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CURRICULUM VITAE

Personal Information

Tittle : [ Prof. [ Assoc.Prof. L1 Assist.prof. L Dr. (Ph.D.)
L1 mr. & mrs. T Ms.

First name (Thai) :

First name (English) :

Last name (Thai) :

Last name (English) :

Educational Background

Bachelor’s Degree:

Graduate/Post Graduate Degree:

Current Employment and Ethics Committee

Institution Name:

Job title :

EC Position :

Training Experience

Basic Research Ethics:

Good Clinical Practice:

Language Proficiency

English:

Local:

Submitted by:

Signature

( ) Print Name-Surname

Date:
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Confidentiality Agreement for the Committee or Visitors
Research Ethics Committee, National Blood Centre

l, the undersigned, in the capacity of a committee member or visitor of the Research Ethics
Committee at the National Blood Centre, agree not to use or copy confidential information or
research projects, both those that have been reviewed and those under review, during the review
of research projects or visits, and after the completion of such reviews.

Confidential and personal information refers to data or materials provided by researchers
for the consideration of the Research Ethics Committee at the National Blood Centre, whether
presented in written or oral form, including technical, scientific, financial information, personal
data related to salary, compensation, and benefits. | agree to destroy and/or return the
aforementioned related information that | have received to the Research Ethics Committee at the
National Blood Service Center after the review or visit.

In the event that it is necessary to disclose personal and confidential information by law
or court order, | will notify the Research Ethics Committee at the National Blood Centre within
2 working days from the date | received the request, excluding information in my possession that
includes prior knowledge and information obtained from other sources or publicly available data
and/or information lawfully obtained from third parties.

| accept to comply with the agreements set forth above.

Committee Member / Visitor
Date: .
(Signature of Witness)
Chairperson of the Research Ethics Committee

DAt e,
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Since conflict of interest is not an uncommon phenomenon. It needs to be revealed
and the Chair of the Research Ethics Committee is obligated to manage it so that the outcome
of the meeting can protect the subjects. The following conditions mandate the members of IRB
who have any conflict of interest in the review of a research project, namely:

1. Serving as the advisor or researcher in the research team;

2. Receiving or benefiting from certain enterprise (that can be valued) as payback related to the
outcome of the review;

3. Receiving direct payment related to the research project more than 3,000 baht;

4. Benefiting anything from the outcome of research project such as copyright, patent, logo, or
benefit from permission to use the right;

5. Serving as advisor, employee, or employer of the sponsor of the research project (from for
profit private company) during the review of the research project;

6. Receiving payment or benefit that valued more than 3,000 baht within 1 year prior to the
date of the review of the project from the sponsor that is a for-profit enterprise;

7. Receiving any special assignment or benefit that is deemed from personal judgment leading
to bias in the review of the research project by injustice, benefit given to parents, spouse, or
siblings of the IRB member as mandated in No 1. In whatever research project that involves the

IRB member, he/she is deemed as having conflict of interest in the research project.

The National Blood Centre Research Ethics Committee who has the conflict of interest
in the research project is obligated to declare to the meeting the nature of the conflict of
interest and, hence, has no right in the review process or decision making /voting for the
project.

The Research Ethics Committee member who has conflict of interest in any reviewed
research project to participate in the review process, supervising, or voting, except in giving

information under the request of the committee.
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l, hereby, immediately inform the Chairperson of the IRB. In case that | have or remain in
doubt of the conflict of interest in any project assigsned to me for review with certain date of
meeting. | understand that any violation of the National Blood Centre Research Ethics
Committee agreement will damage the . | accept the duty entrusted upon me by this

agreement even though my service as a member of the IRB has already been concluded.

