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O Funsifeunda (Usauuumdngiunzidousn vsetonansifue)
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20. Tnsen153denfianeaziun1siatsanuuudiugs (Full-Board review)
AN0UN Full-Board review To | laila
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UsgTRdaI1UA? A1UNUS @0 UNYIN9IU LagHaIIuYeIfIntIlATIn1s398 (Principal

investigator’s curriculum vitae)

LBNANSTUELUTINNTITY (Participant information sheet)

PIIFDLANLINUNTULDUNITINSINNNTINE (Informed consent form/assent form)

wUUNBSUVRENIUNNSVRTULRN (Waiver of informed consent) (813)

wUUNBsUURAkeNSHNaUslavtuviutau (Conflict of interest disclosure form)
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AF 03-06

KUULERBIATINITIVLNANITNANTUIATESTTUNTITE Lunyed (atuntelne)

(Research Protocol for Ethical Review)

*Auuzn :

- {idvanansavsuuiiuuiauelasimITelimingauiulasanTidevemues

- TunsdifidevnavasiBentivanstunounasdudeumsasuilummevioununin (Diagram) Tsiidlade

- wwuauelasnsideiionisinsanveasessunsideluaged ffidetaviuduadausn Wilddu Protocol 01 /
2-an-UUlU Adasihriiu dfimsudlaliudeu Protocol 02 /22-an-Uuty uazifimsudlaliude Protocol 02 /
-an-UUuy Tl hdunnadsiifinnsudle (ae 22-an-Uuud fo astuiidavin)

v @

- Widesndnusifiuntenn Wesnnduduugirlunisnsendeyawiitu

1. Falasensise

ATV (TIE1) T e ee e ee e s
ATHVIINGY (ENGUISN) & ovvrrrer e reeereeesesesissssssss e
2. %ag’ﬁ{fﬂw’é’n (Principle investigator)

I RT3 A AR YaT ok o S
IMIE/IMIES./IVHISS ettt ettt ettt ettt et a ettt ss s st e st et et st et e an s eseseas
BITULTIUN oot e
AVAIYT (DEPAMIMENT) ..o
AML/TAUIBINU (FACULLY) oo UINeIdeAaUINT

=

TNFENA (TEL) oo, X T Lo [T

N139UsUNALITRUATEsIIUNTIeluNywd (Human  research  ethics  training)

3. YagI3839u (Sub-investigator)/ §3denansau (Co-Pl)/ 813138MUTNw (Supervisor)
3.1 8D UM/ UN/UNATT oo

MIE/INIES./IVIISS ettt ettt ettt et ettt a s es e anss s st s esesesen
BITHEVIU oo oot
ANAIYT (DEPAMIMENT) oo
AML/TAUIBINU (FACULLY) oo NINYIaYAaUINT

TNFENT (TEL) oo X TALo I
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0 A= 11 SO OO OO OO O OO TR UP OO UPRRPRPOTI

N159UTUMNEIT09UTETITUNTIeIuNYYY (Human  research  ethics  training)

3.2 B0 UIB/UIVUINETT oo ee e
MEMIES./IVIISS oottt ettt b et a bttt et et essete et e s e st essere et estessene e
BITHEVIS oo
AIAIYT (DEPAMIMENT) oo
AML/MUIBINU (FACULLY) oo, WINeIRYAaUINT

TNFENI (TEL) oo, SN TALo

N159UTUMAEIT09 UTEETTUMTIToIUNYWEY (Human  research  ethics  training)

10. Aédnfgy (Keywords)
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11. s2108U35n159398 (Research methodology)
11.1 UkUUN15338 (Research design) szyindu
11.1.1 N3850 (Quantitative research)  1a835n15 (Methodology)...............
11.1.2 MITeBeAnm (Qualitative research) 138013 (Methodology)...............
11.1.3 M3IVeUUNANNEIY (Mixed methods) 1n835715 (Methodology)...............
11.2 Uszvnsidvnneg (Population)
Usgnsponguln wags1uIuiau (Population; Who is  the population? What s
population size?)
11.3 nguieg1a (szydtunw) waznsldundesuaunguiiegng
LAAISAIUNTRUNUNUA L UEATNISAUINNGNAIBEN WagIBNTduaEN9
(What is the research sample size? How do you get that sample size? Please specify
the sample size formula)
11.4 Usznsitldlunisfnen
11.4.1 n13AaLN (Inclusion criteria)
11.4.2 n13An®DN (Exclusion criteria)
11.4.3 nMsienanaiinseanainlasing (Criteria for subject withdrawal)
WU - 9nanaspssnaulasonannlasanig
- anasinsiidnvaglidniunsdadn daeenditinue
- pnanadnshianunsaujuRdilanudenvuavedlasinisraleusznis
11.4.4 n38AlA39713 (Termination criteria) (§13)
iy wunathaAssilifcUsrasdfisuusininiiendn

12. 35aHuUN15398 (Procedure)
- pSugisduumsideiiufiRdedidnsiunsidesanen Snduneuiinnududon
msi@ewdu flow chart a313 w3 diagram itelfidnladietu
- meideelisrydaueds Ui uassvesidlunsnssyiusiazade (nedifdusliesy
Mstunsndoue Fomaad ViEngudn vTEngRuing)
- funwdenlisryduaund Uninuuassvesidunnaizuiasads

13. N32UUNTTVIANUBUBBN (Informed consent process)
- WsgyisnisildlunisvernuBugeniasiminviiveanudusey Wy fIduesuislidayaud

Tigaeduduanienarshionaadinsuinduly fansanneusindula (Please specify the details of
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informed consent process such as the researcher will explain the process to the participants

for their decision before deciding to participate in the research)

14. \w3asdlofil¥lunsfneuaznisiama (Study tools and outcome measurement)

- Wispyedosilefildiamus 1wy viiavesniedlonsiesufjifing uuunaaey
15. nsiiudeya (Data collection)

- gBuetuneunsiu-Au wuasua/wuuiuntvalauutufindeya eseylidai iudeya
o¢ls unaslyu 1vegls fifu F5Tuiin nadld szognanmaifu

-Tuns@imsdunwalvieasuny Iszydeyaiiieivesiuidnsifururadeyaiifstdes fu
uywd 19U msliuuudunieal wuudi:9 Aoz UYeINsAuAYl S ede UL
mMsUszfiulaeiledvin wazuuusmisuiuionaisnisvenisiusedlasanis  (For  uses  of
questionnaires or interviews, please indicate details for the procedure of data collection
relating to subject and attach the interview/survey form or validated questionnaire)

16. nM3AAszdaya (Data analysis)
W Myasgikaznmsiiauetoyanunlu 2 dawmuviavedaya

- ToUATIWTIIN TOUA e UNWEUBLAL .. NATDUANUFUNUTN VAR
LY oo Tnefeifitduddymadnide (p-value<0.05)

- Toyalieamn N LakA ..., Unauslagldaiosas wagnageuauduiusn1saia
LG

17.  dofie1sanduasesssu (Ethical consideration) mamdnaiusssunideluau Fal
Sl

17.1 wdnaa1uA1swluynana (Respect for person) ni1siaswlunisinauleed1edasyues
ananadnslianuBueenlunisdnsindde lnenslideyasgnsasudimaueraradansuasidiladusgns
A iamﬁgﬂﬁmmﬁﬁmiumsﬁﬂmLﬁaﬁmﬁ’wizmmﬂ&jmL‘inma (vulnerable population) #84
lasunisguailuiivey

WWINIUUR : nsiinszuiunsvenuguyeNaIne1aaing (Informed consent process)

17.2 wannslivselevdlinelviiindunsieunenanasing (Risk and benefit) N15fiansanAIY
AosuaznaUselond lnedididssiosfianuazlilinedunse desszinszalleaiudunsie vie
arufianannetiafiudl saueiildmAnyseloviaean

1 o

WWUHUR : dnnsuseliuanudesasnalselevd Inen1sszyin ananalnsazlasulselevieslstng

]

wsalllesu uazaudsanonafasefeaalinsioslstng udy swinsdfienasziinguasse
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o v v YA

viornuidssiusiooiaaling 1wy Aniuundinuenansynunsxfieuisleotaaias fedudifeiis
dosrulasmsiimerunaiifiuszaunsaflunislimuinusuinlegiae wiefltninineriaransals
fMUsnwnld mniAedunneiiieadesiumsiselissysein lasesdudFuRnvoudosliane

17.3 wanA2NgRsIIN Justice) MsAnFeNngufIeg1udnsInlasiNsioeaalinTmnAueEs
gndios Tnefinisnszaneanudeuasraysyloviegravinioudiu

WU UR : INsARLareened19eRsTU (Selection of subjects)

17.4 M3inwIAUAUYetaaalas (Privacy and confidentiality) nsduiindeyadvsodlidl
identifier lagszyfsfenanasing

WWIUHUR : IMsinwanudulaznsinatedeyaveseranaiing

18. A1571917a1N15AL8UNU (Tabulation of research activities and timeline) 1auaidunisna

52y W U w.A. feieg19m191e

o aA. | we. |oa |wa | (e |we [we | Tu [ e | de | oo

N3UHUAIIUY

60 60 60 61 61 61 61 61 61 61 61 61
1. Weulps9519N5I98 | x X X X X X X X X X X X
2. LﬁU“i’J”e]%a X X X X X X X X X X X X
3, 3Lﬂ§’18ﬁs‘ﬁlaaﬁa X X X X X X X X X X X X
4.51997UANUNINLN | X X X X X X X X X X X X
AN 1
5, X X X X X X X X X X X X
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19.unasuuazsudssunu
19.1 urasuatuayunnsive (Sponsor)

Wnaamu

dnusvanU

O yugrruidevesuminerdedalng

O sslldguve

O fuveuén REREAPUNTORERIY

(TEUo e )
O yuddeanmiiesiuss O Ii5uoysdiuda
(TEUevveemmreeeeiinessese e )

O yusaush

* yaannlasunukave likuunangIunseulA Uy

19.2 yuUssunad (Budget)

UUIZU

JIUIUNY

PUINAIHDULNIU

@uupang seaulvy Pwaumiils 3ewinls wiuinls)

MNAANTERY (ALAUNIG ANARENS ANYINNN 91a®)

[

NUINPANATUN

Aasall (syte Ysunaild)

An....

