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/Jj\\\ Suranaree University of Technology Self-Assessment Form
@% Institutional Review Board for PI
St
Protocol No. (ne)
Title
(English)
Investigator’s name and qualification: [J Exemption

[ Expedited review
O Full board review

Iltem for Assessment

NA

A=appropriate, B=in appropriate, NAz
Not applicable winefislifivialinuados

Protocol

Opinion/Suggestion

1.

Research value/merit

2.

Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

Inclusion/exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

Risk (t0 WHOM....uoviieeeeeeeeeeeeeeeeeeeeeeeeen )

Benefit (1o WhOM ... )

Vulnerability

Nl oy e

. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

7.3 Acceptable treatment available

8

. MTA/CTA (Material Transfer Agreement/Clinical Trial Agreement)

9

. Others (Advertising, CRF, etc.)

ICF (Informed consent form) dauusenauvaands (ICH GCP 4.8.10)

Opinion/Suggestion

1

4
o A

. eAEstayaAInaY/asuedmiuamaliasiiuisiunide

1.1 $985099198n5I9e

1.2 pfnwdntadne

1.3 fdoanuszyindunmiide

1.4 worafionaadaslasudylidrsululasiniside

1.5 TaqusvasAvedlasan iy

1.6 MWDIE@NATNLN5IIATINTINE

a

ad o a = wa 1 Y Y 1 a
1.7 3/ALUUNITNY HUARBALTINTININY

1.8 szgzaionanadnsuiasuywdazseeglulasiniside

1.9 nauseletinaIninu1aginduannsIseneaaatnslnensakay/v5e

Usglevdsoguvw/dnu/iinanuslv

1.10 audes anyldauiensernuligzniniianaintuwnananatiaslunisn

lASINTINE




[tem for Assessment

NA

A=appropriate, B=in appropriate, NA=
Not applicable winefslifivialinuados

1.11 mMadenusenseuiunssnendus) Tunsdlfenaaiasldidnfulaseniside

1.12 nMsidugaweadunie nsdenal anullasainliauie wazsnelende

TUanasiienanadasidnsiunisise snstiuagianitie

1.13 Mslinsshwmnenuianservawe Walnnudeniersodunsieninain

15398

o

1.14 U Ui TgLasan1uNTINnIsYInIgY

q

1.15 MsRpnaiugmansszseaiinisvennudusounasinisliaiUinm

WYy genetic counseling

1.16 NMSVOLAUFMBE1MUARINNNTITowaLSLaznaTIiuiionsaufiuLFsly
aunAn visauen1sanwlvdluauias feslinisvaanudugeutioiusiagan
WA LANNSIYRIeE 19 UITA BB S aaliAMENSTUNNSISUEITURIITAN

1.17 yprauazvanaaulnsfnyifanunsofnsielanasn 24 v, Tunsain

oraadasiinmeldfisUszasd

1.18 MUY UINTANNEIUNUAMENTTUNITRANTAUNRSETITUNTITeNea @l AT

ausaRnRensaiivesasseu

1.19 fonansdoyas atumunzaudmiuinery 7-12 T

2. viledauananu1dugandnsiun1s3e (Consent Form)

2.1 oy “eranadnsiidassMazuasrsensuiainiasaimaidediolanle

a

Ingliifinalag donsinwmeunanasaslasumuuinsgu viiegade
naUszlowilla AsazlaTunInEns”

2.2 1wsnIMsshwenuduvesteyafgiuetaadag

2.3 ANUMNIEANYRIN1IAIUINIAg i TINNTITY wag/v3adunulaeteusie

n U

2.4 AVIUMINITALYBINTHANIANINBU DL VRN TINN T ldanansa e

wazidaule

2.5 ANMUMLNZENYBINTLUIUNITUD assent LLﬁSﬂWiﬁ\?U’]ﬁJﬁ?ﬁ%’ULﬁﬂ@’l&é 7-12 9

Decision: Risk/Benefit Category

[ Research involving not greater than minimal risk (M33deMAgdesiuamudsaiivadntion)

[ Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subject (119

FFeigrtestuanudssnnninuniualananiteseleviseaanatinslaensilusuian)

[J Research involving greater than minimal risk and no prospect of direct benefit to individual subject, but likely to yield
generalized knowledge about the subject’s disorder or condition (Ms3de7ineItesiuaANUEssnnIUnAkazlulauanadls
Usrleniiooranainslagnsiluowian undarudululinzihanuditertiudemnuiaunfvienzvedlsavesenaadinsluldiv

