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dqudl 1 : Fayalasants39s (Protocol identification)
Yafun1THITIaEVY [ Exemption O Expedited Review, O Full Board

mnzavirsan1aEC_KMITL /

s¥ElasaIns3de (i)

1.1 Folnsan1933u (Protocol title) (Thai)
12 | Felasan1side (Protocol title) (English)
13 | gefuayumside (Sponsor/Source of funding) Tenssy
O S O NGO .
B e O &u
14 pshnsednfuayunside (Sponsor contact phonesfax (Thailand)
Tt Wind SN - v |
1.5 | Imssmsieuinetiinug (Thesis / Dissertation / Board/Subboard).........0 Yes 0 No

gauil 2: dauadfidy nyunkuuenans 6.4 (nvestigator, attach doc 6.4)

projects are still open under your responsibility?)

2.1 Teifidumdn (Name of principal investigator)
22 ~dinsAnen / annAnnde? {Degree/specialty)
23 asimmuneaiu (nstitutional affiliation)
24 AIARABEINY (Investigator contact phone/fax (Thailand)
Tnafwii u¥ng........ ...E-mail.
25 vindlasansitedug Afdstuiunsnelinmsuinveuraswinilasinis (How many other research
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project?)

dqudt 3: Tasan933w (Research protocol)

31 | gUnuumsiSe (Research Design) (Wenidwanudo)

O Basic science research O Descriptive/qualitative O Survey

O Case-control I Laboratory experiment O Diagnostic test

O Applied research O RD [ Clinical trial

O Bicequivalent O Cohort O Giher (specify)
32 | 3B/ wiasdie 7lunn9ide (Methods involved the followings) (Fanldvanete)

] Questionnalre/interview/diary

O Specimen/sampie collection

O Records/document extraction

O In vitro diagnostic devices

£l In vivo diagnostic devices

(| Medical devices

O Drugs

O Behavioural/psychological infervention

| Embryonic stem cell/genetic material

| Radiation/isotope

O Tissue/crgan transplant

U Procedures/operation

O Other (specify)

o f} 3 o . .
3.3 seazafmaneyiian Expected duration of the project)....... ... iiBU

3.4 atuiin3S (Investigation site)
O wiufigr (Single)
0O THHUTIA ManeLvie / vianegud (National multi-site/multi-center)
([ TAVUUNNR aews / vaneaud (Intemational multi-site/multi-center)

oo Ol o = o a 1 o ol ] -
35 | lassns3eifldSumsivsamumulpenasnssuniniesrsufiduiouBuiitvielsl (Has this protecol been

reviewed by another ethics committee prior to this submission?)
O Yes O No
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3.6

Tesansiteilldavsdiounndsemeratinedm3sli (Has this protocol been registered according to
clinical trial registration? [J Yes Iﬂ‘m‘isq ......
[J No

=l - ' = . .
daud 4 AfunisuaznsiudnTmna e (Subjects and recruitment)

4.1 Tﬁian'ﬁ’i'-‘)'aﬁ'%‘uéi'un1ﬁﬁ'aﬁia1uﬁu'%ahj WHonléunnnda 1 e (Does this protocol include the following
subjects?, tick all that apply)
O Lifinafivtieyalaansandiumsids (No data obtained directly from human)
O Tintmy (Prisoners) 03 davengittaesauadlaila
O an3dansss (Pregnant women)
O gagvede (Mentally iUl subjects)
DO flaemse wiadthaseorinouasiin (Cancer or terminally ill subjects)
O \indew ynan Winengaind 18 U (Neonates/infants/children, aged <18)
O f03y HIV Wi (HIV/AIDS)
0 ndumaAdalioghumonuiiona wu Windwin (institutionalized e.g. orphanage)
O :}l‘la.iinﬁqﬁa ﬂun‘sjuﬁ'au 1w 1 (illiterate subjects or Minorities e.g. hilltribes)
O HleiaAutET WU UnEau gnine vus (Subordinate e.g. students, employees, soldiers)
42 Fmsflunsfusmaland funsid (Methads used to recruit subjects)
O LifimaiudoyalaenssngsunsiSe (No date obtained directly from human)
0O feviaunraitungtheuan (Personal contact at outpatient clinic /inpatient)
O Savtounmafiurungnilunied ICU (Personal contact at ER or ICU)
O ﬁmﬁ'aqﬁﬂa'lu'qwu (Perscnal contact in community)
O fndiaupmaniinsfind wialuswdld (Contact via telephone or post)
O fimsenalangeun (Advertising e.g. poster, flyers, mass media (website included)
a 511‘1 nyansey (Other, specify)....
23 | déwiunmsnssuiumsvesrubugey (Person obtaining informed consent)
[ laifin1svaanuBurou (No informed consent applied)
O gidovian/gidesl (Principal/Co-Investigators)
O W wihifisy (Research staff)
0O Suq njTey (Other, please specify) i
a4 | SwouiFumsiieimenne Expected number of subjects) ......
4.5 FrodurmrgrAnduma Andenal arwbiazadn lilaueiuAdiumside (Subject payment/incentives)
O& Dl
4.6 msramemiinnisuaiu (Compensation for injury / lost}
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wWIl e r39ntn

