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ARIZNIIAUNITATLFIINNTIVE LUy Be AF 01-10/2.0
PSRU U INAYIIVAYNYAHIATIU
T Pibulsongkram Rajabhat University Submission Form
Ethics Committee for Ethical Review

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

help exemption or expedite the review process.

Section 1 : Protocol identification
Request for O Exemption or O Expedited Review, please specify the
criteria category ....... (see the criteria for exemption and expedited review)

Full Board Review.

EC No. e

For board use

only

1.1 | Protocol title (Thai)

1.2 | Protocol title (English)

1.3 | Sponsor/Source of funding
O Government oo, LI NGO
[ Private sector ..., O others o

1.4 | Protocol number (if any)

1.5 | Sponsor contact phone/fax (Thailand)/e-mail

1.6 | Protocol as part of
- Thesis / Dissertation / 1S / Undergraduate [1 No [ Yes (Attach doc 6.11)

- Postgraduate training (Board/Sub-board) [ No [ Yes (Attach doc 6.11)

Section 2: Investigator (attach doc 6.5)

2.1 | Name of principal investigator

2.2 | Degree/Specialty

2.3 | Institutional affiliation

2.4 | Contact phone/Fax/Email

2.5 | How many other research projects are still open under your responsibility?

2.6 | How many active research subjects are under your responsibility?

2.7 | How many research staffs (Co-investigators included) do you have for this




10

project?

Section 3: Research protocol

3.1 | Research Design (Check all that apply)
Basic science research ] Descriptive/Qualitative O
Survey O Case-control O
Laboratory experiment O Diagnostic test O
Applied research O Clinical trial O
R/D u Cohort u
Bioequivalence O Other (specify).............. O
3.2 | Methods involved the followings (tick all that apply)
Questionnaire/Interview/Diary (Attach doc 6.6) [1
Specimen/Sample collection O
Records/Document extraction [
In vitro diagnostic devices O
In vivo diagnostic devices O
Medical devices (Attach doc 6.12, 6.13, 6.14) [J
Drugs (Attach doc 6.10, 6.12, 6.15) [J
Cosmetics (Attach doc 6.10, 6.12) O
Medicinal plants (Attach doc 6.10, 6.12, 6.15) O
Foods (Attach doc 6.12) [1
Behavioural/Psychological intervention O
Embryonic stem cell/Genetic material O
Radiation/Isotope O
Tissue/Organ transplant O
Procedures/Operation O
Other (SPeCify)....co.vererreerrierrreenerenne. O
3.3 | Expected duration of the project......... years......... months
3.4 | Investigation site
Single O
National multi-site/multi-center [
International multi-site/multi-center [
3.5 | Has this protocol been reviewed by another ethics committee prior to this
submission?
No 1
Yes (Attach doc 6.17) 1
3.6 | Has this protocol been registered according to clinical trial registration

NOD

Yes (Attach doc 6.18) [J

Section 4: Subjects and recruitment

4.1

Does this protocol include the following subjects? (tick all that apply)
No data obtained directly from human (Go to 4.2) O
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Prisoners D

Pregnant women/Elderly O

Mentally ill subjects O

Chronic disease/Cancer or terminally ill subjects O

Neonates/Infants/Children (aged <20) O

Hiv/aiDs O

Institutionalized e.g. orphanage, leprosarian O

Iliterate subjects or Minorities e.g. hilltribes O

Subordinate e.g. students, employees, soldiers, patients O

Other (SPECify)......oveerrereermerencrecieceenn. O

4.2

Methods used to recruit subjects
No (Go to 4.3)
Personal contact at outpatient clinic /inpatient O
Personal contact at ER or Icu [J
Personal contact in community O
Contact via telephone or post O
Advertising e.g. poster, flyers, mass media (website included) O
Other (SPECIfY)..... e, O

4.3

Person obtaining informed consent
No (Go to 4.4) 1

Principal/Co-Investigators O

Research staff 1

Other (SPECIfY) wovuvveeeereeeeiereireceee e, O

4.4

Expected number of subjects in each arm.......cccccovveueienee. total number of

subject......cccoeeenn.

