂﬁﬂﬁ@]lﬂﬁﬁﬂﬂnaﬂuﬂim

U

a Ed 1 o aw .
mﬂmq}msm"luﬁaﬂizmﬂﬁnﬂmm%ﬂ (In case of adverse events, please provide two names of research team
and telephone numbers)

ao

< av aa { ' ' a wa a
13.6 nIdilumsIveneaaiin m3Iden Idnans19a19 9 1BU HaasIINIHBIHTAMS KaATIINIINET
9

£ N o)

a v o g ' Y ¢ Y Y A P A F
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(L 3631 (No) O BbiRetes (NA)

¢
a _a d
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Material Transfer Agreement Form

[Recipient Organisation’s Name and Address] .........cccccoveveiiiiieiinenennnee.., and (Scientist’s Name and
AEESS) ven et vneiieeneeeeereueeveeessossseessessessossonsscessesssossossscescesseossossossscescessesssssssssscescessesssoses
(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
PLYG 1 Y [N (hereinafter referred to as “PROVIDER?”).
Pursuant to the PROVIDER’S AND RECIPIENT’S mutual consent to transfer BIOLOGICAL MATERIAL
(specify type and amount of biological material) .........c.cccoiiiiiiiiiiiiiiiiiiiiiiiiiirr e
The PROVIDER and the RECIPIENT agree to the terms and conditions as follows:
PART I. DEFINITIONS

1. 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.

2. 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 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.

3. 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).
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4. MODIFICATIONS: Substances created by the RECIPIENT which contain/ incorporate the
MATERIAL.

5. 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.

6. NONPROFIT ORGANIZATION(S) : A university or other institution of higher education, a
scientific research organization, or government agency.

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 signature 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
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participants, in clinical trials, or for diagnostic purposes involving human participants 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. 1t 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.

9. 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).

10. 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
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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 participants 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 ( ¢) to
acknowledge... (Provider)... and Department..., Faculty of Medicine, Thammasat University
as the source of the MATERIAL in all publications, presentations and disclosures containing
any data or information about the MATERIAL, MODIFICATIONS and direct/ indirect
derivatives of materials unless ... (Provider)... and Department... , Faculty of Medicine,
Thammasat 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
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(ii) 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

(iii) 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.

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 signature by all parties.

Please fill out the names

For and on behalf of RECIPIENT ORGANIZATION For and on behalf of PROVIDER ORGANIZATION
SIGNALUIE: ..\ttt SIGNALUIE: .\ttt
Name: ... Name: ..o
Date: .o Date: .o
RECIPIENT SCIENTIST PROVIDER SCIENTIST

SIGNALUTE: .. eeinitiitiii e SIZNALUTE: ...uieitiiiii e
NAME: .« NAME: oo
Date: ..o Date: ...
WITNESS WITNESS

SIGNALUTE: .. eeinitiitiii e SIZNALUTE: ..ottt
NAME: oot NaAME: oo
Date: ....ooviiiii Date: ..o
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Flow chart of review of research protocol amendment

[

oa 1
maﬁmmswammuuﬁ"lm

Wian IA59M5I98

\4

@

Asaiud luudn Tasamsdsentinmsud lv

N (Major change)

LaVIYNIITA NﬂU“riiﬂﬂﬂiillﬂ'li"l/ﬂiﬁJﬂ']iLﬁ%ll"l
1 Mu/2 My (clinical trial)/ 3 MU (+lay person)

Agan melu 10 Mwdanu

Wnauenamsnasanluniszyy

AUSNITIUNITA

= A A 3 9
ﬂimﬂ’]ﬁllf#‘lmLWNEWﬂﬂlﬂﬂu@ﬂ

(Minor change)

l

YTYMTI VOUNNIBNTTUMITA/NTTUMTIAT U
2 MW/3 MU (+lay person) Worsan a1elu 10 1
Ufiu

(nuvisadan)

UIUNIIA rruolsesIue

WoNITAUISTUI0

\ 4

@

v a Y gn
udamamsnsan 14 NIYNITY

¥ 359 910 412

A




LUDBNESA MF 13_1 (W11 1 910 5)

HUDSIBNH ANUAININIATINGIVE (Progress review report form)

e AGERIRE (P1otoco]l COAe)..couueiaieeeeeeeeeeeeeeeee e

[
[

UNTwU (Date)........... femeeeeeeeeeeevess s feeeeeeeeeeeeee e

Y ]
NTTIITUATIN (REPOTE NO.)..veeeeeeeeereeeeeeseeeseesseereeseeesesseens

BO TATANTT (THLE) e eeeeeeeeeeee oo e e e e e e e e e ee e s e ee e e ee e e ee e

A g v @ .
FONIVYNAN (TNVESTIZALOT) 1.vvrreeirerieiereeiiterie ettt testete st st te st et e besesbesessesessebesessesessesessesessesesenas

G

U A5 UM ISUT0ININAUZATIUMIITETITUMTIso I UAY US. euwneeaa

(Date of EC approval) ................. oveeeersrennns S
Junfmualireauanuimivea1nsans39e (Due date of progress report) ............. A T
Junly %’mawmmq (Date of certificate of approval expiration) ........... ST J

TATIMIIVERUUANGA DUTUNAVEISION....ovvooeeeee s

v Y Y

naseyadmsuddnsanitenazionaisudainnuduseNnliUaga RfuR/version..............

U

Y 9 .
1. AMUNIINUT (Progression)

AN NHY 1 (Number of planned participants) ............. AU

ﬂ%fg Ul Tagansive (Current number of research participants)................ AU

]
1 =

sawaeﬂuiwsmam (No. of participants in ongoing intervention/procedures) ........... AU

= ) ¢
fe e

D.

awag‘luiws @An 1Y (No. of participants in follow-up phase) .................... AU

A3

2
Sk
an
o)

' uﬁ?{ug@miﬁﬂmuﬁa (No. of perticipants who has completed the study) ................ AU

1
o éze é;e éze

=

_>E

[

2
D.

o_
=
-
[

WNBBNIINMIANYINDUNAT (No. of withdrawn participants) ............... AU

Re &
=

1533398NINMSANEINDUIA (Reason of withdrawal from research protocol)

-2}
=
=
Pao]
=D.
eoz;e

AsMIguatiseAamufIdNINITeioana1NMsANINGUIIA (Measures for taking care or following

up the withdrawn participants)

a 1mqﬁQ’ﬁh%m%%’ﬂmnniﬁanuwu"l"i (In case numbers of enrolled participants are more than

the proposed numbers, please explain and report using form MF 21 1, MF 28 7 and/or amend the protocol
(MIF 07 1, MIF 28 2(2))-evvveeeeeeeeeeeeeeeeeeeeeseeeseseeesesesssseseeeessssseseses e esessesssessesseseseeessseeeessesseeeeeeesssseeseesssneenee
("Luﬂiﬁrﬁmaiﬁlmmmu31ENmmillu'ﬂﬁﬂamu%’@ﬁmuﬂ/ﬂmﬁmmuﬁ%amﬁmmqumﬁﬁamm
LL‘]J‘]JL’e)ﬂﬁ”Ii‘ﬁ MF 21 1, MF 28 7 118/130 Protocol amendment GHEJLL‘]J‘]JLGﬂﬁWS‘ﬁ MF 07 _1, MF 28 2(2))

v X J i o =
TnsamsITeaSoauanysamad (Study was completed on) (13U (Date) ......... T J—
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mnlasamaIseasaauudl voliee318911 Final report AMNLLUVIOAATH MF 15 1 148% MF 28 5
THANLATINMTI A58 (In case the research is completely done, please attach the final report using form
MF15_1 and MF 28 5)