Atheuywddus e

[] Research not otherwise approvable which presents an opportunity to understand, prevent or alleviate a serious problem
affecting the health or welfare of children (M33§efitegnilsnanunsafigatlatlenianiazidila Jestunioussimgmieunss

aflnansznusaguamvseaiainwanuduegiifvedn

Investigator’s Signature ...,
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A Suranaree University of Technology Conflict of Interest and
@% Institutional Review Board Funding Form
Conflict of interest is not in itself a reason for protocol or investigator disapproval. The board will consider its existence and magnitude
and whether or not these may affect the scope of protection the right and welfare of human participants. The board will only send the
investigator the institute opinion together with protocol approval results
Protocol title: Study code : For board
use only
Section 1: Funding
1.1 | Source of funding (tick all that apply) Amount
None -
Department/Institute
Pharmaceutical company
Other agency: ..o
Other agency: ..o
Grand total
1.2 | Investigators fee received (tick all that apply)
Monthly throughout the project
Lump sum for the whole project
Per subject recruited
Other (SPECHY). ..o,
Section 2 : Conflict of interest
Yes no
Do you, members of your family, or associated entity have or receive a financial interest in or from|
21 the sponsoring company?
2.2 | Do you hold any executive or scientific position in the sponsoring company?
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?
Have you participated in or otherwise influenced any institute transaction with the sponsoring
24 company in any of followings: buying, selling, leasing, licensing, supplying, or making contract?
Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff to a
= project sponsored by the sponsoring company?
2.6 | 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 in the country; 0 1 2~ >2
-Lecture for the staff of the sponsoring company; 01 2~ >2




1 AF/01-08/01.0

2 t

’ e,,?f’lmm\\“t:e

4 B ggnaliae?

5 wuulaueLiteveumMIRI AU e TR s e luayed

6 dmiulasinsitemdiin/Ahgemans

7

IR T ) U oR o L 1R €2 R a1 13)

9 Title Of PrOtOCOL (MMIBANGW) ovvvvvvvvvrvrvrrrrrrrerseeseeeseeseseesss s
10 2. FOWIMITATINITIFY (D1TIN18) oottt
11 Name of principal iNvestigator (AMHIBINAE) ........reereeeeeeeeeeeessssssse s
12 AR (EIVVEVTNTUN) oo oo
13 BT VIUATY NN YT oo
14 AOMUTIVIITU/RARE oo see st es e st
15 MBS NI TR0 L S LAY ORI NS oo
16 E-MAIL QAAIESS ettt ettt e
17 (ngadauuUsEIR %38 curriculum vitae WUUIY)
18 3. Fafsuilanamsitonnau
19 3.0 FOHFTATING (IBNII) oo
20 Name of co-INVeStiIGator (AMBIBINEG) ....cceveeeveeeeeeeeeeeeeeeeieeseeessessmasssss st
21 BITUAVALI oo
22 AR EVUV/EVTNTUT) oo
23 AOMUTIVIITU/RARE oo ees et
24 PUNAUINTENTTRATELTALAIN oo ersees s e
25 E-N@IL QAAIESS .ottt ettt e r e

26 4. uamuatuayun1sIde (Research funding)

217 1 1308 1] 0g58131aNMTUBYUY SEURMBINU oo
28 L asunuann® ] aneluammningnd (SEUUSEANNU). oo
29 [ 28UBNUNINGITY (SEUUMAINU. oo