45

Subject payment/incentives

Yes D

(if yes, please give details. ... )

4.6

Compensation for injury / lost

(if yes, please give details. ... )

Section 5 : Study monitoring or DSMB (Data Safety Monitoring Board)

No D
Yes D

Section 6: Summary of attached documents required for the review (please tick all that

apply)

6.1 wuuduvesuNISRaNsANaSesSIY (Submission form : AF 01-10) O

4

6.2 WuuUsztiulATINIITeMIaULeY (Self-Assessment Form : AF 02-10 [
130 AF 04-11)

4

6.3 Toyaredusuaruilsdeudnsaudugendmiuidnsaulasmsive O
(Information sheet and/or consent form : AF 04-10, AF 05-10, AF 06-10)
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6.4 Iassn1sadwatuldu (Full Protocol) O
6.5 UseIReIdevan wagh332338 (Principal investigator and O

Co- investigator’s CV)
Human Subject Protection Course O
GCP training certificate (clinical trial only) O
6.6 Teavdundesiiefldlunside (Questionnaire/Scale/Interview O 4
Form/Case report form)
6.7 M3Tanansnalszlevl O 4
(Conflict of interest and funding form : AF 03-10)
6.8 sUUsTanafilesu Tnege (Budeet) O 4
6.9 a3UlAsan15338 (Protocol synopsis) O 4
6.10 Investigator brochure O 4
6.11 Approval document from thesis committee/advisor O 1
6.12 Recruitment materials e.g. written information and script O 1
6.13 Medical devices safety approval from Thai FDA O 1
6.14 Certificate of Free Sale O 1
6.15 Approval for investigational drug used in research O 1
6.16 Drug approval from Thai FDA O 1
6.17 Approval result report from other IRB O 1
6.18 Document of registration O 1
6.19 Electronic files of all above and related documents O 1CD

ROM

Note : Investigator has to provide document 6.1
submission for initial review. Other documents are

protocol. Document 6.9 should be in Thai and not

- 6.9 and 1 CD ROM (6.19) on
also necessary for some type of

exceed 5 pages. Should you need

more information, please contact our board secretary at PSRU-EC. Tel 0-55968642

INVeSTigator SIGNaTUE. ...,

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

dated...ccovveenn. S S e,

Please attach the electronic files of all required documents (6.1 — 6.18)

1A59n15398UH8LEaY (EC NO.) weveeeeereereenee Y A

nyugedamaneardsuiiadansindaniu AMENITUNITATESITUNNTIVE TuNY LY

U INYIRBTVANNYAHIATIY
PUNLAVINTANT 055267038 Insa15 055267038




13

ABIZNITUNITAILTIIUNTIVE LNy we
UM INAYIIVAY NYAHIATIU

Pibulsongkram Rajabhat University

AF 02-10/2.0

Self-Assessment Form

Ethics Committee for P!
Protocol number : Title : (Ine)
(English)
Investigator’s Name and Qualification: [J Exemption

[J Expedited review
O Full board review

Item for Assessment

A= appropriate

B= Inappropriate
NA=Not applicable
wneauiliietes
wsolisol

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

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

4. Risk (to WhomM....cooovvririirinne. , risks by nature and expected

events i.e. physical, psychological, financial, social, etc.)

5. Benefit (to WhomM....ooeeeeeeeeeeeen. , both direct and indirect)

6. Vulnerability

7. 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.)

10. Conflict of Interest

ICF (Informed Consent Form) dauusznauvaatandns (ICH GCP 4.8.10)

Opinion/suggestion

v o & a ° o O a v .
1. Laﬂaqﬁﬂlaﬂdaﬂ'ﬁjllﬁ]\i/ 2UYENNSUDNANFNATNLVI3IUNTFIY (Information she

et)

1.1 $M991309M989NN5IY

1.2 PNk tadng
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1.3 fidomnuszyinduauide

1.4 wnnaioraadasisudylidislulasiniside

1.5 TngUszasrvedlasanisivy

1.6 nusaadasiismlulasanisise

1.7 Fawliunsiasu Judnenidnsuide

1.8 szezaionanadasudazauadeseglulasanisidy

1.9 HaUsEleTUNAIAINLAIATUIINNNTIVLABDNENFLATIAUA TS
way/veusglevideyury / dau / inanuzlv

1.10 e anuldaune viseauliazain Ao1ainduwn
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Decision: Risk/Benefit Category

[ Research involving not greater than minimal risk (MsReMnetpaiuamuEs s udntion)

[ Research involving greater than minimal risk but presenting the prospect of direct benefit to the
individual subjects (M533e9liNg st UAMUEsINAIUNALA laLanstsUsElevineeaalnsinensdluauan)

[ Research involving greater than minimal risk and no prospect of direct benefit to individual subjects,
but likely to yield generalizable knowledge about the subject’s disorder or condition (mﬁﬁ’aﬁtﬁm%’aaﬁu
anudsannniundusglalfuansdssslevideananasinslaonsiuouman wifimudululdfiagianug
RenfuiFesnnuinusnivieanzvedlsaveseaasiasluldiuiiioaudue 1¢)