1 o A ao v a3 1o 1 1 { J . .
Tuszramsdutiumsidedivomunsandinszninanudsaazrailse Toand (Risk benefit ratio)
30}

ﬂmﬂ?ﬁuuﬂaqmﬂimqmi ﬂﬁulﬁglwumﬁl‘]ﬁm‘lﬁﬂllli (In the investigator’s opinion, are there any
changes in risk benefit ratio?)
O Yin/geuuas (No)
] Lﬂéﬂl&t!ﬁﬂm (Yes)....(321): Please eXplain)..........cccocoviuiuiiiiiciiiiicieiicceiececeseeeeescse s
2. ﬁﬂmﬂéﬂuuﬂauméqﬁunu (Granting support) 764 l1lines100uAeANENT TN Hie 'l
(Are there any changes in granting support which has not been reported to EC?)
L1 1% (No)
[0 5 (ves) @ol@umuuuuienansit MF21_1, MF 28 7 1@z MFO7 1, MF 28 2(2))
(Please attach MF21 1, MF 28 7 and 07 1, MF 28 2(2))
3. ImsudludindnTasamsise (Amendment) 16e lilinosaudenmznssunsa wie lil
(Are there any changes/protocol amendments which have not yet been reported to EC?)
L1 (No)
1 1 (Yes) (wol¥uuunuuenansd MF21 1, MF 28 7 1tag MF07_1, MF 28 2(2))
(Please attach MF21 1, MF 28 7 and 07 _1, MF 28 2(2))
4. Tmamsallifess aefaiind1eusa (Serious adverse event) 51 lilinssaude
AULATTUMTA 1150 1) (Are there any serious adverse events which have not been reported to EC?)
L1 (No)
1 1 (Yes) uol¥unnuuenansii MF 28 6, MF 19 1 11ag/%30 19 3)
(Please attach MF 28 6, MF 19 1 and/or 19 3)
5. ﬂiiﬁﬁiﬂmzﬂﬁumi Data Safety Monitoring Board (DSMB) %50 Data Monitoring Committee (DMC)
FO NI IATIETHAN (spyszeznmiissylulasims) §3se18demenulinaznssums
9 HsananumruaLaIvse la (In case DSMB or DMC will analyze the data every ..... months according
to the approved protocol, has the investigator sent the report to EC committee?

Y [
L] dauda (submitted the latest report on) mamqmﬁ@ (date) e

L el (not submitted yet) (ﬂ?ﬂﬂf,;N; please submitted) | luRedoq (NA)
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6. N30 1A59N15990 Multicenter §A1iUAYUNTI90' 1AEI SUSARs line listing NN 6 10U (A1 SOP UNT
MTU 19 MANUIN 4) uavse lu (In case of a multicenter protocol, has the sponsor submitted SUSARs
line listing every 6 months?

[ a9udn (Submitted) AF981qA1D (Date).....orrrroooreeee
o L . J . = 9
[ 64 aida (Not submitted yet) (ngads; Please submit) L] limeades (NA)
@olHunuuuena s MF21 1, MF 28_7 a2 SAE report MULULONE51 MF19_1, MF28_6)
(Please attach MF21 1, MF 28 7 and 19_1, MF 28 6)
2
7. Tunsal Multicenter trial 11F] anaoumauae i (In case of a multicentre trial, please respond to these

questions)

(% v o A

[ A 4 { a o 1 1
ﬂﬂﬁﬁuﬁlﬂﬂﬁlauﬁ qmmuminﬂagw%”lu (Are there any other research sites conducting the study?)
[T 133 (No)

o J g e .
g (Yes) ﬂgmﬁzummuﬂuﬂuaz%ﬁuﬂ (please specify number and name of the research

£

1A AN5E9518971910 DSMB/DMC 130 518974 SUSARs #a99 101130 1aj (Will there be

reports from DSMB/DMC or SUSARS reports submitted to the EC after this?)

[T 133 (No)

Ry (Yes)

= 9 A A v d A = . . A o ' 1 A ]

8. Mﬂlﬂyﬁ‘ﬂlﬂﬂﬁﬂﬂﬂﬁ%Tﬂ%uﬁi@ﬂ'J”IiJLﬁfJ\T (new information) V]ﬂﬁhliJLﬂﬂi?ﬂ\ﬂﬂ@ﬂﬂmzﬂiiuﬂ”ﬁ"l ﬁif’JUl?J
(Are there any new information about risk or benefit that have not been reported to the EC?)

L1 (No)

~ Y 1 s A Y .
[ 31 (Yes) (Wdamesnuaonaznssunsa smuuuunlesuinedveq; please report, using the

relevant forms)

= = a < a A Y Y a o . . A o 1 [
9. uﬁﬂgmmaﬂammmummﬂuyu%uma@mmmw (negatlve attitude) V]EJQMlNLﬂEﬁWENWHGI’E)
AULATTUMTA 130 1 (Are there any negative attitude of communities or participants that have not been
reported to the EC ?)

[

L1 hiw (No) O3 (Yes) 5100108091 (please explain).......c.ccceveveerereeererenenen,
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Y Y 1

= A 9 = A a < a A a o . . Ao 1
10. NﬂﬂJu?i'l FIONTBUTYU UIANUAAUN LTI VN YU FUNITDHIVTITINIIY (negative attitude) ﬂfNuliJ!,ﬂfJ
) Wﬂﬂiuﬁ@ﬂmzﬂuﬂii U5 vise li (Are there any problems, complaints or negative attitude of
communities or participants that have not been reported to the EC?)
L1 'hifi (No)
= = axy L= . .
Y (Yes) TiJ'5ﬂ5zu':i1smzLasmuazfmmmauaummauﬁm (please explain details and how

the investigator respond them)...........cccceeveveerrerennene.

11. 1uﬂi€1ﬁ1u§mawmmq ﬁi}ﬂm)qmidamqw%llaj (In case of expired Certificate of Approval,

does the investigator want to renew?)
O deams yes) O lideams No)

A @ 9

Tunsaingiseaee1glnsamsiseard veligisedesieauuunienums lilfiaawde
AUUA (uumaﬂmi‘w MF21 1) ‘ﬁ’mﬂmgﬂimmw < liSuseamsrisefiauiiums lugasees
nmﬁ'ﬁmmq HaEnINAMENITNNITT Suseeldiiiteds msdamq%ﬁﬁé’mdﬁ“u%mzﬂﬁﬁum'ﬂ
MUFDUNITADD 1¢ (In case, the investigator did not renew the protocol according to the due date, please
submit the non-compliance/protocol violation /deviation report form (MF21 1). The EC will not approve
any research conduct during the protocol expiration period until the protocol has been renewed and approved)

= Y 9

12. lunsainfiiinswiverinimideuda fave lddedrediuenasuaninnususoudisinInsinisive
4
N UAUUDUTIBNIUANNAINEIVRINTITERTUH (In case there have already been participants in the
study, has the investigator submitted the sample of a signed informed consent form with this Progress review
report form?)
1 9 (yes) L1 Nieaveq (not applicable)