I a 3 ay
FAIULUUEUNNEY

(91UUTTNFS09 JUUSTUNIULATINTIVY VBDINUITAWESLD UTENau)

20. BNE1581994

wnewe): wannslguenansonedeidulumuiinmuaanunamu w3e unndnendy

(Note: The style of references depends on source of funding or institutions)

(Signature).......cc.c........

ANB-UANA

) Wntilasan1939e (Principle investigator)

......... Jooooonrcoid e TU/ROUA (Date/Month/Year)
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AF 03-07 WUULEUBLATINITITELNBNITHITUIRIESITUNMTeTUaYed (adun1wdengy)

(Research Protocol for Ethical Review)

REC Research Protocol Submission Form

Silpakorn University

Instructions Please complete all items in this form and fill in the information in accordance
to your research proposal. Please do not delete any item, if any item does not apply to

your research, indicate as “not applicable.”

1. Protocol title

2. Principal investigator name

status O FACULLy MEMDET OF ..ot e

O other staff, specify position and organization
O student of

Level OBachelor program OMaster program Oboctoral program

Work address

Contact address

Telephone number (conveniently aCCeSSIDLE) ...

BTNl AT ESS: ettt ettt ettt et ettt et et e eeeee s

3. Co-investigator name

(List all co-investigators: name, status, work address, contact address, telephone
number, and e-mail address. If this is a thesis, list all advisor and co-advisor information).
3.1 CO-INVESTIGATOT NAMIE ...ttt a et s et senenee
status O Faculty member of

O other staff, specify position and organization
O student of

Level OBachelor program OMaster program Opboctoral program

Work address

Contact address

Telephone number (conveniently accessible)
E-MNAIl @AATESS: et
3.2 CO-INVESTIGATON NAMIE ..ttt ettt sen

status O Faculty member of

O other staff, specify position and organization
O student of
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Level OBachelor program OMaster program Oboctoral program
WOTK @AAIESS .ottt
CONTACT QAAIESS et
Telephone number (conveniently accessible) ...
E-mNaIL @AATESS: e
4. Source of funding
O Self-funding
O Applying for funding, please SPECITY ... e
@) Funding agency .....ccoeevevveeveninennne
@) Funding status.......cceevvviiecccee,
O * Receive funding
O Inside Silpakorn University, please specify funding agency .......ccccoecvvvuenee.
O outside Silpakorn University, please specify funding agency .......cccoceuueee.
O Budget amount (BANt) ..o

* Please provide grant approval document when available.

***All items below should be consistent with the submitted research protocol.***
Background and significance of the research

6. Research objectives

7. Research methodology

7.1 Type of research

[ Biomedical Research

[ Clinical Research

[ Social Behavioral Research

| Epidemiological Research

[ Other Research Category, please SPECify ...

7.2 Research design

| Descriptive study

[ Quasi - Experimental study

J Experimental study

[ Qualitative study

[ Action research/ Participatory action research

[ Pilot study

[ other, Please SPECIfY.....uccrieccreees
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7.3 Research population

7.4 Vulnerable subjects
[ vulnerable subjects
[ children [d mental disability
[ chronicillness [ others, please specified........ccoevirrrnierienee,
[ Non-vulnerable subjects

| Healthy volunteers
7.5 Eligibility criteria and subject allocation
7.5.1. INCLUSION CIILEIIA ...t
7.5.2. EXCLUSION CHEEIIA 1ttt
7.5.3. TermiNation CrItErIA ....c.ceueiiicieirice e
7.5.4. SUDJECT AllOCALION .vviiiiie e st
7.6 Sample size:
7.6.1 Sample size calculation: provide source of reference and calculation
FOrMULA (If USEA) v
7.6.2 Estimated number of sample SiZe ...
7.7 In case of subject withdrawal, describe procedures:
7.7.1 SUDJECT MANAZEMENT ..o
7.7.2 Data ManagemMENT ...ttt nes
7.7.3 SUDJECT replaCemMENT ... e
8. Research setting (sites or locations the research will be conducted)
O Single center, Please SPECITY ..o e
O Multicenter
@) Only in Thailand (specify the number and name of the study sites)
O List of site within Silpakorn University, please
SPECITY et
O List of site outside Silpakorn University, please specify..........ccoririeennen.
O Collaboration with overseas (specify the country, number and name
Of T SEUAY SIEES) v
OlList of site within Silpakorn University, please Specify.......ccveninienienn.
OlList of site outside Silpakorn University, please specify........c.cccvieerieunence
OlList of site outside Thailand, please SPECify ...,
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9. DUration Of the rESEAICH ...t
10. Research procedures
10.1 Recruitment Process

- Indicate site/location where potentials subjects will be identified and recruited.

- Describe the recruitment process (who will provide study information, how
potential subjects will be identified and recruited in details)

- Are there advertisements/materials that will be used to invited subjects? If any,
indicate and provide these documents for a review. In case subjects are
students or employees under influence of the investigator, advertisements
should be used to ensure their voluntary participation.

10.2 Informed consent process Describe how the process will be structured and
indicate the documents used.
10.2.1 Recruitment process

Describe Screening Process

10.2.2 Person(s) who will conduct informed consents (please check)
O principal investigator
@) co-investigator
O research assistant, please SPeCify.....coneeesene
O others, Please SPECITY ... s
10.2.3 Participant information sheet and informed consent form are written
separately
O Adult subject (age >18 years old) who can make his/her own decision
O Participant information sheet
O Informed consent form
O c¢hid subject between 13-17 years old
O Participant information sheet for a child and parent/guardian
O Informed consent form for a child and parent/guardian

Note: Child and parent/guardian sign together in the same document.
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O child subject between 7-12 years old
O Participant information sheet for parent/guardian
O Informed consent form for parent/guardian
O Assent form for a child
O chid subject less than 7 years old (parent/guardian read and sign on
behalf of the child).
O Participant information sheet for parent/guardian
O Informed consent form for parent/guardian
@) Subject unable to consent (e.g. mental illness, mentally ill
cognitively impaired)
@) Participant information sheet for parent/ guardian/ legally
authorized representation
O Informed consent form for parent/ guardian/ legally
authorized representation
10.2.4 Waiver of informed consent
O Waive informed consent process:

Specify the reason

O Waive written consent. (Provide both participant information sheet

and informed consent form, but a signature is not required).
Specify the reason

10.3 Research procedures Provide a detailed description of all research procedures,
including what an individual subject will do or what will be performed,

number of times, and the duration of an individual subject’s participation in
the study

10.4 Experimental process (if any)

-describe intervention program/ efficacy and safety assessment
-describe experimental group procedure
-describe control /comparison group procedure

10.5 Data collection process

-describe all data collection tools (case record form, questionnaires,

interview questions, telephone script, etc.) and their psychometric properties.
(Submit all data collection forms for review)
11. Outcomes measurement (if any)

Describe outcomes of the study in accordance with objectives of research
study and sample size calculation.
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12. Data analysis
Statistics or methods used for data anAlYSiS .........ccceoeeeevsroesieeseeereereeen

13. If there is speciment collection, specimen sent outside Silpakorn University

O No
O Yes
O Not applicable
14. Ethical Consideration
Describe how participants are treated according to principles of human research ethics. For
example, completely voluntary consent, no coercion or undue influence, speaking in a respectful
manner, measures used to protect subject’s right, methods to prevent adverse effects.
14.1  Describe reasons and necessity to conduct this research in human
14.2  Describe potential benefits to subjects from taking part in the research, benefits
to society or others and/or benefits to subjects after the study ends (if any)
14.3  Potential risks to subjects
14.3.1 Are there other research studies similar to this study? Any adverse
event(s) found in previous research studies? Describe details,
probability, and magnitude of adverse effects.
14.3.2 Describe measures to prevent and minimize adverse effects.
14.3.3 Indicate name of persons responsible for cost of care incurred in case
of adverse events related to the study.
14.3.4 Indicate name of contact persons or physician and 24 hour-telephone
number in case of adverse events related to the study.
14.3.5 For a clinical research, describe how the investigator informs physician or

physician in charge of care regarding patient’s participation in the study.
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14.4  Payment and reimbursement

O Payment for participation

14.5  Evidences or information (references) concerning safety and/or benefits for
subjects (provide a list of all references in proper format). .......c.ccooveviverirenninnce.
14.6  Measures to protect confidentiality and safeguard subject’s personal data
O Use of code instead of name/ individual identifiers in data record forms
O Data will be recorded as O photograph O video O audio
O None of data will be recorded as the above medias/forms
If the above methods of data record will be used, indicate individual who will

have access to the data, how long the data will be stored and how to destroy.

15. Expected Number of Publications and Tentative Titles

16. Documents submitted with the research submission form include:

O Research submission form: 1 original copy, 3 photocopies, and an electronic file

O Research protocol/proposal: 4 copies and an electronic file

@) Participant information sheet: 13 copies and an electronic file

O Informed consent form: 13 copies and an electronic file

@) Principal investigator’s curriculum vitae: 4 copies

O Letter of commitment for research conduct after REC approval: 1 original copy and
3 photocopies

O Data collection tools such as questionnaire, interview questions/guide, observation

forms /guide, etc.: 4 copies and an electronic file

O case report form or case record form: 4 copies

O Letter of request for permission for data collection from an authorized person at
the research site: 4 copies

OlLetter of request for permission to use patient’s medical record (if any research
data will be collected from medical records): 4 copies

O Proof of REC submission fee or proof of fee waiver: 1 original copy

O Advertisements/ materials for research study: 4 copies

O Materials given to subjects (e.g. brochure, booklet, CD, pictures), specify: 4 copies
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O In case of submission the research protocol for approval from the REC of research
setting, a certificate of approval, participant information sheet, and consent form from
such REC are required.

Orf principle investigator is a student, please submit the following:

- Document stated the result of thesis proposal defense from Faculty of Graduate
Studies (GR. 33): 4 copies
- Curriculum vitae of thesis major advisor: 4 copies
- Certificate of human subject protection training of the principle investigator: 4 copies
- Letter of request for permission for data collection from an authorized person
at the research site (GR.28): 4 copies
17. Contract

1. As the principle investigator and co-investigators of this research, | and research team
members, whose names and signatures appear on this document, will conduct the
research according to the research protocol approved by the REC-SU. | and research
team members will comply with principles of human research ethics in obtaining
consent with respect to the right and welfare of subjects as priority.

2. If research protocol amendment is needed, | will inform REC-SU and acquire
approval prior to continuation. If changes made to the study affect research
subjects, | will inform about the changes and re-consent the subjects.