[ Research not otherwise approvable which presents an opportunity to understand, prevent, or
alleviate a serious problem affecting the health or welfare of children (mﬁ%’aﬁﬁﬁﬂstﬁdﬁmmmﬁqaﬁlﬁ
@lematiazidnla, Yoty vie vssimigmeusafilinansenuseguamiie afadnmanudusgiiivousn)

Investigator’s Signature ..o
( ) Date ............... /s YA
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PSRU UNINAYTIVNY NYAHIATIN

ARIZNIIAUNITATESIINNTIVE LUy Be

EC Pibulsongkram Rajabhat University

Ethics Committee

AF 03-10/2.0

Conflict of Interest

and 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. One copy of this form will be forwarded to the conflict of interest

committee of the institute. The board will only send the investigator the institute opinion together with

protocol approval results.

Protocol title :

For board use only

For board use

EC No. only
Section 1: Funding
1.1 | Source of funding (tick all that apply) amount
None
Department/ institute
Pharmaceutical company
Other agency: ..o,
Other agency: ..cccoeveeeneeeeeees
Grand total
1.2 | Investigators fee received (tick all that apply)

Monthly throughout the project

Lump sum for the whole project

Per subject recruited

Others (SPECIfY)....curverrerrreerareerereone.

Section 2: Conflict of interest

yes | no

2.1 | Do you, members of your family, or associated entity have or
receive a financial interest in or from the sponsoring company?

2.2 | Do you hold any executive or scientific position in the sponsoring
company?

2.3 | Do you serve as a consultant in scientific, financial, legal issues or
a member of a “speaker’s bureau” concerning the products of
the sponsoring company?

2.4 | Have you participated in or otherwise influenced any institute
transaction with the sponsoring company in any of followings:
buying, selling, leasing, licensing, supplying, or making contract?

2.5 | Have you assigned any student, postdoctoral fellow or other

trainee, officer, support staff to a project sponsored by the

sponsoring company?
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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; 0 1 2 >2

Note. winviepnzg3dglaisl COI Tiguuuunasusuiuld winluanzdidevinulad

Investigator Signature .......vvncecncnccncnencncnnas

o

dated o/ /...

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

Col Thgunuunasuwen



18

ARIZNIIAUNITATLFIINNTIVE LUy Be AF 04-10/2.0
U INAYIIVAY NYAHIATIU dayaraiuredmiu
EYGUGHGELEN

Pibulsongkram Rajabhat University

Ethics Committee lasam33de

(Information Sheet for

Research Participant)

ﬁw%mwﬁﬁa Tunsllsuenarsteyadesutedmivenaadnsvedlasiniside (AF 04-10) uaglenansuand
ANUBULeNUNTNTUlATINTINY (AF 05-10) ANfBEN

1. luidosdsonansduaminiandu AF 04-10, AF 05-10, AF 06-10

2. {AApEnsaUTUUALlATITINRI8E1S AF 04-10, AF 05-10, AF 06-10 TlIUUSUNNMUITEVD9AI09 AIBE9
ansafaritediliiiviteseen wu dndunuddeildneunuudeuanuwingu awnsafaritedosnnudesd
Iasuanmsianzidents Wudu

3. 19n@Ns AF 04-10, AF 05-10, AF 06-10 #aavinduadausn 1lddu Version 1.0 ndeasiuiiiiou Iidavi

a

Ay dadinswituesan 1 Tldidu Version 2.0 wSouasiud weu VNdavidduwazdniiniswiludnlilasu

=

Version Tyindeuasiuil thew Yiduynasandnisuily

4 s T

0. Tannnslddnwsiuwng dwimeadalindevesiian lunsdsnduliddniniulne Widsusiu
AnsiAguLazEUN B8 INgURDYNY

5. lunsdiizdndunsifefiisifintufvenaratasivarstuneuuazdudou mafiunisagiidu
A5 OUAUN N (Diagram) Tiidnladne Tulasen19ide wavlu AF 04-10

6. lunsal eranadasengdesndn 20 U uagdewdl AP 04-10 way AR 05-10 Tildlanaiswuniugig

918 (MUA1T1UE)