A = aw aa .. .
13. JunsandlumsAnyIveuuUNAaeIN1eAatn (clinical trial)

wo Iszyaunz1 HouauItenuUNAaINNAANN (clinical trial registry number) (In case of
clinical trial, please specify the clinical trial registry number) AD oo

Tsaszyanngrin lulimynziiouaina1n (If there is no clinical trial registry number, please
specify the reason) R

Yy v ! " 9 ' =S

HUYIHNA 9199 2 —10 @912 ul&l?»l UINAUSNITUNITA Ulﬂ@li’)%fff’f]llﬂi'l‘ﬂ'JT NI1TITGITUUAIUY

4 ] a @ o aw
ﬂa"lﬂlﬂa@uﬁnﬂsﬂ}ﬂlﬂﬂﬂiﬂ ﬂ”IEJWaﬂﬂTiﬁ‘UiﬂﬂﬂTiﬁTﬂ\ﬂuﬂQTN%T'J‘I’Tﬁ}'lsllﬂﬂﬂ'lﬁﬁli]ﬂllé}? AUSNITUNIT
a ao 4 ' a @ ' I
ﬁ]iﬂ‘ﬁiillﬂ"lﬁﬂl’ﬂfl‘luﬂu UD. AV UNNYFATAT ﬁ]gﬁﬁﬂ"ﬂNaﬂTiWﬁniﬂﬂﬂﬂﬂaT’JLﬂUIngﬁ

P.S. If the answers for item 2-10 is/are NO and it appears later that the reported information is incorrect after

the approval of the Progress review report, the approval will then be no longer valid.
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98 (Investigator)

U

am3udyaeanymsa
Yaw |V

AIVAINBNUANNNIHIN
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swvlsziiusisnuanuiwningamsIdenaz/vsovenoo

(Progress Report and/or Research Renewal Approval Evaluation form)

=\ W 4‘
TATAMITIVEITON oo eeeeeone

FTOIATANITIVY oo

o v Y a
Q’]ﬁ‘iﬂf{iﬂizmﬂ/ VNI

AFUANIRUIGOUANMDIINI o

O 515047A59m3 380U UM e
L 00y AUAMIAN oo

O gusiumsiiu@

o 9 a A
O U'IL"’II'H/I“lJi%G]éilﬂﬂ‘lgﬂﬁﬁilﬂ'lﬁdl [§ 21N K10 | )

a5 eu lagALNTTUNITA

O

WA IATINTHINTII

o O

MNDOUMITUTOIIATING

=
L@ T3 V1K TSRO

! v Y U
ﬂamﬁhmiﬂmmmmm‘mumi&ﬂe"h]

A a
D IHUDULAUY

= S A A
O waewilunn .......... ROU DIV,

M3Ae0IglnIINs
1©naNs DSMB
O qauds
O dalaiaa
O Niderdos
SUSARs linelisting
O aads
O dalaiaa

I oo

agUAMAUMSABDIYIATINITIDY oo

L] i ua0DIRA001 o

o 9 A & Aw v
I:l u?lﬂﬂﬂﬂi%‘]ﬂl mf’Nﬂ1ﬂ1ﬂi\1ﬂﬁ]%ﬂ1’mﬂﬂ1quﬂ’l

I o {
O Nidiuseu Avindhia sy wionszymana. ...
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o w

fFmsudsesiua

AU UTIWOIUADIUIIIAT . s
O diuseumuaue

[~
L T UGOUATMITUD oo
AFUATIMIRUMISADDIIATINIT IV,

O dwiuseuamuaue

T 0T B OUANUETIUD oo oo
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HUDSIBNHVRYAIATINSIENOUMHUA

(Protocol termination report form)

¥01A59M3798 (Title)

€

3% 1A59015398 (Protocol code)

@

gnan (Investigator)

9
] qu‘ifﬁ/ﬂ (Sponsor)

s | °5%

@ [

UNSVT04 (Date of approval)

FunTenuanuimih
av & 4 9

éllmﬂﬁ?fﬂﬂlﬂuﬂiﬂﬁjﬂﬂw

(Last progression report

date)

JusnIATIMS (Starting date):

]
v A

Tunga Iasans

(Terminating date)

@

115 9W398MA N5 (Number of planned

participants)

o YY1 au A Y
%'lu/lulﬂleﬂ'ﬁjmjﬂﬂﬂﬁﬂjjw
9

TuTaseamMsIvenavua

(Number of total

participants)

@

o YY1 awu
VTUIUFVITIVIVYN

@ Il

g luszninemsive

(Number of ongoing research participants)

ANKMAVOINITYA 1ATINTITNOUMHUA

(Reason of protocol termination)

UHUMIMIAAMNYLARITITINITEHAIINGA

u

Tn3amMsIenoUmMiUA (Follow-up plan after

premature protocol termination)

Y Y 1

FUMNUBIEINNIINIFY o 199171 (Current health

status of research participants)

~ P4 (=3 d a 9 .
Hiigmsal el sgaeAatiad1enss (Serious
adverse event) N84 liiAgs18muADAML

A '
AsUMI el

(Are there any unreported serious adverse events?)

LT s (No) L % (Yes)

(il volWaesnesnuuuusesaums lilgidaudesmua/ms

@

Weanusoaziliaved1nsansIve

AMNUULEAATN MF 211 Afufindonny uuuenaisn MF 28 7
S 1R Jd a 9

waz HUUSBOUHaMsal R seaenwiadions

AMUUULEAATN MF 19 1ATUANYoANY LUVenaNTN 28 6)

(If yes, please attach MF 21 1,28 7,19 1 and 28 6)

@

9n .
23UIUAIY (Investigator)

@

Jui (Date):
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suuszfiunsnuvegflnsamsiIdgnaunvive

(Protocol termination report evaluation form)

AT YT IVRITO oo oo e e s oo e oo s e e e oo e
S P T I T IO oo e
W Y a v
T AT N AT YT IV oo e oo oo
A A av |V o
1. awafigflnsemsdIdeneuiivun
L manzaw
I PR YR e R L L 2 O
a Y Yy 1 a w a a v \J o
2. pHUMsAAMNQUAdiiI3INITEHAIINgAIAIINSITENOURHUA
dd‘dﬂl Y 1 a
(M AUNNGIN13I333)
O manzaw

[ TR R C R L KT T

Ll Na

AFUAIBITRUAUIYDIT A
L] 5useq
L] ot om@Wut@n. ..o
Yo Aa d‘
L1 4o W uiiumsdon 9 e

L Whitnsanlufidsegunaznssunsa

A
TSR L1
DU e
ATUADMITUUTEBIUA s
L] wiusoumuiaue
I YT Ty T R LIS (YL oo
A
SR L1 S
DUT e
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suUseHaslnamsIde

(Final report form)

¥oln3aM I8 (Title)

5% aln3aM3 (Protocol code)

4‘ Ya o .
YOIV (Investigator)

uHaINy (Sponsor)

Q

F91UNNIN13398 (Research site)