[y

d o a
30 5. @a1unNn1aY

31 "] Single center

32 [ andnendewmeluladasuns

33 TN )
34 ] Multiple centers

35 L IRWETUUTEIIAING oo
36 L] SUURUBNIUTEING oo e eesvssss s sees s ssseseeessssnnnns
Version 1.0 (Fuf.......cooo, )

TUsaszyIud uaz version (Rauuaznasndinmsus la) J




1 6. vdnmsuasmauaiideaniide
ettt ettt ettt e te 1t et ettt eae et e et eat et ettt e ete et ettt ete et et et eateae et et ere et eateteatete s te et enserens
3 7. nqUuszaiAveIn iy
A ettt ettt eae bt ese ettt et sttt b et ettt ehe b esteteehe b eateseete b eas b e b e sttt ebeehesbeseete st b e ebebesseteebenseseerea
5 8. AI99ALUUNIIINEY (Research design)
6 8.1 Usstanuaslasensive
7 [l Biomedical / Clinical Research Iﬂsms‘q
8 [ ] Drug trial phase..........cccooo..... FEUB Y
9 amumwmiéu%mﬂ&m [ ] Registered drug [ ] Investigational (new) drug
10 (mnunesiouuss Tsauuunaioue nSoonasmitve)
11 ] Medical device trial izq%‘amémﬁa ............................................................................................
12 anmumwnsunzdeou [ Registered device [ | Investigational (new) device
13 (wnFunesiiouuss Tsauuumaiounsoads wiaena15mun54ie)
14 [ ] Vaccine trial phase.................. izq%a’?ﬂdu ................................................................................
15 aouammstuneou [ Registered vaccine [ Investigational (new) vaccine
16 L] Experimental procedure / iNtervention SEU.........cc..wmmeeeerrereessssssssiesesesesssessssessssns
17 || Retrospective (chart) review
18 | Bioequivalence
19 "] Pilot study
20 || Case series
21 "1 In vitro / \aboratory-based study
22 [0 BU (SEU) e
23 ] Epidemiological Research
24 "] Surveillance
25 "] Monitoring
26 RIS T G
27 [ ] Research using repository of biological products (cells, blood, tissues, fluids, etc.)
28 *syiln/UTaN0L/1UI Product MY o
29 8.2 JUuuuredlaTan iy
30 @35eus0n B lsyndoiiatados dolaliseatonsaninoenainuyynas)
31 || Experimental clinical research
32 ] Randomized-controlled trial
33 "] Quasi-experimental study (manipulation and control only, without randomization)
34 ] Pre-experimental study (manipulation only, without control and randomization)
35 IR G




1 ] Observation clinical research
2 [ ] Descriptive study
3 [ ] Cross-sectional study
4 [ | Retrospective (case-control) study
5 [ Prospective (cohort) study
6 [ Case series
7 TGt
8 |1 Basic / in vitro / \aboratory-based research
9 (] Other research design (USATEU) w.oovcvvrrroevrrsoiernsierrssieersssssss s
10 8.3 M3ARABNKIE13IUN15IT8 (Subject selection and allocation)
11 8.3.1.1N0AIN13AMERNALI13IMNTIY (Inclusion criteria)
L et bttt ettt ettt et et at et eh ettt te b e st eaeete b eaters et ese et et et eteeae e b eabereete st esseneetenres
13 8.3.2. INUINARBNELINTINNTITE (Exclusion criteria)
L4 ettt ettt h et bkt eeh et s h s e bkt s et e s ket bete b s st s ae b b ese bt £ebent b et easesese s eaeees
15 8.3.3. INU9IN500URIIINTITBVSeLANTTII19IUN15IT8 (Withdrawal or termination criteria)
LB ettt ettt ettt eh et e sttt eh e b eatete b e sttt te b e st et et b est et e b e b etsebe e b eabereete et esseaeetears
17 8.3.4. M3 ITIMTITeLUINGH (Subject allocation)
L ettt ettt h s bk ea e h et et h s btk Rt h ket b et e bt ae s ese b eb st b eten ehe st b esensesese s eaees
19 8.4 MIANNINIUINAIBEN (Sample size calculation)
20 ettt ettt h ettt a e eh ettt ee b st oA Ao h s et b ae b b e st bttt se st e h et eb et et s se b s essebete et esees
21 8.5 fidrsanlnssmside (Research participants) (M yndediieades)
22 '] Healthy volunteers
23 L] Patients excluding vulnerable subjects
24 L] Vulnerable subjects* s¢y
25 [ éindn / giidliussadianig (eng <18 Uy
26 [] giinsvSediannuunniemneansy/3nla (mentally disable subjects)
217 L] iheviesnniu v3e weeduiagUiewiin (ICU)
28 ] ﬁﬂ?ﬂﬁﬁiﬁﬂé@%ﬂ (chronic illness)
29 ] wdjsiiassn
30 [dndeu / dndinw
31 [ BUD SHY o e

32 *adgiersaulnsinisIvelunguidl mnvehayenugueeungunlagvousssu §I9EmIAI19 VM

33 FUSOUDIGIA JUTATLY oo
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10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27

28
29
30
31
32
33
34
35

~ & P~ ¥ a & s a A
** ZZJﬁSZZJZWﬁ a1¢ 7-18 U 97"179767\71//775?/57?7771/192‘/19&71/577/74@/7[@5/975\7 (assent) iNINALDINNTITVEAIIUE DI