| O i

dauil 5 : auznssuMsasRnaafeyaiaaani (Study monitoring or DSMB, Data Safety Monitoring
Board)

mEy 0 Ll
dqudl 6 : amaenasibu
#1hv LONETS wnEIResds | sum,
DRI nT79
v
6.1 WuuBu (Submission form)
6.2 | wuursiudideliuszdiviumier Self-Assessment Form
6.3 | onenstoyaraiuisdmivgiunisidvuasludueen
6.4 | lasamsideniuiy (Full Protocobanassyiniiunmwdnne wislvefla
6.5 Uisﬁg’ﬁﬁ uwan Principal investigator's CV GCP training
6.6 | wuudnun/dunealiufintioya(Questionnaire/Interview form/CRF)
6.7 wam COl waypiide {Conflict of interest and funding form)
6.8 ulszana (Budeet)
69 | Tnsamsidbatude Wunmeilne arueribinmsiiu 5 wi
6.10 | AfloRidy Investieator brochure
611 | wnasayiFlasseivenfivusminauznssumsinninus/emsiisinm
612 | wammietaniidluiinaivaranadias wu wnensdouan
613 | onan/lung@edosdiousmdon e,
6.14 | Tuiuseaaminisvelulssivedinds (Certificate of Free Sale)
615 | vewilWiduewedlumewinnmsfing 33
6.16 .Iuaqﬂ‘ﬁ'u“"'wm.ﬁﬂummn 2%. {Drug approval from Thai FDA)
617 | luusevifusoumermansfivnsansn REC Ay
g7l 7 : Conflict of interest Declaration Form
lssues Yes | No
1.1 Do you, members of your family, or associated entity have or receive a financial interest in er from
the spansoring company?
7.2 Do you hold any executive or scientific position in the sponscring company?
7.3 Do you serve as a consultant in scientific, financial, legal issues or a member of a “speaker’s
bureau” concerning the products of the sponsoring company?
7.4 Have you participated in or otherwise influenced any institute transaction with the sponscring
company in any of followings: buying, selling, leasing, licensing, supplying, or making contract?
7.5 Have you assigned any student, postdoctoral fellow or other trainee, officer, support
staff to a project sponsored by the sponsoring company?
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7.6 In the last year, how many times have you been supported by the sponsoring company to:
-Attend conferences/meetings abroad;_ 0 1 2 >2
-Attend conferences/meetings inthe country; 0 1 2 >2
~Lecture for the staff of the sponsoringompany;,. 0 1 2 »2
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TA343197398 (Protocol/Full proposal)
Human Research Ethics Committee
King Mongkut's Institute of Technology Ladkrabang

{This termplate i3 just an exampie, pleose adopt approgriotelr based on your research project

1. Title of the study in Thai and English

Thai:

English: ____

2. Principal Investigator Name

O Faculty Staff;

Position: _

Department/Unit:

Telephone Number: __ - Mobile Phone Number:

E-mail:

3. List name, affiliation and e-mail address of all sub-investigators/co-investigator and advisor

Telephone
Name Pesition Affiliation P E-mail address

Number

Principle investigator

Sub-investigator/co-investigator

4. Introduction
1. Background and rationale

{Background: Provide briefly information in o general statement of problem area with o focus on a specific research
problem, introduce important terms related to your research, also include proper citation.)
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(Rationate: Describe rationale or justification of your study, What research qutestion(s} this activity is designed o
answer. also why you are undertoking this study and why this study is needled. identifies a gap within that literature
that vour research will attempt to address.)

2. Literature review

{tt is arr important showease of your talents of understonding, interpretation. analvsis, clarity of thought, synthesis.
and development of argument. It stiould be clear to the reader that you have up-to-dote awareness of the
retevant work of others, and that the research question you are asking is relevant.)

5. Objectivel(s) of the study
(Describe yvour objective(s) or research goal(s) clearly and succinctly.

Man ODJECHIVE: oo verrsaressesnrssssenssesnerssssmss sesas saonnse samesnesbnns ssmss smmmmem s emmrm e mmee

Specific objective(s):

6. Conceptual framewark or flow of study

(Provide a complete description toward relotionship between each variables of the study. You can draw diagram
showing any relationships or describe with complete information on your conceptual frarework or study flow)

7. Research methodology

1. Study design

2. Location of the study/Trial site

3. Target population
{Provicle a complete description of vour target popuidadion in the study)
4. Research participants/Subjects

1. Inclusion criteria
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2. Bxclusion criteria

3. Discontinuation criteria

(i, research participant witharowal, adverse attcome quring participating the siudy, terminating investigationol
product treairment/trinl treatment)

5. Sample size calculation

{Provigte brief description on how to calculate sample size with reference value.)

6. Variables of the study

- Dependent and independent variables

- Potential confounder variables

- Method(s) to minimize bias(es) during study

7. Study procedure(s)/stage(s)

(Draw o diagram showing steps In conducting your research.  Diagrarm may start from informed consent process
from Head of institution/ Hospital/ Community, recruiting your research participants (inclusfon aiteria), informed
consent process from participants and continue until dota anolysis.)