SINATUIE e

SIGNATUIE et Witness
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National Blood Centre
Thai Red Cross Society

MATERIAL TRANSFER AGREEMENT

This is an agreement made in order to protect certain MATERIAL of National Blood Centre,
Thai Red Cross Society (PROVIDER) which National Blood Centre, Thai Red Cross Society intends

to sUpPly tO (RECIPIENT) in response to the RECIPIENT’S request as

identified below,

RECIPIENT SCIENTIST:

Address: [unit/department] Faculty Of ... e

THE MATERIAL idNTIFIEA @S vttt

Both parties agree as follows:

1. The MATERIAL is the sole property of the PROVIDER and is made available as a service to the
research community. The RECIPIENT shall have no right in the MATERIAL other than as provided
in this agreement. Ownership of modifications and direct/indirect derivatives of MATERIAL, and

income arising from commercializing the direct/indirect derivatives of MATERIAL shall be



negotiated in good faith by the parties hereto depending upon (a) their relative contribution to
the creation of said modifications and derivatives, and (b) applicable laws and regulations relating
to the inventorship.

2. The MATERIAL will be used for research purposes only and will not be used for
commercial purposes or military scientific or sublicensed to any third party unless another
license is obtained from the PROVIDER

3. The MATERIAL and/or PROVIDER’S confidential information concerning the MATERIAL
will not be used in research that is subject to consulting or licensing obligation to another
organization or transferred, further distributed, released or disclosed to others without written
permission from the PROVIDER. This agreement and the resulting transfer of the MATERIAL
constitute a non-exclusive license to use the MATERIAL solely for research as described in the
attached research proposal (Title of Protocol) prepared by the RECIPIENT

4. The RECIPIENT agrees to provide the PROVIDER with a copy of any publication, which
contains experimental results obtained from the use of the MATERIAL, modifications of MATERIAL
and direct/indirect derivatives of the MATERIAL. The RECIPIENT shall acknowledge the PROVIDER
as the source of the MATERIAL in all publications containing any data or information about the
MATERIAL, modifications of the MATERIAL, and direct/indirect derivatives of the MATERIAL unless
the PROVIDER, indicates otherwise.

5. Because the MATERIAL is experimental in nature, T IS PROVIDED WITH NO REPRESENTATIONS
AND EXTENDS NO WARRANTIES, EXPRESS 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. In no event



shall PROVIDER be liable for any use of the MATERIAL, and the RECIPIENT hereby agrees to defend,
indemnify and hold the PROVIDER, its employees and agents harmless from any loss, claim, damage, or
liability, which may arise from the RECIPIENT'S use, storage and disposal of the MATERIAL or made against
the RECIPIENT by any party, except to the extent such loss, damage or liability is the direct result of the
PROVIDER'S negligence or legal wrongdoing.
6. This Agreement will terminate on the earliest of the following dates:

a) on completion of the RECIPIENT’S current research with the MATERIAL, or

b) on thirty (30) days written notice by either party to the other, or

) on the date specified in an implementing letter, provided that:

i) if termination should occur under 6(a) or (b) above, the RECIPIENT, will discontinue its use
of the MATERIAL and will destroy the modifications or remain bound by the terms of this agreement as the
apply to modifications; and

i) in the event the PROVIDER terminates this Agreement under 6(b) 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.

7. This agreement shall be governed by and construed in accordance with the law of Thailand.



Upon the effective date of termination, or if requested, the RECIPIENT will discontinue its use of the

MATERIAL and will destroy any remaining MATERIAL including all its copies, sample and replication and the

RECIPIENT shall certify such destruction to the PROVIDER.

Accepted by:

PROVIDER SCIENTIST

SIBNATUIE: .

Printed Name: ..o

DEPY/RBC: oo

NATIONAL BLOOD CENTRE,

THAI' RED CROSS SOCIETY

PROVIDER INSTITUTION APPROVAL

SIGNATUNE: .

Printed Name: ..coeeeeeeeeeeeeeeee e

DIRECTOR or Authorized Official

NATIONAL BLOOD CENTRE,

THAI RED CROSS SOCIETY

RECIPIENT SCIENTIST

SIBNATUIE: oo

Printed Name: ..o,

UNit/DEpt: ...

FaCULLY o

RECIPIENT INSTITUTION APPROVAL

SIGNATUNE! .o

Printed Name: ..o,

Date: e,
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NF 06-15/2.0

National Blood Centre
Thai Red Cross Society

Personal Data Sharing Agreement

Between

National Blood Centre, Thai Red Cross Society and .........ceevevenenennrensenenennes

This Data Sharing Agreement is made oNn .....ccccceeeeenenne. at the National Blood Centre, Thai Red

Cross Society.