3. I will report all adverse events/unexpected events that occur during the study
period to comply with REC regulations and time frame for notification. | will
provide assistance to the best of my ability.

4. | and research team members have knowledge and understanding in every step of
the proposed protocol and have ability in resolving or handling adverse events
that may occur during the study period

18. Acknowledged by
O Head of Department SIGNALUIE. .o

O Direct superior authorized personnel (et )
O Thesis major advisor Date...../ueerene. Y ST
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AF 03-08 f79819uUULkanIn15Inkeananauselawy (Disclosure of conflicts of interests)
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(Disclosure of conflicts of interests)

B GO/ TAUTBINU. e e e

“pneug « (NsEMJudn@ne) TnAnwssAUUTY .o AVPIY e
PG oo WNINgIReAaUINg

% 11

AUN 1 : NFNTTUWMAMU/AATUAYUNITITY uazRuABULNUEIdevanuazysiuide wiauns
53YIUURUNSU Tagaunsaidannaulduinndi 1 4o

uviamuIde/Fatluayuniside 14U | RuABUUNURIeNaNLAZEIFY | T1UIULEY
(Aanldunndn 1 4a) (um) (Hanldunndi 1 4a) (um)
O vugamuidevesumineds O 1isd
AAUINT (TE Yoo, )
O yuidennensu O Suifiousienasndas
G ) 1A5IN1537
O suidembenusy O Suwmndiesielasinisive
T VNS )
O yudush O Sunevunudndesiaiadas
HSun193de 1 Au
O 3uq
(AT )




ARIENTTUNTIIIESTINNTIRL Tuny e
awimerdedeing POPSUEC 2
unil 3 Mmsuimsdanislasansiselminduveiunisiiansan y
BT . Management of Initial Protocol Submission min e
poufi 2 :  doudllivinumeulunsdifilassnisideldFunisatiuayusulssunaainunaeu
AALNYY
a1eu | 919MT AL VAN HAUANINETINUS
(nsdlIuineginus)
19 Taily 19 Tailoy
21 | vunseauidnluaseuaiivesviiu lasu
nauszleviivosunasuainmaenvudidugls
VPR EVEHIM
22 | viudidumisuImsveaunamuainaiaienyui
Dudlinuidensoly
23 [ wduiivinwiduivinis Funisiu fu
e vieldudneatuayundniueiiofy
wanfusivosuvawuannaenvuiiugliy
Wensalyl
24 | vimudldmsnlufumsfuviesidruieadosin
mmwammawumﬂﬂmLaﬂﬁuumﬂwﬁ‘lwm%
mumaiﬁumalm nsdatie M3te Manie
nstunsSeu Msvindyn
25 | iulausunuigaulndnfnwisedulsyan
Joudin dndnwfine wmiilulaseasided
Iisunuanmaenuuiiduglinmiadenioll
AN ITevanLarEsITenaA
...................................................................................... AauKITeNEN
(v ) TORITHNANAIUTIN
TN e LT VIO LK
...................................................................................... AWK
(oot ) ForsuAdosussas
Fu o LT VIO LK T
s duInentinug
...................................................................................... AIUNUKAIUANINENTNUS
(s ) FORAIVANINTNUTAIVTI




AIZNITUNITIILFTTUNTITE sl ue
a o o SOP-SUEC 2
wIneasRalng
unil 3 MIUIMTINNSIAsIN1sAIde Inainduvesun1sRanTUn i 77
Buldnn.. Management of Initial Protocol Submission
AF 03-09

LBNETUUELTITIUN15IY
(Participant Information Sheet)
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a o A Y o a < &
5.1.1 Tasan1s39gluinidnsunsnansandunsausn
A v v a Yo a v
1) Weo i lasulasenisivy
o amzlyusuenans
e ATIVADUAIIUATUIIUTDILDNETT
o Ivisalasanis
o Juiinmeazidenlugiudeyanziloulasinisidy
o AdllavIyNITT WTANTATEUTINTENMIUTEYN wissralasansuas JulinUssyy
Tiinidensiu
19 v o = a awv 1% aov 1 v
2) 1397 FaeSeuagunalseiiulaseniside newenanslasiniside dalviun
AvBeavnyesatios 1 vinudu Primary Reviewer wioUseiiiulasin1sideluduilenn
WAZNITUIUNITIVY
3) Weglisivylasunisinseananduides usediulasanmside fleimagiansen
MansaUsziiulasindlanielyl
o WY ke sausaduldaunaiiivue veliwdadming aelu 2 Ju
o d' v a v o, ] A | A AV Yo v
s wevslaludsundasigerngduiiudusiely wazdsrutenansnlasuly
drdnnulaeiiunarautoyalasainidelusaninedidnnseiindviui
o MnUsziliuldlidldeIvynsIraeuielasin siITeuasdeiintilaTin1sive vin
ALY R R TUUsEluINaUsElevdviudeu (Conflict  of  Interest) iy
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Tasesnsidesenan iudadmfia uazdaenasiunduniely 2 Suiinig wioas
uAsuuasidormaduiiudusioly uazdsduenansiilasuliaandun Tnesu
wavautayalasinsidelusavunediannsetindviui
4) ;EL%&JWMWmaaaummmuﬁ’;waqLaﬂaﬂ31@3@ﬂ153%’8ﬁ1§1’%’umwwLmnsuaa
1AS9N1539Y
5) maenarsifdeuglasulinsudunieuvuussiiuildlinsedulassnnsidofiay
Usziiunseuseinnueslasiniside Tiudadudadia avelu 1 Jusinig iednd
LaﬂamﬁmLaﬂﬁgﬂé’muazmwé’w MtlnsAne3Tenednuerainagldunuudssdiu
1ASINTITEN9AATEA MUuUUNesy (AF 04-01) A1SHRNTEUNRSEEITUAITINEUWUY
159U LASULUUUSEEULASINISITENI9DS UETTULUULT AU AULUUNDIU (AF 04-
02) ASANYIMIEAUFIANAIERSIELAS ULUUUSZEULATINSINENAUFIALAIERS
AALUUNBSU (AF 04-03)
5.1.2 Tasams3selmifneiauadniansanuazdesnismsuilovidetuasiiuia
1) dletarynis denssunss Wsuueumnglissidunaudloviedetuaniuinoin

e

{3ds Bhavynism pyeaeuauasuiusesenansiassiléu Ussnause
n. nansaduneuwily
v, nilFeudman1TUsTiuIUIsesTIuN I lunyud NMenan1sUsE Y
A. onansatiuudlosastufindonunistuaseterniuvesise
3. wuuuseiiiu
2) MINBNENTMATIYNNTT W3on53uN157 AldFunounane Iasuliasudu  THuds
Wnthiin nelu 1 3uviins Wededaenansiisduliigniesuazasuiu
5.1.3 Tasans3seinnisinunisiansaniusssududdesndudesldfunisiiansan e
Uszdfiusiaiiies meazeatunaunisiuenaslhiduluniu sops unii 6
5.2 Uszifiunsiansaniieussidiulaseniside
5.2.1 ¥ANEIAYYBINITRITUNIBSITUNTI8T 3 Useiau fie
1. ndnanumsnluyana (Respect for Person)
2. vanAnuUselevu linedunsne (Beneficence)
3. ¥ANANNEFATITH (Justice)
1. vanAuAsWluyAAa (Respect for Person)
vinauewluyeaa Ao nisinswludndaiaanuduuywd (Respect for Human
Dignity) Falundndrdayvesniesssumsriideluay winiiduiiugiuvesuuma iR tHun
1.1 insnlunisveanudugenlagliveyasgunsuiuiarionanadasindulaagns
asz Usmannsvuy Jedunselidudnesneia (Respect for Free and Informed Consent uay

Respect to Autonomy of Decision Making)
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1.2 wnswlupnududiudivesenaiating (Respect for Privacy) nsiaswluming
udusvesonaatng vlnedaaouilunisvennuBuseuuasnistnusziinsiasenie nslid
theszyllendtin 1wy “addnlsaond” “addngiandin”

1.3 wsnlunisiiusneianuduvesteyadiudivetenaialing  (Respect  for
Confidentiality) fayamanduléun wuutufindeya (Case Report form) Tufiugau (Consent form)
nsUufinideansenin (Tape, Video and Photo) 1asn1ssnwnaduau wu T inulugiinaus
fo (Locked Cabinet) \ivlunonfiames (Computer) flswian1u (Password) Teyadwnaluswdld
Buannsednd (E-mail) Insvinlsidusia (Encrypted)

1.4 imslumnuiduggouses WU (Respect for Vulnerable Persons) 1w £
fiauunnsemnsaityymvisenedn gUielsaend (HIV/AIDS) fUhevanai (Comatose) HUae
N3 (Handicapped) tinlnw (Prisoners) tniseu 4a@n nfinwn (Students) 1113 (Soldiers) ﬂfjmuﬁ
Inaso1u19tee (Marginalized People) LU E:JGWEJW (Immigrants) snuﬂaq'uﬁaa (Ethnic Minority) na
Wesuumawensonguinsaume (Homosexuality) nguisizutsmsdsan (Socially Vulnerable)
Wi {lEUSNImamea (Sex Workers) Jiingnianin (Drug Addicts)

CIOMS Guideline 13 uag 14 szyimsviidelunduiifesfinguasuas Oustification) Fes
vosygnLardiaeduvesiunuiiveufengmneuasiinisvooymyanadiiue n1svindseludn
Liauasinistnuluaaudesadning enfueraadasintndnglasusslonilnensinde
namsitoaninUsslovidenguindmiaudug  wareylavlifauaiinluanudondndimndy
AR uEueey Wi Fearifiunsvenubugeumuderimuauiu

n1sliadudusaulaglasudoya Dunszurunmssudunnmisiasdeadousn  (nitial
Contact) wagnszurumsaaiesiunaenszeziansinuideussneudie 3 esduseneu Toun

« Information TitayansuiiuliUngs

« Comprehension #5utayainiuinlaeg e {UenIuuyaufaInTIvaey

asilavesiiilduidaliinsandueaadasiumside

. Voluntariness andulalaedasy (U1991N19398/00UM199n0911N19348) 1oy

U51A91nAN5YUsAU (Free of Coercion) M5¥ngeiiume (Undue Inducement) Uag

w3aNAAY (Unjustifiable Pressure)

wuuwasunsliauBueeulagldudeya (Informed Consent form 3e ICF) auysal
AesUsznousiy 2 @ leun