9 UnATaNTERUNUIAEYEUSTIU (Consent)

8.6 NMIANTUNITMINELE1TINNTITE0RUAIBONINNTINY

12. sgpsianiivinide
1. 9a8AlATINTT (FIUFINATEUNIT N1TVEYU kATVENITTUTEIATINITIINANLNTINNITITLTITU AU
ASUAUIATINTITE) UG D FIUIA v Yo oy
2. sypznaiivinafudoys (udsiiBuiinsdulszanaddnyviosudiidunside uaiadu
TATaM5398) US2U0URUS L TR EIot V[t o I SV oy
13. AszvaumMslBgeuliidnsaun1side (Recruitment process)
13.1 anudl
SRR AN AN WINTIF
13.2 NF2UIUNT
13.2.1 grimthidyvuomaiasidsulasimside (M yadefiieades
] vndlasan1539s (Principle investigator)
[ §31ulA59m15398 (Co-investigator)
] §eaglasanside (dndnw)
L wwndianvesld

'
=

L DU (FBU)errierrcseeeecessieses st cesssssssss s

a

13.2.2 95U8nszUIUNSININETNIazg iBgaulnd1smnTidelasazdun uaznslddeniee) (G1d)

Y Y v

14. nszvunsvemuBuseNlilinsann13398 (Informed consent process)
14.1 lenasiiigates (M yndeiiAetos)
[ enanstuasiiinsamnside (Participant information sheet)
] yilsHeuanaanundugeudnsiumsidelaglasunisuennariuazifisla (informed consent form)
] gppnriunisvennudugenuatsdnvaldnys (SEUMRN). ..o
T ) Y

14.2 n3zUUNTT
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27
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34

35
36
37

15. daNansanduasesssun1sIdeluayed (Ethical Consideration)

J A ¥ o a Qv
15.1 wowasasmudndundesiidunsideluuyed

< a 1 1 vd v o Qv
153 mudssiionsszifammmssilifiassasdsodidrsunsdde
15.3.1. wneiin1sidevihuesiendulaseseiiausilunneunsell uaziaeiiningni salladdia
UTZAIADENLT oo
15.3.2. wwmsmstesiunazunludafinmanisalldfieUssasdndidowsenlilulasimnisd
15.3.3. giuiinveumldirglunsunlavsesnuimanisalliisUszainannniside

15.3.4. ¥egSuiinvouniasunnd uagnineavlnsdninaiuisainselanaeaiial winiia

winnsadlaifislsasdannniside

a v aada

15.3.5. nsdhdunsidenendiin Ideiisnisednslslunsudsmmaidwedld wiaunwnddug 7
Dudlinssnudidnsiunsidelinsviaeadiuegluseninanadisiunside

15.3.6 1ASIN1T398HULNUNEYININTIATIERTEWINALEUATS (Interim analysis) Tulduninng

4 z “ v .
\A8999919lA5IN15s ol Tnevuieaula

a o v 1 o [V VA a v v ofd
155 FBmsundesemnuduvdedeyadiusvesfidriumsise (&7 yndasiiieadov)
15.5.1 35msdunintayadiusm

] % v

[ Mswaunudeuasdoyadiusvosiirsmnidelumsduiindeyalusuuiiuioya
[ fimstuiindeyadu
[ né8annsedind (umeuitumesvizeunu CD)
(1 3UaNG / 2T (TEYABAATUAIIONIDI) ..o
[ 3@viend / anmadeuln
L] Guiinides
[ lsifinnsduiindayadiuiivesidnsiunside
T ) B
15.5.2 winsimstuiindeyadanandrediu Wanssygitannsadndedeyals 3mstiostuyanaillsl

Wededumsdntsdeya szysseznalunainudeyald wariSmeianedeyadledugams

98

[ duiinlilupeuiiwmesdiuimndsiatesiuyanadulyliaunsadale
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TasinsidedudsuRaveulunmsshwanududidnsiunside wagldudeliluenans
Fuasfiirsrunsitouds
I TE R G
16. n¥wdaumedgyauasdue
NAuINSANY1ITY (results) vie Sanlaq (materials) MAvangihenseiiazidunadwsannsisvens
fnouAnlundnsnddunianisinuas/Mseningdunatyn (W 8nsUns) egnelstng
L] lid ] &
n. filen fauelasamsidelduaniseaziBenvesnmariienaiintulilulasinas 34y i
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............. VDN FDUN e