Whereas the National Blood Centre, Thai Red Cross Society (hereinafter referred to as the

collectively referred to as the “Parties”;

In order to achieve the objectives under this Agreement, the Parties find it necessary to share,
transfer, exchange, or disclose (collectively referred to as “share”) personal data in their
possession to each other. Each Party collects, uses, or discloses (collectively referred to as
“processes”) personal data as a data controller in respect of its own data in accordance with
applicable personal data protection laws. Each Party has the authority to determine the manner

and purposes of processing the personal data it shares under this Agreement.

Therefore, the Parties agree to enter into this Agreement as evidence of personal data sharing
between them and to comply with the Personal Data Protection Act B.E. 2562 (2019) and other
laws issued thereunder (collectively referred to as the “Personal Data Protection Laws”), both

currently in force and as may be amended in the future, with the following details:

1. The Parties acknowledge that “personal data” means any information relating to an
identifiable natural person, directly or indirectly. Each Party shall comply with the
Personal Data Protection Laws to ensure lawful and appropriate processing of personal

data.



The personal data to be shared between the Parties shall include the following
categories:

(to be specified)

Legal basis for sharing personal data: Under the purposes stated in Clause 2, each Party
has the following legal bases under the Personal Data Protection Laws for sharing
personal data (where each Party may rely on different legal bases):

3.1 Legal basis of the National Blood Centre, Thai Red Cross Society: for performance of a
contract with the data subject.

3.2 Legal basis / contractual basis of ..........c.cccceuuuenn: fOr performance of a contract with
the data subject.

The Parties acknowledge and agree that each Party acts as a data controller for the
personal data it processes and is independently subject to obligations under the Personal
Data Protection Laws applicable to data controllers.

Each Party represents and warrants that, prior to sharing personal data, it has provided
the necessary information regarding such sharing to the data subject and obtained
consent and/or has a lawful basis or authority to disclose the personal data to the other
Party, enabling the receiving Party to process such data lawfully for the agreed purposes.
Each Party warrants that the Party sharing personal data is not subject to any restriction
or prohibition under the Personal Data Protection Laws in:

6.1 Processing the personal data it shares under the purposes specified in this Agreement;
6.2 Sharing personal data with the other Party for the performance of obligations under
this Agreement.

Each Party shall process personal data received from the other Party only to the extent
necessary to achieve the purposes specified in Clause 2 and shall not process such data
for other purposes unless consent is obtained from the data subject or required by law.
Each Party shall ensure that its personnel, employees, agents, or any persons involved in
processing personal data received under this Agreement maintain confidentiality and
strictly comply with the Personal Data Protection Laws. They shall process personal data
solely for the purposes of this Agreement and shall not reproduce, copy, duplicate, or
record such data in whole or in part, unless otherwise permitted by the main contract or

applicable laws.



9.

10.

11.

12.

13.

14.

15.

16.

Each Party shall restrict access to personal data under this Agreement to only those
personnel, employees, agents, or authorized persons who have a need to access such
data.

The receiving Party shall not disclose personal data received from the transferring Party to
unauthorized personnel or any third party unless necessary for fulfilling obligations under
this Agreement, required by law, or with prior written consent from the transferring Party.
Each Party shall implement and maintain appropriate organizational and technical
security measures in accordance with standards prescribed by the Personal Data
Protection Committee and/or international standards, taking into account the nature,
scope, and purposes of processing, to protect personal data against risks such as unlawful
access, use, disclosure, alteration, loss, or destruction.

If either Party becomes aware of any incident affecting the security of shared personal
data that may result in unauthorized access, loss, or disclosure, such Party shall notify the
other Party within 48 hours.