RN IR NszYIUNVETUIINNAUZNIINMSA
(Number of planned participants according to the approved

protocol)

v [y

o Y Y 1 a d‘ =y Y av
VIHIUNIVITINIVEN armeninInsansIvg

(Number of screened participants)

o Y Y 1 a d‘ Y 1 av
ﬂ]‘t!'J‘mﬂ!“ll133%'3‘1]217]!"]]153111?1530153%81

(Number of included participants)

o Y Y 1 Av A v 1 I3 4 d'il Y 1
VIHIUNVITINIVYNDOUAINOUMHUA wmuagﬂmmqﬂwmim

[

LU INOUMTIUA

(Number of withdrawn participants and reason of withdrawal)

pUMIMsAamuguadiinI 3o unI190n91NIATINTIVENOY

MU (Plan to take care and follow-up withdrawn participants)

L Yy 1!

o Y Y 1 a a av < <
VIHIUNUVITINIVYTUVITINNITIVYI UL IITNL I

(Number of participants who completed the study)

= 4‘ 1T a 4‘u | \
uminJaUuml'smmmNuuuﬂm"lmﬂmmammmmxnﬁumi='|
n30 1 (Are there any grant support changes which have not been

reported?)

L '%is (No)

L 51 (Yes) (voldfmmmuntonansii MF 21 1
uay MF 28_7) (Please attach MF 21_1 and MF

28 7)

IS o a a v d’ d‘ a v 3 Yo
umsmmumsmamnmmu‘lﬂmnimamnvnﬂﬁ‘lmu

M3Fusee vivo (Are there any protocol deviation/violation?)

L1 i3 (o)

L 5 (ves) (olfiumumuuenansii MF 21_1
wag MF 28 _7) (Please attach MF 21_1 and MF

28 7)
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d‘ =\ W .
¥o1n3IN13IVY (Title)

5Haln3IM3 (Protocol code)

A Ia

- .
¥0/ I8 (Investigator)

UHAINH (Sponsor)

Q

F91UNNNN3IVY (Eesearch site)

Jd
fimigmsalhifaszasnsiin¥ensa (Serious adverse events)

[

d‘ | A\ ) v
TIEN“lN!ﬂEJi]Elﬂuﬂﬂﬂﬂ!%ﬂ‘iiNﬂﬁ"I “rﬁﬂul?l

(Are there any serious adverse events which have not been reported

to the EC?)

T is (No)

I:‘ Y (Yes)
(valfiuuunuuena1si MF 21_1 uag
MF28_7)

(Please attach MF 21_1 and MF 28 _7)

IS A Al \ Y Y 1 a w < Qw a v
NNﬂﬂﬁgTI‘Uﬁlu!N‘]J'Jﬂ!!ﬂ%!NﬁﬂﬂﬂQ!‘ll153N'J‘ilflﬁﬁ\1!ﬁi‘i]ﬁuﬂ1i'3‘i]ﬂ

3o lal (Are there any benefit or negative impact to participants

after the study completion?)

O] "

L 8 USRS o

msaudumsludidns iy
MERAUTIATUNTIVY
(Procedures for participants after

the study completion)

%

agiszasn (Objective):

NaNMIANY (Results):

agﬂwa (Conclusion):

fni!NfJ!!Wi' msﬁﬁuﬁ Hazng
° d
¥ s e (Presentation,

publication and usage)

ya v .
AMUINNIVY (Investigator)

e
=).

UN (Date):
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suvlsziivsenvasdnamsive

(Final report evaluation form)

Tasam3Io8304

sHalnTINsIvY

FIHINIATINIIVY

TeanumMsdssiu

S d' v Y Y 1 Ay v 1V dq’
ANMINSINUDNSINUVANLIVIITINIVEANA l'l‘lJ‘L!

U

3 Y Y Aav A [
D mu’;umwam%ﬁazﬂumwamiENmﬂﬂmzﬂiimmw

[ [

3 Y Y a A A 9 ao
D VIUIURLVITINIEN ﬂm’ﬂﬂl"]ﬂiﬂiﬂﬂ'ﬁﬁlﬂﬁl

3 Y 9 1 Awv Aa 9 1 ao
D mu’;u@mnﬂm%ﬂﬂuﬂmmni’miﬂﬂmi’mﬂ

S99 o o 1

3 Y Y Aav A v 1 o 9 ' a °
D mu’;uanmm%ﬁaaumm)umwuﬂ Wi’E]iJfT?]JfT’]!Wﬁ]T]@Lﬂl’]ﬁ?ﬂﬁﬂﬂﬂ@u@?ﬂﬂuﬂ’lﬂuﬂ

v aa

3 Y Y a A a
D El]’]u’guﬂlau'ﬁjlljﬂﬂﬂlﬁﬂ 9

o Y Y Aov A Y 1 Ao 3 4
D UIUALVITINIVYNLUITIUNITIVYIULATIANY T

dJ
a3l hinelsyasnsiin31emsa (Serious adverse event; SAE)

O NiReates

O
O 3
UMITeULd) O 1% I 19
= o a auv d' d' X% d' Yo wa A ]
fimsautiumseidovuullonlnsimsItenlasveiiansel
O g
O 5
ANMITINULE) % O 19
DY Y ~ A A d'd' Y U Aa v A Ya v =® A |l
Hide3eisau nIevavmnaReuTINgIVe UM IV H3eg IvalumsAnunselal
O

Y 371 910 412
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IS 1 A ' ¥ 9 1 a v a v < Qy 14 A |l
Nwﬁﬂ53‘Yl‘UG!‘H!N‘U'Jﬂﬂ'ii’)ﬁﬂﬂi’)@ﬂﬂ‘i?ﬂ?ﬁ]ﬂﬂ1ﬂ‘ﬁﬁﬁﬂTi'J"l]El!ﬁ”i%ﬁ‘M!!ﬁ’Jﬁii’)"lN

O s
D 00 (U TRTEAD) oo

o_.A Y Y 1 a v < : av A |
ﬂﬁﬂ1!1—!‘1»!ﬂ1ﬂ1—!ﬁ!°1ﬂ§’331’3‘%8ﬂ1ﬂ‘ﬁﬂQ!ﬁﬁila’uﬂ1§’J‘ilEll‘ViN“l$ﬁN‘Vii@ulﬁJ

D MUT oy

I I TR YR QS T AT YOO
O Nineades

WA ISANVDIFNUNIY
O Suses

LI vedeyariindy

Y 372 910 412
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L= Y =) Y v Y A 4 Sld'd' v % av
HUVUUNDINITININIEU VBN ll%’l%ﬂli’)!iﬂﬂ’ii’)x‘iﬂ1ﬂ§1’l!ﬂﬂ’3"lli’)\‘lﬂ‘ljiﬂ’i\‘iﬂ1i’mﬂ

(Response to complaints, queries and requests form)

unldsu:
Yo
A5
4 o & s
IBMIUIUTON : [ I T TR ST A
I'd
0 TINS5 0005 e,
L 901318 Q95U e
=\ J o A
L B00E FUT oo
9 o A
L @891 54U 00 Ve
A
I I T
vy = @ = Y
A3035 81 FN0 (TonTeu:
d' 1
‘I/]’E]Q:
4 [ J
1WD7 INTANN :
P e
¥ 1ATIN15IVY:
[ d' Y a o
PN TATINTIVY
A 49 A 4 4 o
IT09N5 08U (TRINAIFE
A Y A 9
Y30U0i38n3 04 :
MIADUAUDI : HANINITN