1) wnansdeyadiesuredimsugidisiulueiaiadaslun1side (Participant

Information Sheet)

2) LONATLENIAINEULBULLIFINNTTIVEY (Consent form)

AUZUINSAIDULDNETS

» Wassnuligndes demnudilaig daau

« et Ustlendu 9 nevinga

- Lulgémwinsivanis wazn1wsange
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 liliussloniuaninistady andvs $nge videliuselowhiAuly
- Wumsdoans 2 e uwanwdsudeyaseninagfidonarenaainsilisuidaliidis
Tun1933y
« Wunszuaumseeiilesuazeraiimsidsundaslsl (Reconsent) nasaszeznan
$luns3de
- 91999ANNBUNAILI17 (Verbal by action lngfiwianalninzay) ¥5onien1s
au (Written)
. 9n9veABULeNINeIEaliAs viEeunulasveusenguine (@1gsnn18 T
viegieglunneilifanuanunsavanudile viedndla)
- ndeyansuiiu reudnuynde avvaeuiteratadasndila
- lenanstegadmsudin 7-12 vau Wl sefimanzautuidin
- WharoanainsedrufismeiazUinuiunseuaiivieyaraduieunisdaduls
lnedasy
. thoranasins/funulneveusengmneliaunsasuiedould dostineuimny
nans (Impartial Witness) agsnemasniaiivenmiugon
« flVinnuBugon/nenu asnukaufidhenues (nsasunaliddywinnssuiuns)
- enansteyaunetaadiasly 1 yn
- idunluduseuunenanadiasly 1 4n
anastayarasuredmiuaaaiasgidnsaunside (Participant Information Sheet)
CIOMS Guideline 5 szydayaitsnuluenatsdeyan (Essential Information) 1éun
1. szy3ndulasenside
TQUsTaAn3onL e veINITiy
- menwiiagliuaglenanoaasinsazlfiumsdudnngudne hid
: %umaui%eﬁ’wLﬁumﬁ%’aﬁawﬁﬁ’ammmaﬁm
- nihil/uiiaveuvesenanasing
_Anudssnmsidefienaifetuiuetaadas

~N oA WN

Ustlepiionanadasenalasulagasamnlalasulsylevinesssyme  wazdselov
o 1 LA o ¢ 1
auq wu Uselevddediienedu Uselenineyuwy
ad [ S - = 1Y o < Y a v
- Bsfhwidumadondu malidisandueanadasluniside

oo

9. AnvalEnIliindunselagenaviuseiuiiin MseseyIdideuasatuayun1side
Jugsuinveuldane

10. AnAuUN1e Andenaasanuliazain liauie @3

1. aldseiionaatnsdesdtees @il wazaldaneniido/fatuayuniside
Suilaveu

12. psihrauenanadinsluniside wienisneudmeenainmsidelaeadasla

13. szymsiuinwaudusazveulwan1sinwauau lasaunsadndloyanudu
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14. msldeyalvailusenirsdniunsie
15. yaraflenanasinsazAnseuasSundaivn
16. mawm’?iEmmaummaﬁmaaﬂmﬂmﬁ%’a
17. svpznaiioraasiasidnsnlunsise
18. 91UIUBIAALAT

nsENLiuNIsYaANEULaY
CIOMS Guideline 4 s2ud1E33glaiasiidelaglilasu Informed Consent annenanadns
anLiudlasunsiiansuneayd®/5uses (Approval) 31NANENTINNIS waznsIsetuanundssll
Ay “Armidssiios (Minimal Risk)” n1sveanuBusenliannsaildlumaljsiidunnzqnidy
(Emergency, Impractical or Impossible) ANENTINNTT D19RATUNIENLTUTBYaUNEIUYTE
Favun a11eysfRlRlIs IR LBusenlan1ssutie (Consent by action) L9y N1smeULULADUA
Tnenguvdjsondndiay fRneanin fidssuumane fgnarazifiamame
ﬂﬂﬁﬁaﬁwuﬁuﬂiﬁaéﬂ’w (Mediical Records) wazf2aei19119%n M (Biological Specimens)
1514 Medical Records wae Biological Specimens a1nnnsTusnsiienside vy
W5.U. JUATLIMNYIFA 1051 9 AepsveauBuey uwilunsuiferavesniiunisveniny suey
DRIIYUAAUMARATUAITLALALLNTTUAITNANTUATETITUNTIE V@ Wuoyldd 1y N5l
fsolud
« 153983 Minimal Risk
. mi‘i{]’sﬁ?mwauﬁqmmﬁﬁﬁmmﬂ
« LuifinsarsazlindnsvseusslovivesUe
- Susarnazdnwanudusazaududiud
- M3veanuBusauliasavilalunsU iR

n15338luan1un1salgniadu (Research in Emergency Situations)

. mﬁ%’a‘lu;ﬁﬂaaﬁ”l,ﬂ,iaﬁﬁ,Jﬁa“lﬁmm@uaamiéﬁ’ wu Symitsanenazinle Wy
punaRlaisdnda (Dulsedaman nadidashldfdedioaninzmaniouazinladudy
dnuwazvasUszrnsiingldlunisdde Tuanunsoiduiiinmdnsvenudusesan
AunulagYauMIENg MY

- liflunulagyaumenguune wasn15ideldaunsasels (Delay) Wimsfinw
Iolaglasuniseud@annamenssumse wavlivennudusenaingte wiegunulag
yousenguueluviuivviale

i

B3N13

Y

« {338AITNeIeUnINGUUsEIINTNHWLALINIAzAAA13E (Condition) NE3Ides
AN in3mNTI9e YeauBugeuamthluvaengUligegluaniien awise
Tiaugugeuld

« ANMULELINDNWANTUINNASIAAINAZDU %38 Intervention wariSn15IILILADIl
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wisHaaNAs (Justified)
nsvaruBusanlagldsudeyaluaiaainsian (Assent of the child)
- /N1y 7 - 11031 18 U lviwe Assent “nseeumniu”
< = v ¥ o A ° U 2 £ 14 =
- Winey 7 - 12 U Wisllenansteyaatuniredmiunniaziinlala enadsunm
Usgneuradune
- lijunmsesasuuly Assent form vaadineae
< a ° ! = ¥ ¥ Aoy IS Y] [ o
- inagLiiy 12 - 18 Y Wildienansdeyaniiteanumilowndudmiugunasedla
Tngusuassnunlviaennaes
. nstueetguaAniazli Assent e1awansnsiuluusazaadu  enuindnng
Avuallunguuney
Kuandnuduyay
- sosszdinsziadufivewinnunmddudguaiUienunmdasidadisaunisive ez
Hureennlvinudugeumeauingdla wiamilougnuady
v @ vav vo = Y 1 oA a o awv
« {98 Informed Consent A3stdudlAsuN1sRUTULAEEAINIBE19FNEIUNTIRY
Jugilifianuduiusivenanadiag
n1sveaudugaslui (Reconsent) WiavaAMUBUBaNINLLAY (Additional Consent)
« segaliunTidelielinsiasuntadla o Naziinanenisindulaveseaiaiag
lun1sedlun1sidevisenaudioananmside Wy ddeyalvdifindy  In15n99
U0 LAY InsUfeuwuadisify va

2. vananUszlavil Linadunsng (Beneficence)
msUszfivanudes vieduasefionafinainniside 1dun
1) Sunsiesesnsnie (Physical Harm) safsmaideloniaiaslésunamnsgiu
2) SunsmeInla (Psychological Harm)
3) TUATILADADIULNHIAY LAZFIUENINTHEU (Social and Economic Harms)
4) JUATIYNNNYVNY 19U gRIUNY
nsUszdiunislinauuszlevid (Benefits)
1) Usglowiiginemidnsumsiselasulaense
2) ﬂiziwﬁﬁ@:ﬂaaﬂuﬁmﬂﬁ%’umﬂwamiﬁﬂ‘m
3) Uszlavilnenn1sinemansusodnu
1) Uselemisoyuvuiionanainser
m3slianuszled (Benefits) araluldinanaguuuu ldun
1) Uszlewainiesnanie (Physical Benefits) 1w o1msvaslsaday (Improvement of
Disease)
2) Usgleatin1anuidnla (Psychological Benefits) Laiu iﬁﬂﬁU’]B%ﬂﬁ]ﬁﬂﬂﬂﬂJVjﬂﬁ%iu’]u
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(Comfort from Suffering) iﬁﬂ’jﬂﬁﬁiwﬁ%uﬁluau’mm (Feeling of helping others in
the future)

3) Uszlevuneamuiesugiue (Economic Benefits) 191 lasURUBALIEINN1U15 I
1un1939% (Financial Benefits Related to Research Participation) Usslowidodld
ferndulurouunuetaaias  waluluuaweanaunts  Andsaininula
avaanau1e nsgadeeld vav

1) Uszlovisionamsinermans/dsau (Benefit to Science/Society) 1y ldaui
1lUlele (Generalizable Knowledge) 1$8ns7iTuszansawldlueunan (Effective
Interventions in the future) L‘Uﬁlsmuﬂaﬁ%ms%’ﬂmmmgm Mmlranaufinisiay
andn310M18 (Change in Practice Standards Decreasing Morbidity and Mortality)
Faduuselowisedinoneduy wasyuvuiioraatnser

FeiminszninsUsslevinasaanudes
1) {Aidsesannundeditiosiign
2) iingaselovinniign
nsRasanidl “anadestos (Minimal Risk)” Sfegnedsil

. MIFNTmAaeMNEETINe At uNToRniIdInIe

. Msiudegelaanie

- myindugs Fethwiing

. Msuieglagdndursemednmulsinaantes

- m3Uszdiufeatuimunis

- M39529519Mefduizund (Routine)