In the event of a personal data breach, each Party shall take appropriate measures to
identify the cause and prevent recurrence and provide the other Party with relevant
information as permitted by law, including:

13.1 Nature and potential impact of the breach;

13.2 Measures taken to mitigate the breach;

13.3 Categories of personal data and affected data subjects (if known);

13.4 Other relevant information.

Notification shall be sent to: nbclegal@redcross.or.th

Each Party agrees to provide reasonable assistance to the other in complying with
applicable data protection laws, including responding to data subject rights requests,
taking into account the nature of processing and legal obligations. If a request is received
concerning data under the responsibility of the other Party, it shall be promptly
forwarded, and the data subject shall be informed accordingly.

If either Party needs to transfer personal data abroad, such transfer must comply with
international data transfer standards under applicable laws. The Parties agree to enter
into any necessary agreements to ensure lawful data transfer.

Each Party may engage a data processor to process personal data, provided that a written

agreement is in place with terms no less protective than those in this Agreement and



compliant with applicable laws. The engaging Party remains liable for the acts or
omissions of such processor.

17. Unless otherwise required by law, each Party shall delete or destroy personal data
received from the other within 180 days after completion of processing or as otherwise
agreed in writing, whichever occurs first. If a Party no longer needs the data before this
period, it shall delete or destroy it immediately.

18. Each Party shall indemnify the other for any fines, losses, or damasges arising from a
breach of this Agreement, without limitation of liability.

19. The obligations under this Agreement shall terminate upon completion of the main
contract or upon written agreement of termination, whichever occurs first. However,
termination does not affect obligations regarding deletion or destruction of personal data

under Clause 17.

In case of any conflict between this Agreement and any prior agreements, representations, or

understandings, this Agreement shall prevail.

The Parties have read and understood the contents of this Agreement in full and have executed

it in the presence of witnesses on the date specified above.

Project Investigator



Witness
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National Blood Centre
Thai Red Cross Society

The Research Ethics Committee of National Blood Centre, Thai Red Cross Society
1871 Rama IV Road, Patumwan, Bangkok 10330, Thailand Tel. +662-252- 4106

Certificate of Exemption from review

COE No. NBC EX 00/0000

The Research Ethics Committee of National Blood Centre, Thai Red Cross Society, Bangkok,
Thailand, has exempted the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Protocol Title:

Protocol number:
Principal Investigator:
Affiliation:

Approval date :

Expired date :

Chairperson Member and secretary

The Research Ethics Committee The Research Ethics Committee

Note
1. Continuing review report is not required.
2. Any changes or modifications to the exempt research proposal require the submission of amendments to the IRB.

3. Final report is required after completion.
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National Blood Centre
Thai Red Cross Society

The Research Ethics Committee of National Blood Centre, Thai Red Cross Society
1871 Rama IV Road, Patumwan, Bangkok 10330, Thailand Tel. +662-252- 4106
Certificate of Expedited Review Approval

COA No. NBC EP 00/0000

The Research Ethics Committee of National Blood Centre, Thai Red Cross Society, Bangkok,
Thailand, has exempted the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Protocol Title:

Protocol number:

Principal Investigator:

Affiliation:

Review Method: Expedited

Continuing Report: At least once annually or submit the final report if finished.
Approval include : 1.Proposal

2. Other relevant documents related to proposal

Approval date :

Expired date :

Chairperson Member and secretary

The Research Ethics Committee The Research Ethics Committee



NF 08-06/2.0

All approved investigators must comply with the following conditions:
1. Strictly conduct the research as required by the protocol;
2. Use only the information sheet, consent form (and recruitment materials, if any),

interview outlines and/or questionnaires bearing the Research Ethics Committee of National Blood Centre,
Thai Red Cross Society seal of approval; and return one copy of such documents of the first subject
recruited to the Research Ethics Committee of National Blood Centre, Thai Red Cross Society for the record,;
3. Report to the Research Ethics Committee of National Blood Centre, Thai Red Cross Society any serious

adverse event or any changes in the research activity within seven calendar days;

4. Provide reports to the Research Ethics Committee of National Blood Centre, Thai Red Cross Society
the progress of the research upon the specified period of time or when requested,;