O Tidesduiiumsla o i@y
L ot ou @@

I o R E A YR IR Ro RISTATIA R 1A LL (I

N1SANAIUNA :

A Y A

asugsuGedeeEon

[ = 9
NN LTUNTD

=e
=D
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a a d
!!N‘MQNﬂ]‘ii1ﬂ@]u!!ﬁ$ﬂ1i1"ﬁ]15&!1518\‘11‘”!1’1@ﬂTiﬂ?'!ﬂjﬁx‘i‘IJiZﬁ\‘iﬂ

(Flow chart of adverse event report and review)

@

1 Y J
{ivedaseaumamsel lifelseeaad

@ yMsa/fFiomuymsa iensan

S 1R J
iWﬂﬂWUL‘H@ﬂﬁmhlllW\ﬂlizﬁQﬂ

)

NOUHINANUNIUIAINIIDY

G 4 o
(Reviewer) AMIAN 139N 1A UNDUHINBNDITAN

LR I o Y A
Lﬁ@lﬂ"limulMWQ‘ﬂizﬁﬁﬂﬂu"lﬂﬂllﬂu“l/lﬂi%ﬂjuﬂmzﬂiillﬂﬁ"l
9
Al
S 1R d a 9
- mﬁ]‘ﬂﬁﬂ!llNW\i‘l_]‘izﬁ\iﬂ%uﬂ‘ﬁﬂLL‘N

] a

Y 1= 7o '
- mgmsal elseaedn lunefAauIneu (Unexpected)

S 1 A 0o q Y
- mgmsal isdszass Alwarhlddedimsudly

AL IATINSIY
U 7 A Yy A A
- migmsel Wisszasa niimalidedinisud lumnuay
Yo a Yo 9
enens TimauseuTasldsudoya

v

S 1R J
mamsal il szass

(Adverse event: AE)

UIUYNITA NTUUALLAUOHANITNITAN

a01l5E51U49

A 4

\ 4

P A LR %
ANUNIUA Wi]'ﬁﬂ!']ﬁ'lfJ\?']HLﬁ@ﬂ']imlliJ‘Wﬁﬂigﬁﬂﬂ

'

vunsanlumsiszguamznssumsa

525119 NI1TUITUNT I

\ 4

9 a Y
udanamsnasa v

9 o
WIYINITUY

o 1R d a 9 Y 1 A Aa o Yy aa 9 [
Hu@Lyin L‘I’W]ﬂ']iﬂ!UlMWQﬂizﬁ\iﬂ%uﬂiWﬂLliﬁ ”lmm LYY IN iuLLiQLm%@'ﬁ]‘ﬂﬂﬂLﬁﬂG}f
- 9a q Q

0 doasauluTsanerna Wnsvso

NAWANIW Hiomsniimsuanuiia 1919 11iNe1v09 (Not related) 1NeIV04 (Possibly related) #30119¢1Ne1T09 (Probably

related) ¥301N8I0911UBY (Definitely related) 30 1113 11Ne1909%30'lai (Unknown) nums#i1ive
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Jd
gmmwamm@msmﬂlﬁﬁaﬂszmﬂ (Adverse event report form)

HUVONEI5N MF 18

Subject

Onset /date of

Signs & symptoms

Diagnosis

Seriousness

Relation to

Progression of adverse

Modification of

Modification of

ID event the study | event protocol Informed consent
DNODYes DNODYes
DNoDYes DNODYCS
DNoDYes DNODYCS
DNoDYes DNODYCS
DNoDYes DNODYCS
DNODYes DNODYes
DNODYes DNODYes

AN FUUTA (Seriousness):

4. 1M3 w%nwwamw (Persistent or significant disability / incapacity)

1. @830 (Death)

2. Junsez0197 191 &30 (Life threatening)

3. deesap lulsanenuia (Hospitalization/Prolonged hospitalization)

5. MINNMIUATIIA (Congenital anomaly/Birth defect) 6. laigut139

AanuDeYeanumMsIde: 1. 11iNeIv09 (Not related) 2 .019108IV04 (Possibly related) 3. 1U1921N820 (Probably related) 4. 1NeDALLUDY (Definitely related)  5.1113 (Unknown)

o d
mimsﬁumqmim (Progression of adverse event) :

1. ud lutda (Resolved)

2. 83nalifyn (Ongoing)

: : aw . 4 - e . v 1 o
Tunsaindms/asuuiaslnganisise (Modification of protocol) 3 81ONEN5LNBUBMNTEUDN (Modification of informed consent ) 1¥@4518az108ATIAULATIUNTA
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d a [ 1
ok 318 419)] ‘swammqm‘smmlsiﬁaﬂizﬁeﬂwm%’wusa (Serious adverse event) ﬂﬂﬁ
a 4 1R S a 9 A a 49! AR a o 14 a @ 14 14
1. mﬂm@m@gmimhlnwaﬂizmﬂ%umwmmﬂﬂWMﬁﬂWﬂﬂﬂyn%mﬂuﬂmmmmmam YN 1INYI[YTITUATAT LLﬂ%INWﬂT]ﬂﬂ‘ﬁiiﬂJﬁ"lﬁﬁi"l
= SN 1R d a 9 A o Yy Y Av A Aa A3 o Aa 9 9 ao Y I v =
1.1 ﬂimmamsm"lquﬂszmﬂ%umwmqmmwiwmmnmamﬁﬂmwimﬂuaumwmmmm@ma:}mfua zl‘i’iﬁd’.li]ﬂﬁﬂx‘ﬂHﬂﬂ!%ﬂiiiJﬂﬁ"l ‘V]‘lﬂ/]fﬂﬂiu
o v o £
24 $1 T8 nasavensumgmsal laold lduuuend1s MF 19 1, MF 28 6
= Y 1R S a 9 AN 18 o 0 qQYY P 1 aAau A Aa A & o Aa YY1 aw R v A
1.2 ﬂiﬂ!Mﬁ]ﬂﬁﬂlh‘WﬂﬂSzﬁﬂﬂ%uﬂﬁﬂui\‘]‘VllliJENﬂiJ‘VIﬂ‘PTfgjmﬂi”Jll’Ji]ﬂlﬁﬂ%iﬁﬁiﬂlﬂuﬂuﬁi1ﬂﬂﬂﬂ1h"]ﬂ¢]@ﬂﬂi’llﬁlﬂﬂ Gl,‘i/im’.] YIWYNUAUSNITUNITI NUN

o aa v 9w 4 vYq 9 = o Y o av A A
nelu 7 ’J"LHJ;]‘V]H HAIWIVINITTUNANTITNU Iﬂ81W1%L!1J1J51EN11JL@8’Jﬂ1J"UENﬁﬁuﬁﬁuuﬂﬁ?}ﬂﬂ HIDUULDNAITIN MF 19 1,

MF 28 6
a s 1 S A Y A4a 2 o A Ay g ¢ a w @ ¢
2. W']ﬂlﬂﬂn/fﬁ]ﬂ'liﬂlthWQﬂigﬁ\?‘ﬂG]fuﬂ5']ﬂllj\11/]Lﬂﬂellusl,uﬁﬂ'IUU?ju‘ﬂlljJal%ﬂ']ﬂalUﬂm$LLWﬂﬂﬁ1ﬁ@]§ UNIINYYTITUAITANT !LagiﬁqWﬂ'lﬂ']a‘ﬁiﬁllﬁ'lﬁﬁi"l