- Msdanamsnifafunginssulavuins vienswdsuwladauinis

- manwdenfissniufennvaeaidondiveslnyuieiinlaguamd

3. wAnANERASIIYH (ustice) n1shimuiusssudseiiugin
3.1 N15L@ene1a1adlns (Selection of Subjects)
- finauansAaiuazAneaNtALY
- luflon® (Selection Bias)
 lideniamzngusnegnaiivnite dadie auay grosnisdng
3.2 MydnenaadasidinguAne
« finsgudnguAne (Randomization) lsifieAd (Bias)
d5UuuIMUUR
1. fifodondoutoiausnsifofififugiunainermansgnies (Scientific Validity)
2. Tuszifpudsidenseisantunsidenouazaniunslng Auotaialas 1wy nN15RTI9AA
n0¢ (Screening) fidedndsudunaunssurunisvenuBusaunou léun filsvhmiilveanny
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fugen aoniiiazvemnudugen msliteyadesuiy “as nseaeunduidiaudilaogiuriass
noudeasde Tiandaaulalagdasy neuasuulviaudugey
3. \ilouansingideazsuftRnuvanadesssunsidulueu (Ethical Principles) {iduagdos
Wewiite “doNa1sunauatesssuniside  (Ethical Consideration)” lagdiAsigsimuman
Wossrumaideluau 3 do wiazdefidehegndlsmuiilsnanlilunumsufoathasduldun
- nanaMUAIIWluyAAa (Respect for Person)
TneszyhiinssuiunsvernuBugesangiidunguuszanadmnevesmside Tidhs
Duoanadasluniside
- nanmslilselewid Linaliindunsie (Beneficence/Non-maleficence)
Tneszyenaatasagldsulselovinioli Ustlovderls videuszlowidu q o1aiinn
desezlsdedoiaalins  §3duezifuinvinnuduvesenanataslneluuutuiindeyaaslais
I dentifier lagszyfafonanasing
« ANAINYASIITU (Justice) AvilinausinisAniiuazeendaay liead dn1snszany
Usglovtiuazanudesegasindioniulaeisnsdy
4. {Afoauemaununsiuiunside ddunounisveaestuoianadas nafudeya
IgAoInlun1vanIndaiauen1sidelasunisiiansaneudiviesusesain AnenssunsT Usedn
andunaiiae
5.2.2 AnaNUATNIY (Qualification of Investigators)
1. UsedRdiuduaznasuvestinddeivivationielu 3 U faansinduginiuiuas
Uszaunisalilemeiiazduiumsideld uazdivinenidenddnenslésuilneusy ICH-GCP
2. Msinsannsiianladiudeveainidodulasanside AugnIsun1sT e1aaniung
oedlnegwmilafefunmsiidlfdrudevesinidolunsdiiuineraiinansznudensdiiung
3 il

- iinddeszynisiidnladiudsainnsideliluenanstuaseranadng

- Wdnidesinilifdwlddudeiulaseniside Wuddndunislideyatuenaiadiag
LaLYaANNEUE N IUNNSIN5INIASINISIVEWNU
- Tunsainnisfiduladrudeunniiuninazeausuls Augnssunise a1alususeslu

(%
v av Yu A C- VY

Undegiuiidusaulunisaiiiunisideseld lagviduiindelimuuazgdefudyyves

Y
o
v a Y 2/

UnIdeRiiu neuszuvsnalidaau

Y
=1

5.2.3 521 08U35N15798
52108UN15398 (Research Methodology) #a15841310
VANkAZIANA UYL
2. dogusvad
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0 o N o

AU T ANT8IN1500NLUUNNTITEluT e st auiEn1eEdd (sauamsAiuasiua
Uszansiidnw) wazdneamlunmsmieasuiviinuiulaglisznnsdnnuidesiian
nain1sAninetanading (inclusion  Criteria)  lagRansaneranadnslunguieoudoy
ANNansalunsandulanignules (Vulnerable Subject) 930l
\nauTINsAneana@@ias (Exclusion Criteria)
wigrakazaMumnzadlunsldnguUseuiisy
\nTINSAReIE@1@NATEENANLATINITIYERBUMUUA (Volunteer Withdrawal Criteria)
inarinisdudateyilasainisiderionn (Study Termination Criteria)

nszUINMTITY Baiudeyauaziaiesiienlilunmside
arudsuasanuliazanauisfiniaiasietusasnayselevifinnieranadag gumw/
Finneglduannsisedsanunsavsl@ilu 3 Yssian dall

10.1 faudesdos Ao anudseiliuinninmAntuludinses1Yuvesenanaiag
(Minimal Risk)

10.2 fnudsannnninanudsstios unaadussleviseoraaiasiaonse (Greater than
Minimal Risk with Direct Benefit to Volunteer)

10.3 flarudssnnnianudssdos warmaitldfivseleviseoaainslaenss wionadu
Uselavumadenunsadiusiy (Greater than Minimal Risk with No Direct Benefit to
Volunteer but Likely to Yield Generalizable Knowledge)

11. ﬂizﬁw%mwmaﬁzwLLaﬁ%msﬁﬂﬁU@LLa LAYHTIFOUNITANTUNITIVY

5.2.4 MsAuAsasguanaatnsiidiiulasinisIde
N13ANATRIALARNENENAT (Human Volunteer Protection) #31541310
AnunzauiuRENTRkaUsraunsalvestinideselasinsisefiiaue
marafidemvgaviesalinmsnniiuinasgiunieiaains iloUsslovinasnadugnsves
nMeviade desdummraiuangauLazdaau
AunFerlunisguasunsunmg wagmstismaesuinlauieaadag
FupeulunssAunsmenaadasmawnuiiseanatasvenausiserinuiunive
NaATtUN15VE18NSLERENTUIITE ven5ldnsdianiu (Emergency Use) #389n135U331A
(Compassionate Use)
ASLEnmgUsEIdnIaumiUssasauasivaseraaias welimsiuanudululunis
79y lngveauduyaulNeI@@tAINoU
SreandunigIfuLEuNSIaNanSueiTiAnw e liuAtaainsnend waSaaunsIae
eazdunAEwayNsnTIaNTdeduY enaatesdesine
ARBULLLAZATRLELAEEaTAS (Wy By n1sliusnng viedwes)
. msawe/m3sne Tunsdilindunsie/anufinis/msmeveseaiadag suiownanms
W9 mnnsAnE3Te MIdansifeatunsUssfulassTaEAUEBE MMISNYIALEY
YDIDNEALAT
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11. 9aziBenvasyanaiiannsadidedoyadiuyanaveseoraatag sausaudlulse Tiuas
ABE9EINTIT
12. 1193n15lunssneAnudu wasanulaendsvestoyadiuynnaratelaaling
5.2.5 N32UUNNTVANNBUBaNITNTINLATINITITY
N13NANTAUINTTUIUNITVBAINEUBENLY19IUN153Y (Informed Consent Process)
W59

¥
a

1. dayaiizdostluonanstiuasunionanasing uasviisdouanaanuiBusau fail
1.1 wpauazanudduiiosdosinfiunside
1.2 winafiBgraudisumside
1.3 szazanfidendifiunisife dsiuiueraaiastomueiivssaiunigld
eanduatuneusinag lunmsidefienanatasasdosfiavieldsunisufon
1.4 wndinetuneuiidunisinwnervianulnfsandie awfosudslidaiaudn
Fupoulafunsifousstuneulaidunsinumeuianiuund
1.5 wminfinsldemaendadSouaionoramatnsildfunssnuneuialag avdes
wiahlonmanoanadinsagldzuemasnifudadauminle iuiuraieiildluns
Y
1.6 mnuidssriesunenienuiliguauisiionsagldiuanmadninise
1.7 Uselewifenainaglésuannmside vausslenlnonswoaaadinsuazusslovd
ARAIUTIY
1.8 mnidendumnlaiitriunside
1.9 nmsuntesteyadiureteaiadas lngazliiUamesdoansisasilusieynna
Tngnlunssenusamsideazidudeyalassin urdoyavesoraatnseziiu
F8YAAS 913ANTYARAUNNGILTINIATIRaaUld Wy Jlinuide an1dunie
psAnvesisRimiinTvaeuAngnITuN1S s
1.10 winiiawnnisaliiaunfAnesnsnieuazinlavaseraaiasszndnaniside g
gradunamnanmsidngauide onaadasazdedsdiinidensiuleeiss
o anwildnse vansiavinsdninezindeldnasn 24 4alus Aszyliluenans
Fuasenanaiing
1.11 mnfawmanisalliiieslszasd enanadinslasuuinidu/idulieainniside
p1aainsazlasunisuimednsls wu nislasunsshwineuialaslide e
Aldane nslasurgawemniiniswsaidedin Wusuy
1.12 Ameuunuiiagliuiloinsiulasens
1.13 alddefienanatinsdesiuinvoulusznininisdrinlasenside wu awee
s fiRmsfidudunounissnymenuianaun
1.14 ynifeyaiufusisiulssloniuasinuiiAsadosiunside dnifededdl
n31vegTIATIlagldUad
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o A

uilelaflolaglidoadslingiu uag

o

y azlddnansenunensiasunIanIs

1.15 eranasiasilansneusieonainlazenig
NSNS 808 UFIBBNIINLATINTS
Wnsuusnssnunitazlasu

1.16 mnmsiaglaiinislinguauau emsidoudnadanasiiselovinfialdzuan
ndelagnseriangunaast UnITeassesniiiunisiinguniuaulasulsylew