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

6. If the research project is completed, the researcher must be form the Research Ethics Committee of

National Blood Centre, Thai Red Cross Society
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National Blood Centre
Thai Red Cross Society

The Research Ethics Committee of National Blood Centre, Thai Red Cross Society
1871 Rama IV Road, Patumwan, Bangkok 10330, Thailand Tel. +662-252- 4106

Certificate of Full Board Review Approval
COA No. NBC EC 00/0000
The Research Ethics Committee of National Blood Centre, Thai Red Cross Society, Bangkok,
Thailand, has exempted the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Protocol Title:

Protocol number:

Principal Investigator:

Affiliation:

Review Method: Full Board

Continuing Report: At least once annually or submit the final report if finished.
Approval include : 1.Proposal

2. Other relevant documents related to proposal

Approval date :

Expired date :

Chairperson Member and secretary

The Research Ethics Committee The Research Ethics Committee
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All approved investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol,

2. Use only the information sheet, consent form (and recruitment materials, if any),

interview outlines and/or questionnaires bearing the Research Ethics Committee of National Blood Centre,
Thai Red Cross Society seal of approval; and return one copy of such documents of the first subject
recruited to the Research Ethics Committee of National Blood Centre, Thai Red Cross Society for the record,;
3. Report to the Research Ethics Committee of National Blood Centre, Thai Red Cross Society any serious

adverse event or any changes in the research activity within seven calendar days;

4. Provide reports to the Research Ethics Committee of National Blood Centre, Thai Red Cross Society
the progress of the research upon the specified period of time or when requested;

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

6. If the research project is completed, the researcher must be form the Research Ethics Committee of

National Blood Centre, Thai Red Cross Society
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The Research Ethics Commmittee of

National Blood Centre

Progress Report

NF 12-01/2.0

Page 1

Please complete this form and submit to the Research Ethics Committee before the due date.

Date of Initial Approval : | Date of Last Approval : Due Date :

/ / /

/

Progress / Continuing Report :

[Tyn 340w L6 ieu [yn 19

Protocol No.

Protocol Title

e

English

Remarks

Principal investigator :

1. | Has the data collection begun?

Yes []

No [J

2. | How much data have you collected so far?

3. | Has data been obtained directly from human participants?

[JYes (Go to 4)

[JNo
Please specify type of Study

And then skip to 8

[ Leftover specimen []Other

[1Chart review [11n vitro study

4. | In case of participant enrollment

4.1 | Total participants expected to be recruited at the beginning
4.2 Number of participants recruited
4.3 Number of participants expected to be recruited from now
4.4 Total drop-out or loss follow-up
4.5 Total Withdraw
4.6 Total Death




guivinmalafioudsnd
annmaing

NF 12-01/2.0

The Research Ethics Committee of Progress Report
National Blood Centre Page 2
a7 Total participants still active or in contact
4.8 Total participants completed
Remark : 4.1 = 4.2+4.3; 4.2 = 4.4+4.5+4.6+4.7+4.8 If not, give explanation in 10.
5. | Which procedures do active participants have to undertake?
Questionnaire/interview [
Specimen/sample collection [J
In vivo diagnostic devices [
Interventions: e.g. drug trial, surgical procedure, radiation, isotope,... []
OthErs (SPECIY). ... veuieririieie ettt [
6. | 6.1 | Have there been any unexpected adverse events on site Yes [ Goto6.2
during this reported period? No [] Goto 7
6.2 | Did you report to IRB? Yes [ attach response
document from IRB
No [] Attach SAE Report
7. | 7.1 Are there changes to the protocol or consent form during this Yes [ Goto 7.2
report period? No [] Goto 8
7.2 Have you submitted the changes to IRB? Yes []
NO D Attach report
8. | Request for Certificate of Approval (COA) Renewal Yes [
No [
9. | Risk/Benefit ratio: Risk L increased, [1same, [Jdecreased
Benefit [ increased, [1same, [1decreased

10. | Explanatory Note: (if any)
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. NF 12-02/2.0
The Research Ethics Committee of Progress Review Report

National Blood Centre Page 1

Please complete this form and submit to the Research Ethics Committee before the due date.