8. Study instrumeni(s) and eutcome measurement(s)

{Specify vour study insfrumeni(s) of the study. validity and reliabilfty of study instrument(s). including how 1o
mgasure each outcome.}

9. Data collection methodology
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{Specify complete information on how to collect data, interview timing and frequency. etc.)

8. Statistical analysis

(Describe your statistical analysis by the nature of the data to be analyzed, explore the relation of the date to
the undeilying population. etc.)

9. Process/method of invitation the participants to participate in the research, such as personal contact,
referral from other(s), brechure, and announcement, etc.

{Describe procedures and stages or step-by-step to invite your participants into the study such as written consent.
verbal consent or initial verfﬁai consent followed by written consent tater. If your study needs to request by initial
verbal consent, please specify the reasen(s) for using this consent. Provide examples of the flyers, advertising,
announcements, etc., that you will use)

10, Procedure specifying for research participant withdrawal from the study

(Explain biiefly information of procediure or step-by-step on how to withdraw subjects from the trial/ investigotional
prociuict treatment?, the type and timing of the data to be collected for withdrawn subijects, whether the withdrovwn
subjects are replaced or not. and if so, how?, and the follow-up for subjects withdlrawn from investigationat product
treatment/trial treatment, etc.)

11. Ethical consideration
1. Possible risks/effects in the study, including preventive and alleviation measures

{(Describe notwre and degree of risks of possible injury. strass, discomforts, or invasion of privacy, and other side
gffects from all study procedures. drugs and devices (standard and experimental), interviews ond questionnaires
which may occur to the subject os o result of participating in the study. Describo the prevention ond treatment,
medicol care and other services to be provided to the study participants who may or may not be affected by any
comptication. if the study is a multi-center. the “Independent Dota Monitoring Committee” should be provided to
verify safety of research participants.)

2. Describe the process/systern for assuring confidentiality and the privacy of the research
participants/communities

3. Benefits of the study for participants and the community/country including how findings of
the study use for strengthening community.
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4. Clearly indicate person(s) responsible for payment for treatment of complications and
adverse effects

5. Compensation for research participant

0 Yes, please provide detail: .

(Provide details how much, and how it will be delivered to the participants.)

[ No, please provide reasons:

4. Does the study involve biological specimen collection? If yes, also explain how the
investigator manages the leftover specimen,

(Iif specimens will be kept after initial use, please specify the pupose for which they were stored, Provide the
duration of storage. and plan for discarding the specimens after use, Always ask permission from the research
porticipants to use their leftover specimens in writing.)

7. Research project with special ethical consideration (ff applicabte)

(For research project with special ethicol consideration, investigator need to specify the reason(s) to approve
research methodology of the study. Please olso specify the procedure and stage for preventive and affeviation
measures of the pessible risk(slproblem(s) to research participant duing study.)

12. Limitation(s) and barrier{s} of the study (if applicable)

13. Tirne schedule of the study

mo. [ mo. | me. | moe. | mo. | mo. | mo. | me. | mo. | me. | mo.
Activity
yr. | yr. | oy | oyr. | yr. | v yr. yr. yr. yr. r.

1. Proposal submission for
EC

2, Preparatory phase

3, Data collection
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4. Data analysis

5. Manuscript writing

6. XXX

14, Budget detail of the study

U Funded by: _.

Budget amount:

0 Expecting funded from:
(State the name of the funding body and status of application)

Budget amount:

O private fund

Budget amount:

{Provicle complete budget by the table following each cost category of the studh)

Cost category Cost

Salaries & Wages

Travel

Equipment

Chemical

Supplies

KEX

Grand total

15. References

Medical-biomedical/health science siudy - Vancouver style
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(1) ICH Good Clinical Practice Guideline 2016 (@t p.a. 1996 walluntwlne wvesdninny
AAENTINNITEMNTUAYYT NTENTHRATITNGY WA, 2552)

) wummsigaTsunmaviniselupulsismfivusudasssumsivelumilulssmelve we. 2550

(3) nmsgunasnITINIYiuesTunTitedaatuayed (uanw) diinaunisidauviend

(4) WHO standards and operationa!l guidance ethics review of health-related research
with human participants (2011)
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ARA MLy
ilRTnTRUTH GCP
Declare CCI
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1. AMAIIBNITSY (Research value / merit) | | |

2. Armgndisauasiiinanata Vg (Research validity)

2.1 wanmauazivneg (Rationale)

St W

2.2 masanuuuuazszlisuiiidalAppropriate design and
Methodology)

2.3 uangudingn (Sample size)

24 mMIIAswnata (Statistical analysis)

3. inuvRmYAReen (Inclusion/ exclusion criteria)

o L 4 .'.r 1 = ) iy - 0
3.1 Wvdeindenegwgisssu (Assure fair selection)

3.2 ansneauaa e (Answer research question)
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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 research protocal is not exempted from ethical review.

3. Research an 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 {o 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 commissicned under the approval of the
institutes to search for new alternatives of organization reengineering, development of efficiency in
work to achieve certain international stanclard 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
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COE NQ. ovvereuresreares

The Research Ethics Committee of
Address Tel.