Y a1
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AnuNzanlulasin1sidy

8. TAsIn 153 efifasn15vosn i uns oLUasunlasns surunITUNEIUYEINITTOAINLDUEBNIN
panalns sevesniunsasnuluaednwaldnwslulenasuansanuidugenvesonaaeing
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8.1 YounLIUNI Bl UABULUAINTEUIUNITUNEAIUYBINITVBANNDULBUINNDENEIAT (Waiver of

Informed Consent Procedure) (45 CFR 46.116)

A3 RANUELIR DB IEANAST LN AUNINAMUEsIaaatdAsazlasuTuN ALY
AvTmsUsedniu wasnsvesniunisveduseutulidmansenunedvsuazaiuduegia
Ya991a1asAs Wildenelunsailasansnlesun1snaIsawuusnNuYNty %58

nmsIveldanunsanseyilamnaesdinsruiunisvenudugenaneanatag

8.2 9seniunisasunuduatednwaldnuslulenaisuananuidueauuesaandsing (AF/05-

08/01.0) mawwéw’%aﬁmm (Waiver of documentation of consent) (45 CFR 46.117)

A1539eiANULELIR R AN AS LN AUNIIAMUEsIaatatAsazlasuTun sAL Ty

[ o v
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msasuduaednvalsnusluenasuansanuBusenveseanadiag (AF/05-08/01.0)
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/};\\ Suranaree University of Technology Biological Material Transfer Agreement for

%;%5@ Institutional Review Board Academic Research only
el
[Recipient Organization’s Name and Address] . and

[Scientist’s Name and AAArESS] ...t

(hereinafter collectively referred to as “RECIPIENT”) desires to obtain for academic research-only purposes (stated in the

Implementing  Letter) certain  Biological ~Materials  from  [Provider  Organization’s Name and  Address]

(hereinafter referred to as “PROVIDER”).

Pursuant to the PROVIDER’S and RECIPIENT’S mutual consent to transfer BIOLOGICAL MATERIAL identified in the Implementing

Letter, the PROVIDER and the RECIPIENT agrees to the terms and conditions as follows:

PART |. DEFINITIONS

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

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

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

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

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

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

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

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

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

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

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

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

PART Il. TERMS AND CONDITIONS OF THIS AGREEMENT
1. The ORIGINAL MATERIAL specified in the attached Implementing Letter is the property of the PROVIDER, and is, from time
to time, made available as a service to the research community.
2. The MATERIAL is provided by the PROVIDER and will be used by the RECIPIENT for teaching and academic research purposes
and for the project specified in the Implement Letter only.
3. The MATERIAL is provided at no cost, or with an optional transmittal fee solely to reimburse the PROVIDER for its preparation
and distribution costs. If a fee is requested by the PROVIDER, the amount will be indicated in the Implementing Letter.
4. The PROVIDER retains ownership of the MATERIAL, including any MATERIAL contained or incorporated in MODIFICATIONS.
5. The RECIPIENT retains ownership of:
(a) MODIFICATIONS (except that, the PROVIDER retains ownership rights to the MATERIAL included therein), and
(b) those substances created through the use of the MATERIAL or MODIFICATIONS, but which are not UNMODIFIED
DERIVATIVES or MODIFICATIONS (i.e., do not contain the ORIGINAL MATERIAL or UNMODIFIED DERIVATIVES).
[If either 5 (a) or 5 (b) results from the collaborative efforts of the PROVIDER and the RECIPIENT, joint ownership, income
and/or terms of a commercial license will be negotiated under a separate agreement and signed by the PROVIDER and
the RECIPIENT.]
6. The RECIPIENT ORGANISATION and the RECIPIENT SCIENTIST agree that the MATERIAL:
(a) is to be used solely for teaching and academic, non-commercial, non-military scientific research purposes and for the
project specified in the Implement Letter,
(b) will not be used in human subjects, in clinical trials, or for diagnostic purposes involving human subjects without the
written consent of the PROVIDER;



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

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

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

10.

11.

12.

13.

14.

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

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

The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent application. Except as provided in

this Agreement, no express or implied licenses or other rights are provided to the RECIPIENT under any patents, patent

applications, trade secrets or other proprietary rights of the PROVIDER, including any altered forms of the MATERIAL made
by the PROVIDER. In particular, no express or implied licenses or other rights are provided to use the MATERIAL,

MODIFICATIONS, or any related patents of the PROVIDER for COMMERCIAL PURPOSES.