Protocol title: Protocol No.

Principal Investigator:

danm:

Initial protocol review: [ Expedited review  []Full Board review Reviewer’s
Opinion:
Acceptable risk/benefit ratio:  Risk [ increased, [J same, [] decreased
Benefit D increased, D same, D decreased

Consideration :
[] $uses/sunsu
dwsulassnsinansanasusnidu Expedited review wag lassnsfinansanasausnidu Full Board

. =
review vl

o

1) Tasens3demeasudiinsiunsideselng viasadunissugidnsiunsideudn
2)

(%
aa

dhsumsiTerutuneuisaliunsideasuaieauysal Widifnssule q fegdesdniunsiv

ey

[y

1 a a
FIUIYDN

e
2

b

ey

3) Aanssuimdeegiluiiesnsinmuszezen lngtunauiiiunisvensfnniuszeze1nd1uie
minimal risk Wt ¥398g5¥1I M TIATIERUBYALYINTY

4) Mawiiuns39e Anudsslidinisdsuua

[ wisweumaniiuseau Full Board

o LY a & [ Ya v A a & a v U i !
dusulassnsniansanasasniu Full Board wag f3deveiiiufanssy, tuneunsiduusuiuaeulasesg

nsdeillegludngnsnunILIUULSRIY

[] Request for COA Renewal
[J Approve
[] Request for Information (Specify)..........ccoowvvvvcrerrrnnce,

L OO e

REVIEWETS SIGNALUIE ..ot Date...ccovverneeenee V2R V2R
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The Research Ethics Committee of

National Blood Centre

Review Report

Clinical Trial Phase Transition

NF 12-03/2.0

phase)

Page 1

IRB No. Protocol title Remark
Principal Department
investigator
Study Code Sponsor
Study phase 10203 L] Others. oo
Descriptive summary result of the study:
Acceptable risk/benefit ratio: Risk [] increased [l same [l decreased
(Evaluation for the next Benefit [] increased [l same [l decreased

Approval Decision

[] Approved

[] Approved with some correction

[ cannot proceed to the next phase.
(PleaSE SPECHY....oveecveeeeeeeeeveeeeeeee e, )

Reviewer’s Opinion / Consideration

Reviewer’s Signature

Date (
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The Research Ethics Committee of fuasiamqnﬁ%’usaﬂﬂiems
Page 1

guivinmalafioudsnd

AnmRing National Blood Centre

ANUTLEIAYDIYITY
[ vosioogmissdosusos (lunsdinsidedsldadadu) wuuwuuesy Progress Report NF12-01
[ udsUnlasan1side Qunsdinsideiaioduudd)

1 D ATINIT IR (DU INI8) oo,

B VU BBOMUAUTGTR ..o

5. SWALATINITIVY oo FUMBNATIUTDY oo FURUGANITTUTON. .
LAYABDNELDNENTIUTDIUIAD oo AT
6. nediflasansAdedsliiduga uazvereengnisiuseslasinisdn 1 9 aadiasiuganiside

(nsauseyiu/inou/l

TABUSZUNIL) oo,

7. n3AUAUALATINITATY (NTAUITEYTUARBU/Y) oo
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The Research Ethics Committee of Submission for Study Amendment

National Blood Centre

Page 1

Instruction: Please fill in the form or tick L in the box that applied, and attach documents if necessary

Protocol title (lng) Protocol

No.
(English)

Remarks

Study Code

Principal Investigator

Sponsor

1. Which part of the study do changes apply? (more than one is possible)
Protocol [
Participant Information sheet [
Consent form [
Investigators [

Other (SPECfY) . 0

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 participants?
Risk may be [lincreased [Jsame [ldecreased

Potential benefit may be [lincreased [Isame [ldecreased

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 [J

Note:  Study amendments may not be instituted until written approval from the ethics committee is received.
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Submission for Study Amendment
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Page 2
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Summary of Changes

NF 13-02/2.0

Page 1
Protocol title (lna)
(English)
No. | Page ltem Current sentence Proposed new Rationale
sentence
1.