1
7

UL
1.17 winonanadaslésunsufialinsenuiissylfluienanstua viedidiny
Aefuasesssun1sive aunsafnrefuanznIsuns da1vuidonaswaun
WINeseRaUINg IenuensysrTiaunduns el 6 auusisussalu
FuanszUguangd nawdlosuasusy Jandnauasusy 73000 Ins 0 3425 5808
2. nsd@ifienuniodsudunisveninudusaudledinisdu wnunisasuialuenans
(Waiver or Alteration of Consent)
2.1 MsveAudugeaumglagldinisdenanauanurdusemduarsdnualdnys
annsavilalunsaiasiolld
« mseiifunsdunival 1999 Tnsanznsiseluideiisouln Eose
nmadededemieldfulnunanguing viesduaudesnisvesenaading
wanlidesmsasaeietelfidundngu augnssuniss wWivienaadasay
14unsundesdniuaziinnulasndeninliasaneiiofelunisdaianun
Suaun Wesan nmsawnaluenarsazfundngrududuludsiayanald
adslsfmuinidededimesunsuaslfionansiuadasimsuiotanasinsgae
2.2 MsenunsvenuBugeunoudnsINN IS Tdnn T SeRtdnuassal
. MFISeRfimudssh ddeliAnsunsereetaatasuinluniininudes
SunseluTInusedTu w3eaudsdduniIngiasiinieg MIAsIaINININNT
WionsnsaiionsShwaulni
- MskivennuduaunaudITINATISgarlinsENURedNSLaTaTaR N TNVBS
D1ANENAT
« lWanunsavimsidela mnldeugmlvisanisvenisdouansanuiguyau
Wuanednwalsnws
3. 152UAUMS (Process) Tidasdidaientasiuntsdonansanuidusous
3.1 wilsdeuansanuidusen funiveavihluldasdedldsuanudiureunasduses
TAgAtENTTUNITY dﬁﬁ%yjaﬁmuﬁau T¥nrurfidazaaouazidilodie Afns
Useiiutorny “3usadlaganuenssunisasesssun1sideluuyed uniinenay
Aavns Suieuliisuses”
32 UnisvazdesdiviidesansanuiBugens Aidennuegiaioiiu asesilede
wazFuiideudesuneraadasiiusnwly 1 atu wazdndse 1 adu nasanis
sidunuisouasndeduannsifoud laitiosndn 3 ¥
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3.3 inidsazannsadiiunuideldreiiieamarinslisudeyaiiientostunuide
AsuMUlpgNITeULaEUINwIMS o UL NaTASe
5.2.6 nﬁiﬂﬂﬁ’a%'agamadquimaauﬂﬂLwﬂLﬁaéuqﬂmﬁé’a
AuzN3an15Y azpauiulsiduiunisldlunsddelud
1. msUadsteyauisduiinnudniulunssuiunside duuduagldannsn
usTaingUsrasdvein1TIdeld warnistadadoyaursdrudulaildviuiie
doalilinTiidy
2. mstUadadoyavsdlsinelhiAndunesoeaainsunnlunitainudes
dun 18 lUEINUsE I TUNTEdUNTIHIINNITATIVINNIY NITATITNIAITUTO
mMsnsIRLiesnwINLUNG
3. dnideiimariouiitsudweyaiitatiliuiomalinailodugansife
5.3 N15WANTaUszEiulATINIGIY
1. Tassmsideildfumssniiunisiiansanvedusesduaiesssunsidelusmwe (Exemption
review)
Tassmsifeilifianmdss (No Risk) neithlassnmsideluauilidesufoaludowiwelud
- liswHusomemuBusenaneiaaiing Mituegiugaeitavesiindde
- lLidnfudesdinmsfanalasansided fanmsusulassnside (Protocol Amendment)
wazmsAnmamnnsallifisiszasd esanifulassnsidefiinnandessiiun
1.1 dnwarmeidenldiumssniunsfinnsanvesusesnuaiesssunmsideluuyud
1.1.1 Ms3demesunisiin fgsd
- maeunsdeumuundfiduinasgiu 193 lunsEuIuMaSeunsaou
AUUNA
- MsUszliulsednsnnuaz/vieeuiisuveanailanisaou nangns
Bsudmsiansduiiou uazmsuseAuaaniwnsfinw
- NAN1INAABUNIINITANY (N13UTEITUANS N1T3ATIsndyn 1nad
NadNEN1eN13ANE) F3nsd11a Annsdunieal viensdanangfngsy
Tulansnsass Jedeyadenanliannsadenlesdadvostoyald
1.1.2 maseildisnsuseiiusiu Cognitive, Diagnostic, Attitude, Achievement
Test Adndunislagitnisdisia Bmsdunisal vionsdunanginssalud
15150 (Observation  of Public  Behavion dstayadanailsiaunsa
Foulosdadmesdoyals uazhifiadeyanalunianunmuaznmdnwainis
FipumsinsnuaniuammanisiunieriliiAnnnudesiiazsinlign
WosSaarfiumnaungmuneg
1.1.3 mAdeiduiunslagisnisfinu naaeu vieUssliuanmheuviesidns
TuAusEUUNY SEUUNMSIAUINIG AMNIN N1TUSISINNTS Y3BN1IATIAEBY
Fadoald¥uouifarnnitsaunIessdns ieWauiszuuaiu ulgute
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gnsmans vseamun nnsUjiRaulumhenuniossdnsuuy laglinsenuse
Toyadiuyanauazlitasongming
1.1.4 A15I98MNLIUBINUNTUSLAUANUNIND LILAL TLAUAUNNUDITAT IR LAY

q
1aa

21115N1588UT U UTLNA ImaﬁmmiﬁjuéfaﬂmmLﬁ]aﬂuuaﬂmuamﬂ
555u18 wararsemisluszduilddunsie viearsiadiiiesainnis
NATNTTN wardaindoutesnituTuaividdunsieniuinudives
AUNNUAMENITUNITD M THALE
1.1.5 MmeddefiAuvteyaangudeyaiiUnneseansisumy ﬁgﬂugmwmaﬂmi a4
dam319m19ne133nen n1sldideusnldandensirnazimizidsalily
vosufvAnsduareiugly TneiismsiAvdeyaiiliamnsadenlosda
Wvestoyald
1.1.6 NM9398lu Commercial Cell Line Tuvasufufinig
1.1.7 msidelulassnszgniluiignoeund uazemeransdlngidoslésuaygynain
mem Tnedoyaliaunsadenlosdadvestoyald
1.1.8 Mmaideansiudeou avaindl Welsauardatng Alildnszshlneasefuayud
WU MsemanUSinaastudeulufiunieth msesiamidelsaluems
Jusu
1.1.9 meideiifgadesfunsmageununmysssasRemsuaznissensures
Nuﬂﬂﬂ (Taste and Food Evaluation and Acceptance Study) Tnefienms
ﬁumaﬂmmmL%Uuuaﬂmuamﬂﬁﬁmm warownsiuslanafiansenis
seduitliifudunse
1.2 Aspriunssdunisinnsaniasnsdseildsunmsenunmsfiansanvesusesdiny
938555UMTI8luNyYd (Exemption review)

1. ¥ty Sulasensidedidnideusuiiudesiuindulasmnisdszan
Exemption review anuuuuUssduslosiu LAZATIVADUANLATUNIUANYTOIVRY
LONATUALOONTHALATINIG

2. mihiln deenanslasensliisesiun wiegiusgsiun veununelifiansan
Tasamsindrtnglasunmsendunisiiansansusesauiidnualily sop wiels
mndngliduiinanudiumanaiididisasduiuudsediu winldidiieli
ANIUNITAIIUNTZUIUNITANTUNITIATINITUTZLAN Expedited  review %30
Full-board review ol

3. Wvthitn davhasmunsudananisiionsan seywmaeaiidiigldsuniseniunis
NI1TAUNTUTON UaZINYILENAITTUTOINITIASUNITINLIUNITRAITANLATINTINE
(Certificate of Exemption: COE) LauaUses1u aqudl
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4. uthitn deannunsudeanisiiansanuay COE imiilasinsisy wmndu
Tnsensisovesindnuiliindunanuuisndmasiuiadiun COE  deludy
913ENUS N

5. Wnihiin Sufindeyaussiannisiionsan gRansan Juiiiarsan wanisiiarsan
Fuiliusza siaenansusedlasenis (COE) Yudisuses lugrudeyanzien
1A59N5398

6. mthilm thedelassnsildfuniseniunisiiansanus selusedeunnsens
Uszapnseil 5.1 Wileudsliiiussyumstu

7. Wantihfie daiuenanslasenisideduatundeudiunannuoudang @11
enas3UsedlasINsIse (COE) waglenasduy Fusddunusialasinsise

8. Wninfia andunisviiatsesaslasenisitentendinisiasunissuses 3 I
gnLIudun COE

2. Iseam it fifdnuarsunsinnsanuuuLsasau (Expedited review)
Julasenisidedifinnnudsatios (Minimal Risk) anude1uves Food and Drug
Administration: (FDA) ag Department of Health and Human Service: (DHHS) ¥894
anfgeluint AemsideldneliAndunsisdeeraraiasinnlunitanundssdunsiely
FAnszdniu vidommidsdunsmsaiane minmamsdaniemsanaiiednunuung

2.1 dnwarmsidefildfunsinsanwuuisiusustessaunmsideluigud
2.1.1 mideildlinsfnwinanienddn viensidesenismaassmiendin
(Clinical trial/Clinical intervention)

212 mfedudodldvlifidiunsifeianudesiazgndiduaiag
ngvane Wy 1uddnenandn 1Judu visenafinanudemededidisiuniside vilsden
Fedeidosnienisiu mnutfuniiiiion (Reputation) 3eaauainmisdsny silignuansen
induaifinsnudeaiazdineuduwazainududiugda (nvasion of Privacy and
Breach of Confidentiality) ¥04lU1331M5738

2.1.3 feadunsitefifieniuidesh Fsmsidnuneiwielud

1. MAAdefTimaAudenandidnsiunside
- mawdennuansin vieduity/Aslunsdfidudinman vie nisae
Fondifidn9aun1aide (in/dlug) Aildmdndardesnd 50 nn. Vsinandesiiianzayliiiu

| Y

3 4@, ARUNMUNGR 1 NN, kazduuAsIaEliussnndUnvias 2 AT
& Ay v av & A < A 1 a
- M5LEFeA LTI T3 g Ingyidava nudauss uasdlaans
fmassa Avundndqlddaenia 50 nn. AENSRIZANNKARALERANNEILUANY TaeUSuNaLAaan7
WIzazlUAY 550 Y. kazduuATazliussnIndUnvias 2 AS

1%
' o 1

2. NI MNUFIREIMITInNIeITalae 3Tl nas19n1e Tnedoyalyl
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Y - VUt Annaaisedatuane
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- Aandunsedulaglidslay

- Aufluiusiivaamasssued viefidewnousenilesnwinadulie

- \Auluwineuseniitesnmnisidutag

- Authanelaglildansnseduvieldvie uusnisnseduiuondonis
WAemnneds Gis vidensauzuaienns

- Lﬁm}mé’ﬁﬁqqﬁm%mefiauu%aiwdwmiﬂaam

- uasuiuvsefiuyulaensyuiunisyailulnfvesiunnssy

- Auwadydeilenvideiomidslasnisyn (Buccal Scraping) Wialdn
(Swab) wipthutn fidedllddinengsngt 1 Wou uiaunslag
nszdfudenarudesaroaniiinde (Saline Mist Nebulization)

2.1.4 mieiimaiudeyalaelfindosdie Tagligndrsname laildeaau wians
ylaavlunisnsaiiu sz lunrfofuasnisldgunsaiunmddeudfzeuooudn
sniuaiesilefiAgidestu xray uaz microwave Tnedeyalianusadoulosfadivesdoya
¥ wosnduismsildlumsnsafionsinvaasnesgiueiesdiedy Huedesilefildsunis
Susorinduedosdionsnisunnduasdisivunienusiosnain (Approved For Marketing) il
Anudnwawiolull