If the RECIPIENT desires to use or license the MATERIAL or MODIFICATIONS for COMMERCIAL PURPOSES, the RECIPIENT

agrees to negotiate in good faith with the PROVIDER to establish the terms of a commercial license. It is understood by

the RECIPIENT that the PROVIDER shall have no obligation to grant such a license to the RECIPIENT, and may grant exclusive
or non-exclusive commercial licenses to others, or sell or assign all or part of the rights in the MATERIAL to any third
party(ies).

Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in nature and may have hazardous

properties. The PROVIDER makes no representations and extends no warranties of any kind, either expressed or implied.

There are no express or implied warranties of merchantability or fitness for a particular purpose, or that the use of the

material will not infringe any patent, copyright, trademark, or other proprietary rights.

Except to the extent prohibited by law, the RECIPIENT assumes all liability for damages which may arise from its use,

storage or disposal of the MATERIAL. The PROVIDER will not be liable to the RECIPIENT for any loss, claim or demand

made by the RECIPIENT, or made against the RECIPIENT by any other party, due to or arising from the use of the MATERIAL
by the RECIPIENT, except to the extent permitted by law when caused by the gross negligence or willful misconduct of
the PROVIDER.

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

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

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

(a) when the MATERIAL becomes generally available from third parties, for example, through reagent catalogs or public
depositories, or
(b) on completion of the RECIPIENT's current research with the MATERIAL, or
(c) on thirty (30) days written notice by either party to the other, or
(d) on the date specified in the Implementing Letter,
provided that: (i) if termination should occur under 14(a), the RECIPIENT shall be bound to the PROVIDER by
the least restrictive terms applicable to the MATERIAL obtained from the then-available
sources; and
(ii) if termination should occur under 14(b) or (d) above, the RECIPIENT will discontinue its use
of the MATERIAL and will, upon direction of the PROVIDER, return or destroy any remaining
MATERIAL. The RECIPIENT, at its discretion, will also either destroy the MODIFICATIONS or
remain bound by the terms of this Agreement as they apply to MODIFICATIONS; and
(iii) in the event the PROVIDER terminates this Agreement under 14(c) other than for breach of
this Agreement or for cause such as an imminent health risk or patent infringement, the
PROVIDER will defer the effective date of termination for a period of up to one year, upon
request from the RECIPIENT, to permit completion of research in progress.
Upon completion of use of the MATERIAL or upon the effective date of termination, or if requested, the deferred
effective date of termination, the RECIPIENT will discontinue its use of the MATERIAL and will, upon direction of the
PROVIDER, return or destroy any remaining MATERIAL. The RECIPIENT, at its discretion, will also either destroy the
MODIFICATIONS or remain bound by the terms of this Agreement as they apply to MODIFICATIONS. The date,
quantity, and method of destruction will be recorded and witnessed, and a copy of such record furnished to the
PROVIDER.



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

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

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

effective when signed by all parties.

For and on behalf of For and on behalf of

RECIPIENT ORGANIZATION RPOVIDER ORGANIZATION

Signature: Signature:

Name: Name:

Date: Date:

RECIPIENT SCIENTIST

Signature:

Name:

Title:

Date:

Witness Witness

Signature: Signature:

Name: Name:

Title: Title:
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Suranaree University of Technology

Institutional Review Board

Biological Material Transfer Agreement for
Academic Research only

(IMPLEMENTING LETTER)

IMPLEMENTING LETTER

The purpose of this Implementing Letter is to provide the specific details of the biological material transfer between the

PROVIDER (identified below) and the RECIPIENT (identified below) where the PROVIDER and the RECIPIENT agree to abide by

all terms and conditions of the Biological Material Transfer Agreement ("BMTA") (dated ........cooeverrrverereenreenn. ).
1. PROVIDER: Organization providing the ORIGINAL MATERIAL:

Organization:

Address:

2. RECIPIENT: Organization receiving the ORIGINAL MATERIAL:

Organization:

Address:

Recipient Scientist:

Title

Address:

3. ORIGINAL MATERIAL (Enter description):

4. Use of ORIGINAL MATERIAL

Project Name:

Project Objective(s)

Purpose for use of ORIGINAL MATERIAL

5. Termination date for this letter (optional):

6. Transmittal Fee to reimburse the PROVIDER for

Amount:

preparation and distribution  costs  (optional).

This Implementing Letter is effective when signed by all parties. The parties executing this Implementing Letter agree to be

bound by all terms and conditions of BMTA, for the transfer specified above.