Certificate of Exemption
The Research Ethics Committee of King Mongkut's Institute of Technology Ladkrabang .has exempted
the following study which is to be carried out in compliance with the Intemational guidelines for hurnan
research protection as Declaration of Helsinki, The Belmonit Report, CIOMS Guideline, International Conference
on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(k)

Study title T aeveemssarans
Study code D s
Principal investigator
Study center
Document reviewed 1. Submission form version ... dated ... weme.
2. Full protocol/proposal version dated
3. Participant information sheet version ... dated ..
4. Informed consent form version ............. dated .................
5. Data record form version ... dated ...
6. Curriculum Vitae
[ OPINN (8. 1) -13-) NI
Signature
{— }
Chairperson

Date of Exemption

Note No continuing review required
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7. dany
.1 | I3 - oy w o
wiansalliifeUszacd winsailaifiessamantswwndlag Whsdutuiieviseaalinsh
v aw o =t e a5 ' '
{Adverse Event: AE) MNTIVNTTING TITIUINDINTTHREAIVRAUNA (LU HaN1TRTIVINNE

WiawaariwnaesUfuRmsiinun®) 81m3 wnniselnaadlin wie
amsduthy Mifstusneftomatragssniadismnsise Faidlsid
wansaifuduiusiunsieranalinsdrsunsidensold wmnsalll
favszasiudsiiiuduasiomendtn $S3me wasdola wamanili
Fsvasddningwulunsiiemstinveaniuihundemainulalu
vumsimSidomedieumaniuasnginssueiaas
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wnnisallinsdszasduilnfrouse
(Serious Adverse Drug
Reaction: Serious ADR)

wamaalbifisdssaedlon nnsums Misdudelduemunsla §
AY wAWA

() \detin

@ Wudurseanaiusedin

(@) Foudnindmunlulsmeruna vse doseglsmeniauiy
(9) Lﬁmm’mﬁnﬁﬂuwwanﬂwﬁﬁwﬁ’maaiqanﬂs wso

(@) Wamnufini/anuiaunBinsidiie

AENTINNTSMNUALAYDYABESS
{iIndependent Data-Monitoring
Committee: IDMC, Data and
Safety Monitoring Board :
DSMB,,

L. Lod -3 A - 1 I‘: ﬂ” A -
AnEnTIUNSITURKEToYaBa s g uIdeeusw ey sy
mufmuinlussery veanrsvaasmeeiin, deyaninasade,

Y %w o oy w - w v S 1Y om
wavsnd Imszdvtnaiidrfyveamyite warlirnuugihuadlinidy
! L Y S L | aH L 1] o r=| & o
Tavesaduns e lUniemiulasulavganiside

SUSARs {Suspected
Unexpected Serious Adverse
Reactions)

P 1 1.o8 ot s L] e
wpnsifiasdyinstiuvansallifcsardniious waslinedn

Tuaafuuazuonanitu
{Local and Non-Local)

Tuvdunvadasenmsiomaant wmmsalbificdszasidadulu

v o o od e oaw o an o wr ‘
anuvieuanaantiuiy Wevniduvinnsifendunvanriu wagniral

1cr v ¥ el v dwaw e v

Tiiessdstuamiudumgmasimlszavlagonanaiasminideiuch
aelanseumsiansanrasrmusnTsunsasesssumsiteveswy Tuvae
A 1 &t L fﬁ! n 4
mmnsalldfniszaduenaariudumgnisainusravlasenanadingi
ar e ar o ot L g w o § - R A
Undfpiudt u aaniuduiesnddilulasanisifivaiu

8. LaNd1Te19Ea

(1) ICH Good Clinical Practice Guideline 2016 wavatu a.A. 1996 waduannive ve9
ANINNUANZNTIHAITOMITUAYEN NTENTHEEITUET WA, 2552

(2) uwwvnsdesssum it luauvissdasaaiesssunsissluauluuszmeatne wea. 2550

(3) mmsgnAENIIMsEsssunITuintuingsd mam) dlhneumsivowin

(4) WHO standards and operaticnal guidance ethics review of health-related research

with human participants (2011)
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unfl 6 myvssdludaliadlasensidenevadaiunisiuseams
w3sadFAntiunsuansgiuaide

wdiziwsrdaw

AF 06-01
wuudunfily Wasumladasimside
Auuzth nywn v Tudesiidenfanasiumenans fsudu
Falasams
(3T T e res st e et et et et et
{ENGUSIY .o csees e ieeuennsss e censenss e ersee s cema e e ce e e A mA AR AR AR AR R R AL S bbb RS RO b RSB
MUEAAVTATIN oo eenrrrrnesl Study Cod@...mmmnmreeeerr e
Bidemdn: MP/AY;
Sponsor;
1. AnlmvssnTisetinsiUeuulas eafiuinndiuileee
Which part of the study do changes apply? {(more than one is possible)
Protocol

consent form
investigators
Other (Specify) v

2, svymadvuuasasugra TasagulumsnasSeuliioy
{List all proposed change(s} and rationale for change(s) (detailed documents can be attached)

3, psnlAeuwladinenssnudumanideuscUseluniiaaaaiasedndls (How will the amendment
affect the risk and benefit for the subjects?)
arudoen O increased O same O decreased
Uslewfonn B increased B same [0 decreased
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wATZ2ZuR A0