28LHN wnansilddmiuiin wenasidedlddmiudunases

w79 laigoaly radlidmiuiunases

7-12 ¢ THonansdmsuin auany odlddmiuiunases
ausalunsenudeu

13 YUY witfosndn 20 I Tdenansvesuiunases lagazvely | dedlidmiudunases
aswnumuauataslanoufiay
Vo lUNATBIAMLLARIAIY
fuyou

7. lunsdl snanadasiildanunsesunas/miodouls AosinsruIuNM Uty aLarTIuastdunly AF 04-10
Tiungidnsalulasenisdde uaz AF 05-10 onrldnmsussiivasiafioveseanadasumunisasmi
8. MsliAuBubouie191 (Verbal consent) wasonanasing o19vild siifesssymananay AumLzaN
Tulassn1539e wazlu AF 04-10
9. Tassnsisedidesns 9.1 vesniuniodsunlasnssuiun1susdIuuesn1svemudusauaIneaasiag
%30 9.2 vsnriunmsasnuluatsdnualidnuslulenaisuansanundugeuveseaating e1avile (45 CFR 46.116
and 46.117) amdnns wuuFoRAaidmun Tu 21 CFR 50.23 and 50.24; 21 CFR 56.109 uazndnufjdfves
CloMS sl Foauanammualunsresniuludlasmsidouaslu AF 04-10 ststinsdniunislude 9.1 uax 9.2
xl¢5un155uU58991n PSRU-IRB flouusidiun1sise
9.1 vepniuniellasunlainszuiun1sundiuresnisvenudugeuaineaiaiag (Waiver of
Informed Consent Procedure) 45 CFR 46.116
- MARefanudsosaaiaslduniuniinnudedionaaiases lasulunsinduiaasusesaTu
LLazmssuaEmﬁumwa@uaamﬁ’?ﬂﬂmNaﬂiwuﬁaﬁm%uazmwm“ﬂuagﬁﬁmmmmaﬁm Tildanzlunsdlassnisd
I§3un1sfiansanuuusniuwingu vie




19

- MmeldanunsanseyilamnaesiinssuiunsvenuBugoNINDENELIAT

9.2 vesniunsasndiluanednualdnuslulenansuansanundugeuveseaa@sing (AF 05-10) U19AY
vidasanun (Waiver of documentation of consent) (45 CFR 46.117)

- MATeflanudsmenaaiasivniunianudssdionaatasarlasulumsenduiatnsusesntu

« mMsaswdifuanednualdnusluenaisuanianuidugeuuasoandsing (AF 05-10) Lﬂusﬁagalﬁmﬁl
Foulosismyanavesoranasing uaznsasunufuaednualdnuslulenansuanaanundugeuvesenaaing (AF
05-10) fianudssiazvinlvioraaiasnnoglunzdunse mnnsismnAdeldTunsUameanudy
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[Recipient Organisation’s Name and Address]
.................................................................................... and

[Scientist’s Name and
ADAIESS] ettt

(hereinafter collectively referred to as “RECIPIENT”) desires to obtain for academic research-
only purposes (stated in the Implementing Letter) certain Biological Materials from [Provider
Organisation’s Name and AAIESS] et
(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 stated herein and will also be specified in the Implementing Letter.

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

specified in the Implementing Letter.

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

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

RECIPIENT SCIENTIST: Individual representing the RECIPIENT ORGANISATION, responsible
for receiving and processing the ORIGINAL MATERIAL; the name and address of this person

stated herein and will also be specified in the Implementing Letter.
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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 institution 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 an implementing letter. Pibulsongkram
Rajabhat University Ethics Committee

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

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

(b) those substances created through the use of the MATERIAL or MODIFICATIONS, but
which are not UNMODIFIED DERIVATIVES or MODIFICATIONS (i.e., do not contain the ORIGINAL
MATERIAL or UNMODIFIED DERIVATIVES).

[If either 5 (a) or 5 (b) results from the collaborative efforts of the PROVIDER and the
RECIPIENT, joint ownership, income and/or terms of a commercial license will be negotiated
under a separate agreement and signed by the PROVIDER and the RECIPIENT.]

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

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

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

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

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

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

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

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

8. The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent
application. Except as provided in this Agreement, no express or implied licenses or other
rights are provided to the RECIPIENT under any patents, patent applications, trade secrets or
other proprietary rights of the PROVIDER, including any altered forms of the MATERIAL made
by the PROVIDER. In particular, no express or implied licenses or other rights are provided
to use the MATERIAL, MODIFICATIONS, or any related patents of the PROVIDER for
COMMERCIAL PURPOSES.
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9. If the RECIPIENT desires to use or license the MATERIAL or MODIFICATIONS for
COMMERCIAL PURPOSES, the RECIPIENT agrees to negotiate in good faith with the PROVIDER
to establish the terms of a commercial license. It is understood by the RECIPIENT that the
PROVIDER shall have no obligation to grant such a license to the RECIPIENT, and may grant
exclusive or non-exclusive commercial licenses to others, or sell or assign all or part of the
rights in the
MATERIAL to any third party(ies).