For and on behalf of RECIPIENT ORGANIZATION

Signature:

Signature:

Name:

Name:

Date:

For and on behalf of PROVIDER ORGANIZATION

Date:

RECIPIENT SCIENTIST

Signature:

Name:

Title:

Date:
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/J;\\\ Suranaree University of Technology Resubmission for Study Amendment
i%_i@ A Institutional Review Board wuuneunsudludiuinlasanisise
el

Protocol title: COA No.

Study Code:

Principal Investigator: Investigator No.

Sponsor:

For the
record

only

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

Protocol
consent form
investigators

Other (specify) ...couvvene.

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

3. How will the amendment affect the risk and benefit for the subjects?
Risk may be [] increased [] same [] decreased

Potential benefit may be [] increased [] same [] decreased

4. How does the amendment affect the informed consent?
new consent is not required

new consent is in addition to the current one

new consent is to replace the current one

Note: Study amendments may not be instituted until written approval from the ethics committee is received.

INVeSstigator SIGNATUIe.........cccuviceicccecc e Date......... YA VAR

(Please retain copy of the completed form for your study record.)
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AF/01-12/01.0

Suranaree University of Technology
Institutional Review Board

A

g’&‘-aﬁn.mi’-’?

Progress Report Submission Form

LUUSIE9IUANUNIINTNYBINTGIVY

Protocol No.:

| COA. No.

Protocol title:

Principal Investigator and Institution Name:

Submission for: L Certificate renewal [] per SUT-IRB action requested (as indicated in protocol) L] Both cases

ACTION REQUESTED :

O Progress Report-Period from _~ to _
(For full board protocol, please attach the copy of the first participant consent, if this
is the first report.)

D Renew - New participant accrual to continue

[J Renew - Enrolled participant follow up only

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?

[Ino

L] YES (Describe briefly in attached narrative) ...........cceceeeenn.

SUMMARY OF PROTOCOL PARTICIPANTS (number):

Accrual ceiling set by IEC/IRB = ..

New participants accrued since last review = ............

Total participants fail screening since protocol began = ............

Total participants withdrawn since protocol began = ...........

Total participants dead since protocol began = ............

Total participants complete since protocol began = ............

Total participants accrued since protocol began = ............

HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION, RECRUITMENT OR
SELECTION CRITERIA SINCE THE LAST REVIEW?

[no

[ ves (Explain changes in attached narrative) ........ccoeevonereonenees

HAVE ANY PARTICIPATING INVESTIGATORS BEEN ADDED OR DELETED SINCE LAST REVIEW?
[Ino

[ ves (Identify all changes in the attached narrative) ...........

HAVE ANY NEW COLLABORATING SITES (INSTITUTIONS) BEEN ADDED OR DELETED SINCE
THE LAST REVIEW?

[Ino

1 ves (Identify all changes and provide an explanation of changes in the attached

Narrative) ...

HAVE THERE BEEN ANY CHANGES IN THE INFORMED CONSENT
PROCESS OR DOCUMENTATION SINCE THE LAST REVIEW?

LIno

U ves (Explain changes in attached narrative) ..........

HAS ANY INFORMATION APPEARED IN THE LITERATURE, OR EVOLVED
FROM THIS OR SIMILAR RESEARCH, OR COMMUNITY ATTITUDE
TOWARDS THE RESEARCH THAT MIGHT AFFECT THE I[EC/IRB’S
EVALUATION OF THE RISK/BENEFIT ANALYSIS OF HUMAN SUBJECTS
INVOLVED IN THIS PROTOCOL?

[Ino

[ ves (Discuss in the attached narrative) ............

HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE EFFECTS BEEN
NOTED SINCE LAST REVIEW?

[no

U ves (Discuss in the attached narrative) ...............

OTHERS:

HAVE ANY INVESTIGATORS DEVELOPED EQUITY OR CONSULTATIVE
RELATIONSHIP WITH A SOURCE RELATED TO THIS PROTOCOLWHICH
MIGHT BE CONSIDERED A CONFLICT OF INTEREST?

[Ino

U ves (Append a statement of disclosure) ...........c.....