4. mswdsuulasiimansenusionisiarudussustsls
(How does the amendment affect the informed consent?)
lidewwoidugonlal
dowerBusemiindy
droavombuyodlminvuatuifiy

A & ar &r e =y Or L)
Wsemsu msuldsundasasvilaudennldsuammusursauanausnssunsasusssunisidouds
(Study amendments may not be instituted until written approval from the ethics committee is
received.)
A A
FRUTHB QU et inr e sbsssassrsossssesbsssssormsssrsssrsssessassasomsssesssas
o
£ LTV T S YA

-IJ o =y =y L] 5 L] -]

1. wuuasuny Lweiilns UssyiuaanuEnssuNTRTANDSES TN uasdsdnuienans
L7 ) B as v v ] - 0 -] ﬂI 1 o A o
mnm’:ﬁlﬂnugmsumwﬂsaswmnum ............... sy oaatiD. . warAul i
nangu

1 &F £ Ai' - ; r- d - o 1

2. wnumgmInibifszadhausififiefuniamsudsuuasionssuidelng doanznssunis
AT LETIUNTIE malu 5 Tuinis
1 v w0 Fy - o ] s o A vas

3. ENTENIUATIAN IV R RALENITUNTRDISAIRSE5ITUNNTINY Anaiivuavisallalasu
11550910

- N & o e & ¢ [ IV TR | v i | )

4. wnns i gldanusesdunisaieiuneludmus Hivy mawaaqum‘lwunau oEleY 1

\Bou
o el vl Q. 5 : - R L ar s 1 L lg

5. Lanem-smqnuuuﬁlmumssvsmﬂsau wummqmumqmaﬂﬂsqmsnaﬁ‘lmwmssu*samawmu

AUIAUTATINS oo )

x - b= aw A w L3 % .4 1 da‘ l[ o w oale
TBTETBIRUINTINNMIITUETIUMTIT B fuaned @ouaziumis) Megluiluseyuiuiituses
Tamamsideliuuuindes wnansiifusesivunezgnasiugaidemdn
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KMITL 06/01
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v wite doanuatuidy | foaruaiulmi M
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WET2aw 0 140w

AF D5-03
o
TIBTUAITIUNIUE LA LABuLYAg
{(Review Report of Amendment)
wnmanlasans. folasanns (Ine)
DRRONY
miglasing (i) Heduayun1side
O Tasamad =
. o ATy
dnfndly Wasuwlm 0 wilssnedntios O Wimadaann O icF Investigator | J Others..........
Brochure
vistgapmnily Wasuuas (Descriptive summary of the amendment) :
fIMgRANIINUNILLUY expedited review process: m 0 il
dafiarsan (Consideration):
N , \ O Lo
1. ineusidmdvArDan manzay O s O ild /A
v owl 3
. , daq
2. dmsahu risk/benefit sy O s O il E’A'luma‘:
- . ifuntios
3, mngnInIvasubusasmuEay [ O "hil4 5 A‘m
4. arsudly Walsuwas D wisuuaadavios O wWisuwawn Feadudh full-board
5. wan IR O $uwsu (@i96398 Wia investigator brochure)
O fusad
O Susewdwdludntion
O dwdasanluanensmnisduge full board)
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AF 05-04

Protocol Number ...

King Mongkut’s Institute of Technology Ladkrabang
Address No.1 Chalong Krung Road Lat Krabang .Zip code 10520,

Thailand, Tel 02-3293000

Approval of the Amendment of Documents related to Study Protocol

The REC of the

Thailand, bas approved the following

study which is to be carried aut in compliance with the International quidelines for human research
protection as Declaration of Helsinki, The Betmont Report, CIOMS Guideline and Intemational
Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Study Title

Study Code

Principal Investigator

Study Center

Document Approval

Signatures. e

(

Chairman, The REC of the ..

Date of Approval
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Approval granted is subject to the following conditions: {see back page of this Certificate)

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 Research Ethics Committee’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:

3. Report to the Research Ethics Committee any serious adverse event or any changes in
the research activity within flve working days;

4. Provide reports to the Institutional Review Board concerning the pragress 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.

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

approved protocol (Protocol Number.......cove... )
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1. sufiumsidmuissylihilashmsifeiléfunisiusesathuademdn

2. Menasuurihananadng lubugen (wazenmsiByuihsidevialulsvandd) wuu
funwal wasvide wuuasua wwzfiflasUssfurasmnsnssunsinnsanassssuwinu
LA R NDRENS AN TSI O RTIUIUT ..o iitoufuty
undngu

3. sl adnausdidaiuensuinanadansaidela de
ANENTSUNTTRIITANATEESTUATS T melu 5 Juvins

4. desruarafvirernsnssunstesssunside aunsdduuviedleldtuniies
19

5. vnmeiebisnnsedudunsiedeiumeluiuun $duResduoasyRln deuumegli
\fiu 1 hau
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w2014 0w