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

11. 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 nesgligsence
or

willful misconduct of the PROVIDER.

12. 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.

13. 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........... , Pibulsongkram Rajabhat University as
the source of the MATERIAL in all publications, presentations and disclosures containing any
data or information about the MATERIAL, MODIFICATIONS and direct/indirect derivatives of
materials unless...(Provider)..., Department..., Faculty........... , Pibulsongkram Rajabhat University

indicated otherwise.

14. This Agreement will terminate on the earliest of the following dates:
(@) when the MATERIAL becomes generally available from third parties, for example,

through reagent catalogs or public depositories, or
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(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

Signature: Signature:
Name: Name:
Title: Title:

a2

Witness

ABIZNTTUNITATLFIIUNTITE LUy BE
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Pibulsongkram Rajabhat University

Regional Research Ethics Committee

Transfer Agreement
for Acadamic
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 ....................

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 preparation and distribution costs

(optional). Amount:

This Implementing Letter is effective when signed by all parties. The parties executing this
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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 For and on behalf of PROVIDER ORGANIZATION
Signature: Signature:

Name: Name:
Date: Date:

RECIPIENT SCIENTIST

Signature:

Name:
Title:
Date:

ABIZNTTUNTIILTTINNTIVE LUy Be AF 08-10
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AF 10-10/2.0

Pibulsongkram Rajabhat University Ethics Committee
156 Moo 5 Phlai Chumphon, Pibulsongkram Rajabhat University, Phitsanulok 65000, Thailand, Tel 055367038

Certificate of Approval
Pibulsongkram Rajabhat University Ethics Committee, Phitsanulok, Thailand, has approved
the following study which is to be carried out in compliance with the International
guidelines for human research protection as Declaration of Helsinki, The Belmont Report,
CIOMS Guideline and International Conference on Harmonization in Good Clinical Practice
(ICHGCP)

Study Title

Study Code

Study Center :

Principal Investigator, Co- Investigator

Review Method : Full board

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

Document Reviewed :

( )
Chairperson

Pibulsongkram Rajabhat University Ethics Committee

Date of Approval :

Approval Expire Date :

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

1. Strictly conduct the research as required by the protocol;
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2. Use only the information sheet, consent form (and recruitment materials, if any), interview
outlines and/or questionnaires bearing PSRU-EC seal of approval; and return one copy of
such documents of the first subject recruited to the PSRU-EC for the record;.

3. Report to PSRU-EC any serious adverse event or any changes in the research activity
according to the standard operating procedures;

4. Provide reports to PSRU-EC concerning the progress of the research upon the specified
period of time or when requested,;

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

6. After Expiry of COA, Investigator must not recruit new participants.

7. Complete and submit the final report form to the PSRU-EC, as soon as possible after the

completeness of research.

* A list of the PSRU-EC members (names and positions) present at the meeting of PSRU-ECon
the date of approval of this study has been attached (per requested). All approved

documents will be forwarded to the principal investigator
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AF 11-10

ARZNTINNITITETTINNTITETUNYEE WMINedeT1vAgNYaaIns Iy
Pibulsongkram Rajabhat University Ethics Committee
156 ng 5 Auananeyuna dunaliias Jwminiuailan Wns. 0-55267000

LBNE135UT091lATINITITY
ANENTIUNITITESTIUMTITo UL wELAToUElnN1A UMINeIFe S 18 iyaasnsiy
fdunslinisfusedlasnisifemuuuimmdnaesssunsideluauiid uinasgiuanaldun
Declaration of Helsinki, The Belmont Report, CIOMS Guideline e International Conference

on Harmonization in Good Clinical Practice %38 ICH-GCP

Folasens : (lne)
Study Title : (English)

ql a o
LaUNlATINISIY

gadeuan : (lny)
Principal investigator : (English)
dananiagau :

{37139 : (lng)

Co-investigators : (English)

faanuIBeU :

ABNUNIU : AznIIUNSANYA (Full board)

S1uATATIVEN | desneaunnuiiinihegieties 1 afyd viedisnuatuanysaimindiy
TrssmsiaSadunou 1 9/ dsmesuanuinuiiogiedosyn 6 Weu / dwsnuaiudmniiegn
wogyn 3 Lhau

LONENSSUTD9

U3E5IMUAMENTTUNITILTITUNTITE IUNYEE WNINBIEINYANYAGIATIN
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Fuiisuses : (ne)

Date of Approval : (English)
Tunuaeng : (lne)

Approval Expire Date : (English)
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