Yoo 9 q Y A o at o a ~
‘ll@clﬁlﬂjﬁ]ﬂllﬁ]ﬂiﬁﬂﬂl%ﬂiiuﬂﬁ"l mmmaiuszamammwuﬂimﬁmmumimmgm UNn MTU 19
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TR ¢ a Y
!l‘lJ'UTIEN'I‘H!T‘iﬁ.Iﬂ'liﬂ?'!?JW\‘i‘ljigﬁ\‘iﬂ‘Uuﬂi'lﬂlﬁQ

(Serious adverse event report form)

BOTATANTTIVY (THIE) Trvrrrreeoeoeeoeeeee oo e s e e s e e s e e s e e s s e e e s
Eﬁﬂwﬂ (TVESTIZALOT).c...veveeveevieteete et tet et ettt et et ete et et e e eseete et e s esseseebesbesseseebasbessessesestesessessetensensenis
4 [ 4 1 .
193 INTANN (Telephone)........ccceeveeeeeecieeieeeeciecieeenas BHAINY (Funding).......ccoceeereccccccceeeieeenes
SHARIT1TINIT (COE)....rrvrrrrrrrrreeeeereen
et (Sex) L1 1o (Mate) [ widla (Female) 918 (Age)..oooooereerrnec 3

d A aa o (Y] (Y]
518@3!%8]9]!11@ﬂ]iﬂﬂﬂjﬁ\‘lﬂigﬁ\‘lﬂ‘]juﬂ%1ﬂ!ﬁﬂ (1M I/ IMIUAAI/NIIUINY/ MIINHYHNANITITINYI)

v H H 9
URRANANITAT .o AUNFITINTWIAGTL oo TUNTWITUATILT D
FUAVDITIOU
g ..
Ll s1samasausn (Initial report)
9 '
Ll s1sauaaau (follow up report asan ...............
DI DI ITU O, oo
VT AHDRY. ... e e e e e e e
o v A 9o o
MITOB WAL TUTAITUMITTOHY oo
AN ITTIIH oo eees e
ANNTUNTI
l:l 13e3I0 (Dead)
[ junsswazenyihlita@edia (Life threatening)
O @easnurlulsaneiuna (Hospitalization/Prolonged hospitalization)
O] sims ﬁanwwamw (Persistent or significant disability/Incapacity)
l:l MIANMTUAR UL (Congenital anomaly/Birth defect)
L DU ] T80
d‘ Y U a W
ANUNYIVOINUNITIVY
O Niheatos (Not related) O erufertes (Possibly related)
' A Y] a ) ' .
O sheeifendos (Probably related) O Rerdeaniueu (Definitely related)

] Ulijj,: (Unknown)

msnasuulaslasamsdde I Y LI % (szyswazidoa)
; 4 .
mslasmlasenasivevemsauaen O s L 3 szyswazidoa
§ gno . o A
A3¥0 NI (INVESLIZALOT).....eoeececice e MUNTIU (Date)...coeeeenne. e oo,
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a a L= d
mJmJsg:mumswmsmﬁmmmqmm?’luwaﬂszmﬂ

(Adverse event assessment form)

A
v A

Tasam3Io8304

R (LR R L N L 13 IO

dJ
aginenuvgnsalliiialszasa
o o
®  TIIUNAMIBNITIBN M., 318911
AA a JU 1R 4
o anunnnamgmsal lialsead
Y 1
o Twaamiv AW I ERLERIY

O usNANIIU

Y v
o alulszing AT UM, 318911
=) 1 g’/ d' o
O 1NATUMUTZNA AT oo TIUMes 318911
9 1
® (97&15 DSMB %38 IDMC AT v, TIUIM e, 318974
9 v
® 19NT13 Sponsor summary and SUSAR line listing ATIN oo VMU 3189714
ANUIUUT
O &e33a (Dead).......... AU
[ YR A Aaa . .
L] suusuazennsiInda@edia (Life threatening).............. au
O] deesnululsanenuna (Hospitalization/Prolonged hospitalization)............. au
O] W’ DNNNANIN (Persistent or significant disability/Incapacity) .............. Y
L] msniimsuariidia (Congenital anomaly/Birth defect) .................. au
A

I T T T
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anuRedesums3ve
O ifieates (Not related) 0 e1viferdoq (Possibly related)
0 vheeifendos (Probably related) O feadeuniueu (Definitely related)
D ulliéj (Unknown)

9
%

[N

9 9

ya Y 1= Y Y Y A =
VTN ﬂW‘ﬂ'liﬂﬂﬁt’lﬂ']umﬂﬂﬁﬂ!llu‘l/‘l\‘]ﬂﬁzﬁﬂﬂ YRAULAD UANUHUAUOUTE S IUAULNTTUNT

=he

4
v A

9385330390 1uAY UT. enVIUNNeman3 Al
O] Naideadudiumsla o i@
L ot om@tMu@n oo

I I TR YR (A RO L: R [ATA VAR 2L L T

v s A A
UBIAUBDUUS/ANNHHINIIAN
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CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

I. REACTION INFORMATION

1. PATIENT INITIALS 1a. COUNTRY 2. DATE OF BIRTH

(first, last)

Day | Month | Year

2a. AGE | 3. SEX | 4-6 REACTION ONSET
Yeaors Day | Month | Year

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

8-12 CHECK ALL
APPROPRIATE
TO ADVERSE
REACTION

O PATIENT DIED

o1 INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

o INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

1 LIFE
THREATENING

Il. SUSPECT DRUG(S) INFORMATION

14, SUSPECT DRUGIS) (include generic name)

20 DID REACTION
ABATE AFTER

__STOPPING DRUG?

[JYES TINO [INA

15. DAILY DOSE(S)

16 ROUTE(S] OF ADMINISTRATION

17. INDICATION(S) FOR USE

21.DID REACTION
REAPPEAR
AFTER REINTRO-
DUCTION?

CIYES TINO [ NA

18, THERAPY DATES (from/to)

19, THERAPY DURATION

1. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUGI(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of period, etc.)