AF D606
UUUSIBUAMUMINTATINITINE
Please complete this form and submit to the Institutional Review Board before the due date.
WWuamaituseueTmantuil : | liusimaiuveunieageui aTuiveInITeny
/ / / / O wn3deu O 96 wieu
[0 Bugan1s3dy videlbitiiv 11
WNELaYATIANG. JuAsufvun / /
dolasanns
(lne).
{English) ....
j’l"il guan:
1 Have the data collection begun? Yes
No Goto?
2 Have data been obtained directly fromn human participants? Yes Go to 4
No
3 How manhy data have you been collected so far? %
4q Total participants expected to be recruited at the beginning
Number of particpants recruited
Nurnber 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).......coeme .
) Have there been any unexpected adverse events previously Yes NN
reported to REC? Please specify No. of SAE report.. e $9897U
No
7 Are there changes to the protocol or consent forms not previously Yes NJLUY
reported to REC? 78T
No
8 Explanatory Note: (if any)
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wigsIEAutiumaasg iy

wu130ue td vl

9 | §39854v0 Request For):
iy, ar - ar d — [ o IJ'J 1
DAY ......... S vt e FREAUE WLV 1 )
ATINAUYEINTINATEIUNIU ;
ALY DA NEATIIMS:
e —
USE5UANEATIUNTAILIL Ui / /
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unil 6 nsusediurailisalasimdfemenadlasunsiusesms
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AF 06-07
wuuseelassmstasaaysel (Final Report Form)

wuealasIng Holasanis (nrwilne)
..................................... {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:

BIVURILIN ...cccnnrmecensnressrrerrercrsnneesne T I YA i —
{Please retain copy of the completed form for your study record)

Reviewer's comment:

Reviewer’s SIgNGtUME............ccccveecssmsensccnrocrsnrrarans (orvrcererrrmmsnacarsmrsssssssssrssssnon ) dated...../ e R

160



AN TIUNTTISEETSUMY IS uny el
antuwvaluladwszasuinidpammsaianssly
<] = ] ] - Y er L'
uni 6 msvmslludediadlasam3dunendalaumsiuseans
WTEL TN TR

KIMITL 06/01
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AF 06-08
wuusrsrumadsauwndahfidideandes
{Deviation / Non-Compliance / Violation Report)
mnearlasns, | fslawns
(lne)
(English)
shalasents (ol .
| A 3demdn Insdwvidiasia.:
ani: Tnsfiwnanma,
patiuayunsiiy: Tnsdw/idingte.
|:| eauuanlesan1side (Deviation from protocol) [] minor
[[] awdfin (Violation) D Major
[] hisanadesfundnnis (Non-Compliance)
UTTEEaTY (Description):
wadns (Outcome): guiiumsagls (Actions taken):

WUlAg (Found by).o.eeeceeooeeeerc, 31697108 (Reported by)..w.r e
P e e S
Tl e, N —

AIUAUNTSUMSERISAMUNIUARLBLUS (Opinion/Recommendation)

NTIUNBRVIUANIUBIU I v {eerrcsarsessemmsssssessssssssssscssssssns D17 S y—
NSANRTDIAAENTTUNTS:

U TIUANENS TUATTAIUI et (ot eeeeeeseenesees )
o o
MU VS S
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T FIVUMUIEY oo A

Fesiiieadou

AF 06-09

wuuHatusuEeadSpurnatadlasLazN1SROUANDY

.........................................................................................

------

.............................................................................................

ooooo

........................................................................

ameieasou

..............................................................................................................

.............................................................

i A
RTULTDY e

[ enavins A funesev/fumilaugousssy
-
[ TR N T
)
ceoneemessssssnnees ABHUATS
)
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unit 6 msUszuraitindlannsidemevdaldiunsiuseams
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AF 06-10
KUUSIENMUNTSTDUERIATINMSIdeRauR s
(Report of Study Termonation)
falasents
ynealngans, i)
{Enclish)
e
tha
Yl swi g
fatiuayun13ive wgayinsdim
fieg Huaid
Smnudiumsifeimmenlanmsisiidsuamiusoy Innungu
Total Number of study participants No. of Study Arms:
SuuFumsideiudaulunsise dnnuffumsideriafennysl
Nurmber of participants recruited in the study: : Total participants completed
ShuudFun1siduisiageauysal
Total participants not completed
sryEaiviTe 3 o Gudumside Wau 7
mslafidTums3sedadlsidu (Which procedures do active participants have to undertake?)
0 wuussumw/duntual (Questionnaire/interview) O diuiatw/Awdwmsas {Specimen/sample
collection)

& o a e oma oe W . . B R - ' ot | o
O wiaslledmivitisduiindnnte (in vivo diagnostic devices) O Sufaumsnusa (Wu 1 356da 2rouad)

Sineremumnnsallifcsarnbiomin  ndeasnsumatosssulusewiumaide (Have there  been
unexpected adverse events previously reported to REC?) O35 0O

any

Pl = - ] N i Y
fimsveudly wWaruwladlasamside vdeluduaulusewinemsIde (Are there changes to the protocol or consent forms

not previously reported to REC? O &1 O Taifl

wAran sTavgalATINTITuauruim (Reason to terminate the study)

usunsIans/auagiunyiduitlafud luns}de (Plan to manage the participants recruited)

TR e (o e YT U cessrid e
{(nsnrAudnenanslition (Please retain copy of the completed form for your study record)