1. iueseslenlingaindiiamds vieegrisansrsmevesignnsa

2. 1 unsesraiannulalunisdusa (Sensory Acuity)

3. N15A32I9A1838 Magnetic Resonance Imaging laglulya1sdnwan
Gadolinium

a. ﬂﬁimwimﬂ‘i%ﬂﬂwialﬂﬁﬁa Electrocardiography, Echocardiography,
Doppler Blood Flow, Ultrasonography, Diagnostic Infrared Imaging,
Electroencephalography, Electroretinography, Detection Of Naturally
Occurring Radioactivity

5. N19ATIRaussanInsanielaealy iy Muscular Strength  Testing,
Body Composition Assessment, Flexibility Testing ﬁmmzauﬁumqﬁmﬁmmz
aunm nluvesignasie

2.1.5 mAAdeAvdoyaansenusineg viiensiadedisdinsiadisloguds a1n

adsilaFunmafuliifensnsatnvmuunailsientside

2.1.6 NM93%efivinludsdngia (Specimens)  Tndea1nn1505I9nUNARS 0

MATeTHuNsIUTeINANENTINNST Wi Tnedeyalianansadenlosdaivesdeyals

2.1.7 mAdeRAudeyannmstuiinidesdonmlngnisaneainndesde Video

ndes Digital Inedeyaliiannsadenlosfadwosdoyald
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2.1.8 meifodunsdunanginssy viensdunivalnguyana gl
nansenusioyana dswandey wardenu LiviliiAnnsidendsnwdnval msdndudin ms
MU @¥@hinig Asugng i’Jﬁ,ﬁ;l’j\‘iﬂ’NﬂJLﬁ&ﬂ%ﬂﬂﬂ{]%mﬁﬂﬁgagﬂﬁﬂLﬁﬂﬁﬁ@l’]mﬂgﬁfimw

Msnsafiogisdimsale fedlilinisnsrameiugmansduamnsaidenlosie
Hurdwesteyaniedsdwmsald Meinsussdufinsunlasms axddefmdndsd

1. dndmvasnnudesiodunefioraaniatudedidiiiunisite fanududtulsslovd
duitavgldsuanmsidy

2. UL MAsvodunefienanintuliinntesdide

3. fawmsnislunisteanuuasuilunadiufssduliisUssasdnsonl Jognununzauvsaly

a. FfPuioragnwmiafisiadosnniinuiiendesiugidrsinnside (Secondary Subject)
v3ely

2.2 nszvrumsidunisfiansanlasinsisenldsunmsiionsauuusnSifuaiessu
nydelunywd
1. Wmihiln fulassmsideuaznvaoummasuiuauysaivosenaisuazeensia
1A5aMs
2. Wwihiin deenanslassnisliiaviynise efansanindulassimsuszianle win
Julpssnsusznmsamiuauiynis ssdnenaistasinisuineniuusesiug aneluian 3 fwinis
\iefvunde Expedited  Reviewer 2 %inu Wuffinrsanldainuiu madulasanis
Useian Full-Board  review Midntllun1smiunseuiun1saniiunisiasanisuseian Full-Board
review sialy
3. Wmihifie daviuuuyseidiulasinisise wieunuuienaisinsinisive ddld
Expedited Reviewer 2 ¥ anglu 1 5u vidainJuiildtvunde Expedited Reviewer
4. n35uM37 Jlesuteunneiinrsanlianumiulusuudszfiulasiniside wasdandu
sanduides aelu 1 &Uan
4.1 Han13NIUIlATINITUTZIANLIIAIU (Expedited review) il 3 Uszlan Ae
- JUTRY
- susedlundnnistaoudlufisifudeiausuuy
- §elaifuses auntaglduflovdetuanfnfumudaiauauuzuasindiiussgudnads
yANsIINST gRasanuiddldauaslinisiuses viensdinssunse 2 iuflanmdiud
s Wayns/d e ussgdnsslssaumsed 5.2 lunisussguadedaly
- nyIuMms videdvisanad Wiueuis 2 Au larynns lauenaiinsalifulsysue
WleagUnafiansan
- n3suns videdmssnand lldfiuseu W 2 au aeiyns lauerainnsanliiy
Usze1u Lﬁ'aaqﬂwaﬁmmw
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- NIIUNNTY MIOEVISIAANA LuALsIATNTA WUl Full-board W 2 Ay LAIUNIT
iawenafiansanliiulsesus WeliRarsan wuu Fullboard dely

5. @mtidia sdumsudeanisiansan (issazdenun 6)

6. Limihil Tuiindeyauazdaifiuienans (MineaziBeaun 10)

3. Tasesn9deifianwar Sunisiansanuuudiugn (Full-Board review)
v aa

a o

Tasensideiifinnmidssannnitanuidesiios (Greater than Minimal Risk) Aoy
Tasensideiilidneglulssianenaundesies 1Wulassnsiifinnududeunsonsevihiugseuses
Aanuansalunsdnduladmionuies (Vulnerable  Subject)  dnldusosordeminudniiy
IINAULNIIUNIT

3.1 dnwamdeldfuiunsinsanuuudayaiuaiesssunsidsluayed
3.1.1 mAdefinsAnumanisadin viensidesenisaasamnanddn (Clinical
trial/Clinical Intervention)
3.1.2 MATeRldIEnsln ASmsiliuni/niesilegunsaimensunnduuuln/
W3RN 18
3.1.3 maiduildlinsidefiveniseniiunisfiansanaiosssunsidelunywd
(Exernption  review) waglasin53efifidnuarsun1sinsuwuUTInG,
(Expedited review)
3.1.4 MmAdeiivieaes iieriuteyalunguiusizuns (Vulnerable Groups)
3.2 nszuuMIAlumsfinnsanlassnAdenfidnvas Sunsiinsauuuuiuyadu
533U I8 TNy W
3.2.1 Wmdhiin fulasssiteuasasieseunuasuiuaLysaiveaenasuay
PONTAALATING
3.2.2 Wwhitn dausdsuenanslassmaiiniivsza iednussiavnlasanisided
[ inensiansanuuuATUBAYsYYN wazimunde Primary Reviewer 2
viru WudRansaunldanuiu Tnedug@idainuinnudiugluidesd
IRRERTY
3.2.3 Wmihilv daviuuudseiiulaseinside nouuuuienaslassnsiseddi
nssums anelu 1 fu vdsnuiiinisuszyu

[y

3.2.4 n53UM5 Jesuneumng fnnsaiinnudulunuulssfiulasiniside

v

3.2.5 N6 Primary Reviewer #iftansanlassnisvinulaldanunsaitnsudszyula

9
[y

Tnssun1ss vududauuussidiulassnisnduandeanituiden deutu
Uszyuaramiin 2 Ju eliidming damTeuanuiuiiiedndslim
Usggamsunsedl 5.7 wagnsdlil Pimary Reviewer laiifnsmnseusi 2
i Usgsun asdugiiauenanisiiansan
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6. iuﬂﬁﬂizsqmLﬁaﬂmmﬂﬂiamﬁ%’a U3e51u mnaa‘uaaﬁﬂazﬁmﬁamumuﬁmumﬁq
WUansuseu
7. AouFufiansanlasanis Uses1un vielaviynis desaeuaiuizes Conflict of Interest
Tufivsssudennads nadifinssuniss & Conflict of Interest nssunTs vhutudesoonanituszey
Tuthansfiorsanlulassnsitisades sniiunsdfinaznssuniss dosnsasunuseazidenves
Tasan193¥e n3sun1s vihuduansneglufivszauiionoudednomuarlieanainiiussgailod
Useuasuf
8. Primary Reviewer fild§utaunngliiiarsanlasinis 2 v dnaveanumiulaevinud 1
thiaueeaziBeauasdolausuurlunsudly wagnssunism viud 2 duausdeiausuuzlunisudly
s nssunse Tufiussyunansaudndiu
9. lunsdliifiesnsvedeyaifisiuaniinids angnssunise ausaidyinideutnasedune
Igluiusy
10. Tumsasffisnsalassnsideidoufin fad
10.1 finssunss fudrsuuseuegnation 5 viw fawamdauaziname
10.2 fn33un159 nyararill egtdey 1 v
10.3 §N35UN15° NYARANIEUDN B89 1 YU
10.4 n35uns™ SAvdoonidedld Ao nssunise feglufiuseyuwiniy
10.5 lasanidsaglddumsinsaniusonilondiduionduy viemnaudaivlal
Hutendust desiliFesunnnitfmilsvenssunisy fidhussauatuayuuas
JEUMAHALUTINUNNTU TSN
1. gansfinsanainfivssguanenssunse wadu 5 Yssion il
- szl 1 fuses wiuveulimimsidels
- Uspunmidl 2 Susedlaeiifouly Wuveulihmaidelimdsuusemuiiauoius
- dspuowiit 3 Usuulaudnindrfionsanln Tudulsnudetaueiuzudnind finnsandn
adilufiuse
- Uszuomil 4 laifuses lidiuveu
- Yszuandl 5 nounsiusesian
12. Usg51u a@mﬁﬁﬂwsqu Pouugailunsudly msvszifiuauidss waznisinaiumna
QUFZRIAN ISR
13, Wmihiin dudunisudanansfiansan (faseazdenun 6 )
14. Wwihiin Suiindeyauazdmfiuienans (fsseazideaum 9)
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6. ALY
ANFNA AUNUNY
1A59N15338 lasan5Idlunyue
ASUNNS N35UMIAMENTIUNITITEEITUNTIAE UL LY
HNTIN0LA HLevg e

Enunaulasanis

(Primary Reviewer)

N35UN1TY WSBENTIAUAN AT VLR UNINEAINUTEe L Tinuniu
1a59n 5398 unywe

Privacy

fyana anududiudy avdduyana wgRnssudwi wgRnssuunle

Confidentiality

Jutsnssnwenuduvesieyadiudivateraainsiiedesiuiide

Heunay LUT1wUN

varaildansaundessaedlsegraudun liamnsavhanudiladudeya
WNeatumsIdeilasu liawunsodndulalalaedase
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7. 1ANEA1TD1939

7.1 ICH Harmonised Tripartite Guideline. Guideline for Good Clinical Practice E6(R2).
Current Step 5 version dated 14 June 2017
7.2 WINNI3E5IINAIVINITEluAULen® vusuasesssunTIvsluauluyssmalne w.e.