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO,

24c. DATE RECEIVED
BY MANUFACTURER

24d. REPORT SOURCE
[1STUDY [ LITERATURE
[J HEALTH PROFESSIONAL

DATE OF THIS REPORT

25a. REPORT TYPE
THINITIAL - 0 FOLLOWUP

Y1 380 910 412
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HUUSIBOUMIAS IV NE NN UQUan Iy

(Site visit Monitoring report form)

1 ] v Yy
Fuhasindow: Funa: Auganan:
I a Insan13I9e: msas19en L1 Routine site visit L] For cause site visit
py —
¥01n39N15398:
9y o [ 4 [ '
sevan: wes Insemm:
9 v A aw
g IideyauazanuivAasouluTasinsive
9 o A
v %o
Y 1
39839 %o
fszaamIngansive ¥0
HAsIIdOU %o
Y Ao :
Alduide %o
3 P
1T WG T) NSO %o
1.139M3 398 UMITUIDIINAVLNTTUNIT L 9% LI il
2. mafuiindeyagndes tazasanUENMIAUDLU L1 I PHEY
3. enasdRgATURIU 1 1« L ity
9 [
4. Pvsuazgeiselianuiniudily uazdfiaawduaouiszylulasinsive L 9% LI il
[ 2
5. gouiiMsItoz duLaznes1IeAMIH1IY L1 % LT ails
a S o = [ a o ot av 1 q 1
6. imsaugumanusneuazlSunamssusenaasusinlglumside L1 % L1 ity Cna
7. imsasuwvesdinswdseluendis 1danugusen Tag lasudeyan 1asums suses L1 I PHEY
MNAWLNTTUNIT
8. inszurumsvenuaureN NI W ITeNdsw luTasams Ieedrummzaw L1 I PHEY
< ' aw A ' aw ' 1 19 1
9. imanuenastoyavesidnswIvendiw Iasamsitvedaumuzau L1 I PHEY
1 aw [ Ao da A I = v 1 q 1
10. ginsawdve Iasumsiindansuazanuiuegnfedis g au L1 % L1 ity
S 1 I o A ' 1q 1
11. A529a0 U5 18UMAM3 8l sz aed asenusieaundaddnaznssumsa L1 % L1 ity Cna
12. ims lddgiaaudeimua/msifisuuunsoaziliaveInsamsivewse li O o L s
o YY1 audy = &
SmaugishsndtendeansAnemanue 510
o YY1 awud E a Yo Y
snudnswisenasnuluenasianususouTas lasudoya 318
o Y Y 1 aw A o
Smaudiihsinivenaoudd 510
o YY1 aw Ao 1 ' =
Snuddsmitendiegluszniamsanin 510
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HANITNITAN
1 Lidessuiiunmsla q miud
[ vodeyariimay

L aoun i S S UM T N oo
Torauouus
[ des1eamumsidoaiy (Protocol deviation/violation)

] desreaumsud luTasan1539% (Protocol amendment)

1
D %L!ﬂﬂuWﬂﬁﬂﬁL!fiﬂﬂl

Y 382 910 412
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nuuswums Wl jiandetmuamsdosuurseasiinvedlnsamsive
(Non-compliance/Protocol violation/Deviation report form)

STHAIATING oo FUTOUMBIUN oo
FOTATINIIIVY (VHVINE)......oooooeoeeeeeee e
FOIATIMITIVY (VHIOINGH).....orrooooeeeseeeeeesessesssees s
4‘ L Y av
BT INTNATINITIVY. oo
WHNGAUGITITINIVY (SUBJECE IDH ).eoroeeeseeeeeeeeeee oo

v d' . . . . .
Avazvesmsdeanu: [ Non-compliance [ protocol violation L1 Protocol deviation

e

d‘ a 4
UNNAANITa (Date of event)

A
N

ﬁe

WTUNIIY (Date of acknowledgement by investigator )

U o
@

[

UNIANITI8U (Date of form completion )

rHaveImsauiumMsfiTeaunerhiry (Type of protocol violation/deviation)
LI msgqudidhsaniden lulinaainifmaunz ay (Randomization of ineligible patients)

Y

v YY1 av s I o .. . ..
O MITUHVITIND EJ‘I/]HJWHEJ?W]E]E]ﬂiﬂﬂiﬂﬂmi(lncluded participants who met exclusion criteria)

]
1 A

o Y 9 av Y ao 1 { -
O mmuwmni:lma]fmmni:mmn%”lnmmmﬁizuiuimqmi (Incorrect number of participants)

U
Y 1

m 9 o U o . .
L1 i@ vhauduneunssaniesiiszy (Screening procedure required by protocol not done)
Y Y v
L] vianudiupeumsAansesni oiunouniisouenszo211a1M 321 (Screening or on-study procedure/lab
done outside the protocol required time)
L1 mssnunlinseauiisea) (Incorrect therapy given to patients)
L1 mislvten linsanuiisely (Medication non-compliance)
Y 1
O Bivhauvuneumsivens ¢1) (On-study procedure required by the protocol not done/completed)
L1 msvianne luaseauisgay(Visit non-compliance)
. Y
L B0 6 (OtNEE) TRUR oo e
FUAVDY Non-compliance
[ vhas3deneu ldsumssusesnnaaenssums
L1 150nans g 1l 185 un3 T U090 INAREATIUMITA (FLI.ervoreeeeeeeescceeeseees e
oy Y ) = °
1 13i1d5sauanusavihaunase nssumsammiua
0o Aw ~ % Y 1T A [ Y Y Aa o ] [ A ]
L1 viidevarilususesa nuaeig veliszyn imssudiihiauidelnivaz lufusesa vuaeignse b

o =
VTHIUDAU. s
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NUBIE):
*  Non-compliance A9 N3 l1lFiiAamunIn1enzlF1ian15398Mm199a1inNAVe1 International Conference on
Harmonization Good Clinical Practice (ICH GCP) 30 lillfiidamdemvuavesnnznisumsa
* G = a va av . . A o Aa Av Aa a
msehilusziboul §iRvelnsan1339e (Protocol violation) Ain MIAUTUMIITENTANUAANAIANIN
A oA a A A ] o ?x’z ~ ao 1 Y a =
vsomsvalodiihy madadieunieazas linszhmmauaeunszy 1ilulnsaimsisenazne liinannudene

A F) a

Apfidns ITenS odoyanansINeo13 815

@

. . Y .
MsauHUMINDeaUHINIATINSIVY (Protocol deviation) AD MIAUNUMITIVENAANAIANNTUADUN

1 ao ' Y a = T Y Yo aov A 9 av A < Y
53‘17![1'ﬂu1ﬂ5\151\1 ﬂﬁ"f]fl]ﬂllﬁgﬂ'f]slﬁlﬂﬂﬂ'ﬂll!;ﬁfl‘ﬂ151@]f]ﬁlm1i?u3ﬂﬂﬁﬁﬂﬂlﬂuﬁwaﬂ1§3ﬂﬂLWﬂQLaﬂu'ﬂﬂ

MITUANANHUZVDIN SITEAUVU:

oA A =
ﬂ"lﬁﬂ“l!“l—!‘ﬂﬂ”li!‘l/‘li’)ﬂ1§l!mﬂlﬂ1§lﬂﬂﬁ!‘ﬂ1—!

msduiumsiudiiiwAse mevdunamamsel

LY

L1 vgalasamsiselae

O Talasensive

@ A a o yA @ 1 A o A
O ﬂiﬂlﬂﬁﬂuﬂ‘igﬂﬁuﬂWi’Jﬂﬂ Iﬂﬂblﬂﬂulﬁuf]ﬂl@ﬂﬁ’iﬂﬁ)ﬂﬁﬁ)ﬂm$ﬂiillﬂﬁ"l LUBDIUN. ..o,
o A Aawv 1 9 1 9
L1 dudiiumsdssae Ias (wouldunni 1 4o)

) v { a o = o a %7/
o hidsuuldsunszurumsite wazlimsdeanumsnamas lueuINA AD ..o

O lﬁllllW]ifﬂiiufﬂiL?hi%’ﬁl!ﬁ%ﬁulﬁuﬂﬂl@ﬂ1i%ﬂi@\1@iﬂﬂm$ﬂiihﬂ1i"l Lﬁﬂ’ﬁ'lﬁ ................................