ATAIUTBINTTUN T AT IS I

r A
DU N vtsitsreisrnms st isssbsss e see s s ( [UTTRNUOITINS 2o\ 1. NN SN AN
MNIAMRYBIAMIENTTUNT:
UsEsruALENTSINMTANN { LT B /.
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amtuwaluladwszaaundudinommsamnse i

= ] 1 dz g a Ler [T)
unn 6 ﬂ"l‘iﬂ‘ii‘iL!JUﬂﬂLuaﬂiﬂﬁﬂﬂ"‘iﬂ"ﬂEJﬂWEJﬂE]wﬂﬂi‘lJﬂ"ﬁi‘U'iﬂﬂﬂ"l'i

= el 0 £ & ot "’;"3’135“"'53?4':11'117']
LASHUTHAIMLUTUIATE UL

AF 06-11
wuuWesnT R TIaihifisUszaeRi s

y (Please fill in the form and attach documenits if necessary).

(Lng)
(English}

1. usstnemgneilifuszmn vietiymiensslnute (Brief description of the serious adverse event or problem)

2. armussdiumenital wiadaw (Evaluation of event or problem)
ALY (Seriousness): \Aetin (death)
AnAMAETIA (life threatening}
fmsvsenumanuauen (disability)
(uﬁ'ﬁ'nm'lu‘isawmmaﬂ?aag’luTs\mmmau-m-TTu) new/prolonged hospitalization
fimIuaniila (congenital anomalies)

51&'} {s2)) (others, specify): )
Sayclugfiediduuds (Already mentioned in-investigator brochure) 14
Tlild
Sidoyasulumnanstoyadmiugiunsiveuds (Already mentioned in the patient information sheet) 14
ity
fanuduiuiive/iinsaniediofilne (Relationship with the investigational drugs/procedures/devices):
Ysziivlag. davvayumide | §ise
{(sponsor) (investigatar)
a1ty
possibly
[} -
vzinigrdes
{probably)

Tains v (unknown)

HAAWS (Outcomes); snIoNd/Atuud (resolved/improved}
ansdsliituAsuuyad (unchanged)
2INTuad (worsened)
Woddn (fatal)
ifidieya (not available)
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unil 6 Mmsvsuludariiadlassnmsienendlasumsiusesnns
wisndAiunsne U

KMITL 06/01

W Aswe 140Ut

gudideinfendos (Site involved): aigudidafadlurmuiulinvauvasaaiiy
a o vae o N
manue’maauq {other sites)

ﬂ'l‘sﬁin‘im'l'u\'mﬁﬁ'ﬂ (Investigator considerations):
1. ifdounenaaiing uavvaanuEunaI TG (Notification to human subjects using new or additional informed
consent). antumIvudl (equired immediately)
ﬁ'uﬁ'umiLﬁaa1a'lﬁﬂ'ﬂ'nnw'u::q"'}ﬁ'n'ulun'l'sﬁ’ﬂnmﬂﬁ"s"aﬁ'ﬂlﬂ (required for the next appointment)
lusimauds {not required)

2. Wiesuwda Winugan153de (Change in or suspension of research). VEgANITINY suspension
fimswisuilas (change)
himpseiniiunis (no action required)
AuiunsIuN/aunssunis A SAE (SAE subcommittee considerations):

1. 'lﬁi'a%ammaﬁﬂ'iuawammﬁuuamﬁiu 1N (Notification to human subjects using new or additional informed
consent). anfiumsiuil (required immediately)
s‘hr.ﬁun'mﬁatnmaﬂ‘ﬂm'mu:ﬁ%’a'lumsﬁmmuﬂ%ﬁﬂlu {required for the next appointment}
Tigioauds (not required)

2. wanuas v3avganisiie (Change in or suspension of research yAN1539e suspension
= o
UmInlaeuulal (change)

isinsdniiunis (o action required)

3. Ut {Acknowledgement)

Comment :

Note: nseliunisynegissmadidrfnsanlunsusyyunasnssun1siiuga (All actions have to be
referred to full board).

Usssuaynysun1sadu ... J
Chair of SAE subcommittee signature
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AF 0703
gsligylenst1s (Protocol File)
A FIBATE § ()

1 | wisdaduses Approval Letter

1.1 Yuifusadlasems Inftial COA Date

1.2 ufitusawtestglasims Extension COA Date
2 | inarsidieatas Related Official Letter

= = = apr . . . s o

3 WUUBUUBRITWIIIATILIN Initial Review Application TWH......c.cc.e.cee....

J nr = “; 'R} ' . -
3.1 WUUBUEESUMTHRNTUNATIRGA (nitial Review Application Form

3.2 lNanTNRUNLIEARINTUY Member Reviewers Assignment Sheet

3.3 wuuseruntsUssdiumuied Pl Self-assessment Form

34 guuudmausslanniudeu Pl COI declaration form

3.5 Iaseseiduaiuga mwilve Protocol Synopsis Thai

3.6 ANTEdBauAY Full Protocol

3.7 galanaiBussudinlanansiie  Informed Consent Package

3.7.1 waastoyamosudmivdidsndulasnnsisy
Information Sheet for Research Participant