2550

7.3 CIOMS International Ethical Guidelines for Biomedical Research Involving Human




AMIZNITUNITIIEFTIUNTITE TUaIyue

a o o SOP-SUEC 4
UnIINY[gFAaUINg

undl 4 NFTUIUNISRAITUINBUSLLAULASINFIVY Y
%11 138

(V) T Review Process

Subjects 20016.
7.4 World Medical Association. Declaration of Helsinki 2013.
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7. 1@NA1T2149D9

7.1 WHO. Standards and operational guidance for ethics review of health-related

research with human participants. Geneva: WHO Press, 2011.

7.2 ICH Harmonised Tripartite Guideline. Guideline for Good Clinical Practice E6(R2).

Current Step 5 version dated 14 June 2017
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Silpakorn University

This document is to certify that
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SUb-INVEStigator(s):l........ccoooiviveieeeeeeeeee e Affiliation .........cocoooooooieeee
2 s Affiliation ..o

DOCUMENT ACCEPTANCE: ..ottt bbbt bbb se bbb e s esese e
1. Submission form version .................... date .
2. Study protocol version .................... date .o
3. Participant information sheet version ........... date .,
4. Informed consent form version ..........cccc........ date .,
5. Clinical record form version .........ccccccceeeeininenes date .,
6. CUITICULUM VITAE 1ottt

have been reviewed by the Research Ethics Committee is in full compliance with the
Declaration of Helsinki and the International Conference on Harmonization in Good Clinical

Practice (ICH-GCP) Guidelines. Please submit the progress report every.....months.

Chairman of Research Ethics Committee,

Research and Development Institute Silpakorn University

Research and Development Institute

Silpakorn University

6 Rachamankha Road, Phra Pathom Chedi Sub-district,
Muang District, Nakhon Pathom 73000

(Tel) 0-3425-5808 (Fax) : 0-3425-5808

email : research.instb4@gmail.com
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1.182filAsan13 REC: 2. %aﬁ%ﬁ'mmmﬂqmm
(Investigator’s name & Department):
3 §9lA59n15 (Protocol 4. savfionanasing (Subject No):
Title): 5. amuﬁtﬁﬂmqmsﬁﬁ (Site of SAE):
O T aouiivhnsd¥e (nternal)
O won anfivhnsid External... ...
6. ssywmnn1sal (List of SAE):
7. Suiliiawanisel 8. Juiiseu (Date of
(Date of Occurrence): Report):
9. %AV ITIYIU
O senundusn (initial report) O swaufinny (follow up report) AT
10. wan1saifreusevsaly ? (Is adverse 11. wgnisalliifelszasdilinnadnuinay
event serious?) y58lal ? (Is adverse event unexpected?)
O li%euss (No) O Nily (No)
O Houss fie ( Yes, it is) O 14 Ao (Yes, it is)
O vlndedin (Death) O Nature is not consistent
@) Judunsieanausedin (Life with protocol*
threatening Conditions) O severity is not consistent
QUTATEY e ) with protocol*
O #oauthumsdnululsmeuia O Frequency is not

(Inpatient hospitalization)

O lfinsreznailumssnvnuiu
(Prolong hospitalization)

O ﬂ'mllﬂﬂqﬁﬂq'li/l%ﬂ'l’]ﬂﬁﬁﬂﬁﬂ
(Persistence or significant disability/ document )
Incapacity)

O \Ananuiimsvseanuiinunfudiuia

(Congenital anomaly)

consistent with protocol*

(* Protocol or related documents such as

Investigator Brochure, inform consent

12. wiansalldnaszasatinnuieatasiunisdisay
1A59n1533813aki? (Is adverse event (AE) related to

participation in research?)

T | laile Tsinsu
(Yes) (No) (Unknown)

- Issunssuneielalfeiumgnisallielssasdvtindaunss

%38l4? (Are there any solid literature regarding this SAE?) +1 0 0
fmgnsalldislsyasaviinienssintundaannlainnisvegey
n30li? (Does SAE occur after taking this test article?) +2 -1 0

wisl N3l sEAeABATIBLTIUTTNAIAIINNEANITNAGDY




AIZNITUNITIILFTTUNTITE sl ue

a o o SOP-SUEC 6
w1 meagAadIng

un?l 6 NSEUIUNTTUSELIUABLEBIIATINISAVBNHIUNITSUTDS Y
U1 222

Sl Continuing Reviews of Previously Approved Protocol

39lYeNUIBlU? (Is SAE alleviated after discontinue the test +1 0 0

article or taking antidote?)

wnnsadlaifisuseasdrtinieusaiintulnindainnaaeudnass
#3837 (Does the same SAE re-occur after re-administering the +2 -1 0

test article?)

firundululadu 4 (wenmileninnisvaaey) feraasduane
voumnnsalliflelszasAviindeusavseli? (Are there any -1 +2 0
possibilities (except the test article) that can cause this SAE?)

gvaenneliinmansallifisUsrasdviiniouwsauniloutunielal?

(Does placebo cause the same SAE?) -1 +1 0

SEAUNAAUIVDINTNAADULRNTUIUDITZ AU TuRwrSalal?

(Does the plasma level of the test drug reach toxic level?) +1 0 0

frnuduiussenindndiunsloeuas seaunLTULIves
i sadlaifislseasdriinirouwsmiselil? (Are there any +1 0 0
association between the dosage of test drug and the degree of
SAE?)

VI av o | =2 § a v = Yo
QL“UWTA&JI?]NW]T]T\]EJ&JL‘WGJﬂ’]imﬂlMW\‘iﬂigﬁﬁﬂ“lﬁumi’lﬂLLiQLlIEJl@TU‘EJ’]
ieg1Aauiunselu? (Dose the subject have the same SAE +1 0 0

when received the test drug or similar drugs in the past?)

fvangunieiolausdisamaveansnisallafisyssasduiinineuns
%39l4? (Are there any objective evidence showing the causality | +1 0 0
of this SAE?)

Total score

MR > 9 Aeadosutusu (certainly related), 5-8 : U139
Aedes (probable/likely related), 1-4 : anvzietos (possibly
related), <0 : lsunazifiendas (doubted, not sure)

13. 2IMsneadiinvesadaling as Jaguu (Current clinical outcome of subject)
O #ush (Recovery) O #%u (improved) O nail (Stable)
O udas (Worse) O ds%in (Dead) O ldansaszyld (Not known)

14. fimsasunladlasenisisensaenansiiievanisBugasl (Are there any changes in
protocol or informed consent)

O Lid (No)

O 1l (Yes) Wsn T8 (please descriDe)...........ovvciireeceieceeecee

A1932YDUNTVY (INVestigator SIGNALUIE) ........wceeeveneeenesererennns JUN (Date) .ovoeeeveeerereerirens
AF 06-05 faganuusieaumsmsadliielszaeninaussiiinuenanuivinn1side
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(frwsugide)

1.18v#lAseNS REC:

2. e Iduuasviganu

(Investigator’s name & Department):

3 Falasen1s (Protocol

4.9499198191518497U (Period of reports)

Title):

5. 3UUT1897U (Number of reports):

6. IMUIUBNEEUATNTI89U (Number of cases):
O Tuuszne (Local) v, 578 (cases)
O #rsUsena (Other countries) . 518 (cases)

7. SrwauerEadasnaiund
1132u1ATIN15IBLRYINY
{]Qﬁgﬁ'u (Total number of
currently enrolled subjects
in the same protocol):

519 (cases)

8. suaueIEadAsTiAe
winn1sadliineuszasaann
gn3deieanululasinisisedu
(Total number of SAE cases
received the same drug

in other protocols):

........................... 518 (cases)

9. 51u’luﬁlﬁﬁ’lﬁﬁﬂ‘étwﬂﬁ’1&lﬂ’J'l&I?ULLSQ
(Number of subjects classified by severity

of adverse events)

10. wn1sailiieUszasdmaniilumanisali
liiaafndnas INndudevsalal (Are these

adverse events unexpected?)

O wlndeTin (Death) o 518
(cases)

O Dfusunsennamsedia (Life

threatening Conditions)........... 519 (cases)
O doadrsumsinululsmenauvudiae
Tu (Inpatient
hospitalization)..........cccceuunee. 318 (cases)
O wilifiuszeznalumsdnvuuiu
(Prolong hospitalization).......... 978 (cases)
@) ANRN130195/15ANaInnsa(Persistence
or significant disability/Incapacity)
............................... 318 (cases)
O Aeenuiinisviseanuiinunfiusiiie

(Congenital anomaly).............. 378 (cases)

O no. They have already been mentioned
in protocol or related documents such as
Investigator

Brochure or inform consent document.

O Yes. O Nature is not consistent with
protocol*
@) Severity is not consistent with
protocol*
O Frequency is not consistent
with protocol*
Numbers of unexpected events ............. cases

11. aguanuaumanisallineyszasdniy
ANUFuNUSYaIMANITal LN seaeAiuns

12. 91N15N19AANNVBID1IENEANUAT Ol VU

(Current clinical symptom of subjects)
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798 (Summary of adverse events [AE]
related to participation in research.)
O \ferdasuivey (certainly related) O i (Recovery) ... 318 (cases)
....................... WiAN138d (events) O #3u (tmproved) ... 578 (cases)
O awiieatios (probable/likely O A3l (Stable) e 578 (cases)
related)......... m@mmﬂ (events) O 1889 (WOrse) oo 318 (cases)
O ovaziieadios (possibly related) O higansaszyld (Not known)............. 318
........................ wisn13al (events) (cases)
@) Tsiunaziiendos (doubted, not sure) O Futin (Dead) ..o 518 (cases)
........................ winn13ad (events)
O liifieadas (Not related)
....................... WAN158l (events)

13. fanudndudesdsulsudlulasimsideivetasiuldliifawmanisallansseasddauss
wiadunananadnsaudy wsali (Are there any necessary changes in protocol or informed
consent to protect other subjects due to these SAEs?

O Uifinnusndu (No.)
O fausndu (Yes) Win TEUY (PlEaSe dESCIIDE).........cccwvevvvrvrrrerrrereeereeeeee e

A1932YDUNTVY (INVestigator SIGNATUIE) ..........eeeeeeeeeeserserennns TUN (DALE) weneereerererene.

AF 06-06 fag1auunasun1ssenun1siswuuanlasinisive
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Name of Chairman of the Research Ethics Committee

Research and Development Institute, Silpakorn University
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