o YSunlasunszuiumsineg Tae Ao uauoAMENTTUNITA IO TUT coer oo
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a V' 1a wa Y o d' A a av
gmuﬂﬁxmum5"!341J;]1mmmanmuﬂ/mimmgmm‘saazmﬂmmimamni}ﬂ
(Non-compliance/Protocol violation/Deviation report evaluation form)
i‘ﬁﬂiﬂ‘iﬂf’ﬂﬁ ............................................................... FUIDIMNOIUN....ce,

WOV TN VI IR VBN oo

D

FOIATINITIVHDVHIOINGH). ...
4‘ 0 v av
BT I I ATANITITY. .o
' ¥ 9 1 A A av
NANIZNUABKIVITINITTONANITIVY
= = 3 Y ' Y a = 1
[ finansznuiieudntios neldinannuidemese

~ [ ] Y a = ' 9 9
D llWaﬂﬁ%“ﬂ‘ll@‘(’ﬂ\?NWﬂﬂ@iﬁlﬂﬂﬂ??MlﬁﬂWWﬂﬂ@FJ.LGU']

ANMAUVOIINUNIUIATINISIVY
O Tidesduiiumsla o iy
L1 vedoyariiandy
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(Document reproduction record form)

HUVIDNEITN MF 22

=h.

4' ) 4' Y o w d' 4' Yo o
¥otonas IUIU Form un | yepsudN
UM UM m
aumn

< Yo
ANULBURTU

aUM

¢
=
=)
=

aUM
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(Document retrieval report form)

HUVIBNETN MF 23

tﬂ' 9 Y]
PAATNADINT : sHaIATINg
V9 v A
E;I“J@x‘l"llﬁ] : UN :

o v JdAa
13 Insdnnnanno'ld :
[ o 9
Tagilszasnvesmsveduonais:
U d‘d
) . Loy unAUeNaNs
srezna lumsAuendls (zyiuauiuilda)
QU d‘
un
A 9 LYV
Fofoyia
% d‘

v UN :

CNTRICTGRGALE
2 d‘
un

YA
asuuAAeNaIs :

o 2

Yo A um
asuRsUAUeNAS :

Y 387 910 412
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(Record of document retrieval form)

HUUIDNETN MF 24

=)

Yolenasuaz v

Y Y
HuenY

131G AP

o A
IUNUD

RIGEP)

o Ao
IUNTY

1R1IGEE)

Yo A&
NI UANUY

N9

o A g
AUNNY

1R1GEP)
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(Preparations for being audited report form)

HUVIBNEITN MF 25

]
v A

L] msasvasunely L] msasivdsuniguen MUUAIUNATIVAO :
At o A A Ay
L. NUNMIUITAUUUMTUIATIIU (SOPs) dandoaud lu ;

2. ﬂi’)ﬂﬁ'@‘ﬂl@ﬂﬁﬁLﬁ@ﬂﬁ%}ﬂ‘]ﬂ'lﬂ’ﬂuﬁ‘ﬂ HagNIIaN Uy

A Ay
AINADIULD LV :

Y
v a

Wwuiiums waghaugauad

[

< Y a A o
3. ﬁi’)ﬂﬁﬂ’ﬂﬂ?ilﬂ’lll!‘l/\lm@ﬂﬁ'liiﬂiﬂﬂTi'J gnn

A Ay
AINADIULD LV :

Y 9 aw
4. ﬁijﬂﬁﬂﬂﬂq'lllﬂ51JG'JHGUENLW\|3JLE]ﬂﬁ'I§Iﬂi\iﬂ’lﬁ'ﬁ]ﬂ

A Ayv
TAINADAULD LU -

5. nseuvoyaNdeuiauoADANZNITNNITI ATINADL HSURAYOU :
= 9 ' ~ 9 Yo A
6. INTINVDYAUAZIONAITAN ) NAVLNITUNITA ATIVADUADING HSUAAYsDY :
7. fmuanazianennz NI sUNI9 tazdaemuymsa Aezdiwlums | dsoAavou -
Uszgunsiadon
= = 2 s g Y Yo
8. wasuan unuazdeglnsaindeslylumslssyunstaae HIUARYsDY :
A
9. DU 9 521
9 o A
ANUNIY un
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sUURUM SN
(Agenda format)

a ao 4
F2IUNTEMIUILFUAULNITUNITITOTTINMIIVGTUAY VT, A1 MHNIFIANT

2 4

MIUTLYUATN oo
Y
MW, B 1} I TR A TI DI T e

s Wamsiseyu

= =
IUIUNTIN 1
J
1.1 Glﬁ?ﬂﬁ@ﬂ@ﬂﬂﬂigﬂéh
a1 Y =S
1.2 ﬂ1§1|’€fﬂluhl@ﬁﬂ]ulﬁﬂell®\°lﬂﬂ!$ﬂ§§3Jﬂ'l§"l

1.3 Suseeseidisnnszmsszay

~ < A v A
ISVIVNTEN 2 LTDILIUNDNT T

[

2.1 1509 aganiuz Tasamsi9en 1a5UnsHI5B MDY Full board review

[

9
2.1.1 MINNTAU IATINITIVEATAULTD (Initial protocol) 84UV Full board review

2.1.2 M990y IATINTIVG (MUAIKUA)

'
Agv A

2.2 509 dgdaniuz TnsansIvehn 1d5um s sa Y Expedited Review
9

2.2.1 MINATUIATINGIVOATULSN (Initial protocol) 41U Expedited review
222 d@ud luinian1nsIn15399 (Protocol amendment)

F) a o 1 a o o
2.2.3 'ﬂENTLlﬂ’NlIﬂTJ’I’Tﬁlﬂl'é)\iﬂﬁ’)ﬂﬂ/@]flfl?ﬂiﬂiﬂﬂ1i’mﬂ (MUNKrUA)

v
S

2.2.4 M3N15 1ASINIITENAIUNITNITHINNFIUNNUANENTTUNITNA

N1TUIVT85TTUNI5IVY (Central Research Ethics Committee: CREC)

[

231509 agilaniuz Tasamsiven lasumssnidumsnasasesssunsie

'
Aav A Yo v

4 Aa Y
2.4 L%EN ’ﬁ?ﬂfﬂiﬁﬂ@nﬁ%’ﬂﬂuﬂ’nnﬂW’JWﬁJWIﬂ‘iQﬂ'ﬁ’Jﬂﬂﬂ mumﬁmmuéﬁ
S d' [ v =K g’; A
I2VIVNITIEN 3 iﬂiﬂﬂﬂuﬂﬂiWUﬂuﬂ1iﬂi$“}§M (ATINHIUND)
= = A oA A
FEVYUNTEN 4 LTI UIUDN

~ < 4 A A aw
TIVNTEN S5 (50UNONTU IATINITIVY

[ o

A A A a A " Yo 2
5.1 FOUNONITHT IATINITIVON QlliJllﬂ UNITTUIBN

5.1.1 Tn59m 33960 185 UMI NI UMDY Expedited review NAME

= ] Yo Y a ' A
nssumMsd anumunindnsan vy lundsegy
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- IR IATINTIVY
QU d‘

- Yunaalasans

A
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