3.7.2 wwnarsuanemdusamdrdululasenttide Consent form

3.8 1anastviintayasianeins Case Report Form (CRF)

s L J r LT -l
3.9 wnansUssdusIReSuaRsoaAling
Advertisements for Research Participant Recruitment

e )

3.10 U5 ﬁmawa"nuasﬁms Current CV of Pl/co-FI/Research Team

3.11 wisdefussamsinavaes itbuinuasany
Certificate of GCP and other Trainings for Pi/co Pl/Research Team

3.2 fiingdy Investigator’s Brochure

3.13 wuvasusy Questionnaire
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3.14 sz Budget

& o ar d - R - '
3.15 anasrunssutiudassesdiomenismnd (License of Drug/Medical Device)

1 o v L3 IJ o
2 (e | 3.16 tanansifugesusiLasiaisdiavansuwng
Annex and Information of Drug/Medical Device

3.17 Yosnaansewlouiagmativamm Material Transfer Agreement (MTA)

3,18 WANISATRNUEEATSADATS Result and Communication
3.18.1 wuwisingan Ty Eusediueui 1)
Reviewer Assessment Forra (First Reviewer)
3.18.2 wuutiufinwamausaiiu Gussaduaui 2
Reviewer Assessment Form (Second Reviewer)
3.18.3 wihfoudwag3dy Letter to PI

3.18.4 na159ngide Correction From Pl

3.19 1ana1sdug Other
3.19.1 fomnasmsiiivevenddin Clinical Trials Agreement
3.18.2 waarsuseiumsivevnanddn (i)
Insurance of Clinical Trial (if available)
3.18.3 wuuaLetaayRlass e Tinug
Approval Letter for Thesis Propesal

3.19.4 uduﬁuﬁnft’laaga Data Record CD Rom

4 mislureduiinrsingl Resubmitted Document Review Application

) - - L) L4 13
4,1 runfueaiunsRonsaunlasesvnsidega
Resubmitted Document Review Assessment Form

4.2 leNESNBUYNORRINT Member Reviewers Assignment Sheet

4.3 WuusIEUMTUTEEIUOULDY Pl Self-assessmeant Form

4.2 wouwdwasslomiviugeu PI COI Declaration Form

4.5 Tasase¥deatiute nmwilve  Protocol Synopsis Thal

4.6 Tasagaeiveatudiu Full Protocol

4.7 gaionarsbusamihinilesinsits Informed Consent Package
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6.18 Wan1siaIsut Assessment Result
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Reviewer Assessment Form (First Reviewer)
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Reviewar Assessment Form (Second Reviewer)
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4.19.1 Fomnaamsyinidemendiin Clinical Trials Agreement
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NON-SIGNIFICANT RISK DEVICE STUDIES

EXAMPLES:

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)

Extemally 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

SIGNIFICANT RISK DEVICE STUDIES

General Medical Use
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Catheters:

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

Gastroenterology and Urology - biliary and urologic

General Hospital ~ long-term percutanecus, implanted, subcutaneous and

intravascular

Neurology — cerebrovascular, occlusion balloon

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

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

Tissue Adhesives for use in neurology, gastro-enterology, ophthalmology, seneral
and plastic surgery, and cardiology

Anesthesiology

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

High Frequency Jet Ventilators greater than 150 BPM

Cardiovascutar

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

Cardiac Bypass Systems: oxygenator, cardiopulmonary bloed pump, ventricular
assist devices

Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous,
antitachycardia, esophageal

Cardiovascular/intravascular Filters
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Dental

Coronary Artery Retroperfusion System
BC-Defibrillators

Implantable Cardioverters

Laser Coronary Angioplasty Device

Pécemaker Programmer

Percutaneous Conduction Tissue Ablation Electrode
Replacement Heart Valve

Vascular and Arterial Graft Prostheses

Endosseous Implant

Ear, Nose and Throat

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 Systemn
Mechanical/Hydraulic Impotence and Incontinence Devices
[mplantable Penile Prosthesis

Peritoneal Shunt

General and Plastic Surgery

B Absorbable Hemostatic Agents
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B Artificial Skin
® Injectable Silicone
® Implantable Prostheses: chin, nose, cheek, ear

B Sutures

General Hospital
¥ Infusion Pumps: Implantable and closed-loop, depending on infused drug
" Implantable Vascular Access Devices

Neurology

®  Hydrocephalus Shunts

®  Implanted Intracerebral/Subcortical Stimulator

Implanted Intracranial Pressure Monitor

Impalnted Spinal Cord and Nerve Stimulators and Electrodes

Obstetrics and Gynecology
R Cervical Dilator

" Chorionic Villus Sampling Catheter, phase !l (pregnancy continued to terrm)

¥ Contraceptive Devices: tubal occlusion, carvical cap, diaphragm, intrauterine
device (IUD) and introducer, and sponge

Ophthatmics

" Extended Wear Contacts Lens
" Intraccular Lens (investigations subject to 21 CFR 813)
" Eye Valve Implant

® Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks

!

perflucropropane

Orthopedics

" Implantable Prostheses: ligament, tendon, hip, knee, finger
& Bone Growth Stimulator

" Calcium Tri-Phosphate/Hydroxyapatite Ceramics
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| Xenografts

Radiology

®  Hyperthermia Systems and Applicators
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