SIGNALUIE ..o Date......... Y Y

Principle Investigator

Reviewer Comments:

[ $usey Susessoiiios

L WuilwvFevedoyaifisnis

[ hisuses/lsisusonianilos (SLUMARA) oo

( )

Reviewer’s signature
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AF/01-17/01.0

SUSPECT ADVERSE REACTION REPORT

I. REACTION INFORMATION

1. PATIENT INITIALS | 1.a Country | 2. Date of Birth 2.a Age . Sex| 4-6 Reaction Onset

(first. Last) Day | Month | Year | Year Day [Month| Year

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

8-12 Check All APPROPRIATE TO

ADVERSE REACTION

L] PATIENT DIED

L] INVOLVED OR PROLONGED
INPATIENT HOSPITALISATION

L] INVOLVED PERSISTENCE OR
SIGNIFICANT DISABILITY OR
INCAPACITY

L] LIFE THREATING

ii. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (Include generic name)

20. DID REACTION ABATE AFTER
STOPPING DRUG?
LIYES OONO [INA

15. DAILY DOSE(S) ‘16. ROUTE(S) OF ADMINISTRATION

17. INDICATION(S) FOR USE

21. DID REACTION REAPPEAR AFTER

REINTRODUCTION
LIYES [CINO  L[INA

18. THERAPY DATES (from/to) ‘19, THERAPY DURATION

II.CONCOMITANT DRUG(S) AND HISTORY

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

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

IV. MANUFACTURE INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24c. DATE REVIEVED BY 24d. REPORT SOURCE
MANUFACTURER [JSTUDY L[] LITERATURE [ HEALTH PROFESSIONAL
DATE OF THIS REPORT 25a. REPORT TYPE

LTINITIAL - [J FOLLOW UP
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Suranaree University of Technology

Institutional Review Board

;
LC

e

Adverse Event and Problem Report

(Investigator Initiated)

Instruction: Please fill in the form and attach documents if necessary

Protocol No.

REC No. For the record only

Investigator No.

1. Brief description of the adverse event or problem

2. Evaluation event of problem

Seriousness:

Already mentioned in - investigator brochure

- patient information sheet

Relationship with the investigational drugs/procedure/devices:

Outcomes:

Site involved:

site responsible by Suranaree University of Technology / Affiliated sites

death
life threatening
disability
new/prolonged hospitalization _

congenital anomalies

Others (specify: )
ves
no____
yes
no

by  sponsor investigator

probably  probably
possibly  possibly
unknown__ unknown___
not related_ notrelated

resolved/improved
unchanged
worsened
fatal

not available

other sites

Investigator considerations:

1. Notification to human subjects using new or additional informed consent.

2. Change in or suspension of research.

required immediately
required for the next appointment _

not required __

suspension
change _

no action required

Note: Serious Adverse Events (SAE) and serious and unexpected adverse events from investigation site should be submitted to SUT-IRB within 7 days after the events or problems

occur. Fatal case must be informed immediately within 24 hours after the event.

Investigator signature dated

For Board use only
SAE subcommittee considerations:

1. Notification to human subjects using new or additional informed consent.

2. Change in or suspension of research.

3. Acknowledgement

required immediately
required for the next appointment

not required

suspension
change

no action required

Comment :

Note: All actions have to be referred to full board.

dated.....ccc./ v V.

Chair of SAE subcommittee signature
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A Suranaree University of Technology Protocol Deviation/Violation Report
%;Q;@ ) Institutional Review Board wuutudinsrenishivfifniulasenisive
el

Please attach the Executive Summary or Abstract of the study with this report

Study Code: COA. No. | Date /o A
Study title:

Investigator: Contact No.

Institution: Contact No.

Sponsor: Contact No.

Description of the

deviation/violation.

Please describe the impact of the
deviation/violation on patient

safety and/or scientific integrity.

Please provide evidence of
acceptance of the deviation by the

sponsor, if relevant.

What steps have been/are to be

taken to avoid a recurrence?

Are any changes to the project/protocol are required? If Yes, please complete and submit an amendment.

EC’s Decision:




AF/01-13/01.0

/J)I\\\ Suranaree University of Technology Study Report Form (Final Report)
i;%ﬁ@ Institutional Review Board LUUS89UESURaN1SSSE
n-‘...!mﬁ’—'? ]

Please attach the Executive Summary or Abstract of the study with this report

Protocol No.: COA. No.

Protocol title:

Study Code:

Principle Investigator:

Phone E-mail:

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

Objective:

INVestigator SIgNATUIe ..ot Date ......... o v

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

Reviewer Comments (1ngfa15u1ANNNLIEANYDITIUIULAENITIIVTINDIEAELAT AADAIUAINNLELIRDD1E1ENATT

Wasuulasly)

Reviewer’s signature
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