AR el B A
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National Blood Centre

Amendment review report

NF 13-03/2.0

Page 1

Protocol Protocol title Remark
no.
Principal Department
investigator
Study Code Sponsor

Amendment D Protocol D ICF D CRF D B D Others...ooveeeeee.

[ minor changes @wnsn Expedited review laun

1) mMsuAluTeLies

o o

2) AsuAluARn Tufl adud
wagn1sdnguidnlvdvedaseiansidevsaenansiineddosiu

Investigator’s Brochure

of interest declaration 984

Investigator Wwag Co-Investigator

3) WiugITe993 Azdeda CV, nangun1seusy GCP uag Conflict

4) nsudladofuszanunulasinside

5) msufledennulssnduiusidyyineaainndiglasnis
6) AM5uAlY Material Transfer Agreement

7) nsudlausuuglasesresideiiliiivenudesderdid1snid
8

[] Major changes az#a3 Full Board review

Taun

1) msUSunAsuidevdn/fidesm sxdesda Cv,
Mé’ﬂgwumiaum GCP wag Conflict of interest
declaration  ¥8% Investigator way  Co-
Investigator 2)
finswasunlasufeuisnmHdeiinsenuse
aasing

3) finswdsuulasnasidndi wazinasidneen

4) fnswaguulasfionaiiuniuidesme

EnalAsAN5IIATINTINY

5) dnsudnnueanadasiiuiovay 25
6) finmsuiluenansteyatuaafidnsuid

g 911 wans¥numenLUaansie

I 1 v oy av
ﬂ’)']llLUanWWU@Q I?JUHJ’]THJﬂ’]TJ'ﬂEJ

NUBIR

LONANSTIHIUAITRIITUNRIN AMEATIUNNTISUTITTUNTILVEINTUAUN AL NTTUANSETUTIN AY

sudlesaiunazueumneliiidunisNansauIwn wu CREC forllu Minor changes lifiosveauiann fivszau
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National Blood Centre

Amendment review report

NF 13-03/2.0

Page 2

Descriptive summary of the amendment:

Appropriate inclusion/exclusion criteria:

D Yes

DNO

WA

Risk [] increased [l same [ decreased
Acceptable risk/benefit ratio:
Benefit [] increased [l same [l decreased
Adequate consent form: [] Yes [l No [ N/A
[] acknowledged (M3wasuulad IB)
Approval/Acknowledgement:
[] approved
[] approved with some correction
[] not amendable
(PlE@SE SPECHY ..o )
Reviewer’s Opinion / Consideration
Reviewer’s Signature Date ... Y Y




NF 13-04/2.0
The Research Ethics Committee of Approval of Documents Related

guiiEnslafinuisnd National BLOOd Centre to StUdy PrOtOCOl Page 1
® ammwalng

EC No. 000/00

National Blood Centre
Thai Red Cross Society

Research Ethics Committee

National Blood Centre, Thai Red Cross Society

1871 Rama IV Road, Patumwan, Bangkok 10330, Thailand, Tel 662-263-9600

Approval of Documents Related to Study Protocol
The Research Ethics Committee, National Blood Centre, Thai Red Cross Society, Bangkok, Thailand, has
approved/acknowledged the following study in compliance with the International guidelines for human
research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guidelines and International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)
Study Title:

Study Code:

Principal Investigator:

Affiliation of PI:

Document Approval:

1.
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annmaing

NF 13-04/2.0

The Research Ethics Committee of Approval of Documents Related
National Blood Centre to Study Protocol Page 2
Signature: e SIGNATUNE: .t
( ) ( )
Chairperson Member and Secretary
The Research Ethics Committee The Research Ethics Committee

Date of Approval

Investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any), interview outlines
and/or questionnaires bearing the Research Ethics Committee’s seal of approval ; and return one
copy of such documents of the first subject recruited to the Research Ethics Committee for the
record;

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

4. Provide reports to the Research Ethics Committee, concerning the progress of the research upon
the specified period of time or when requested,;

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

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

protocol.
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The Research Ethics Committee of 1ONE155U5841ATINNSIUEIUNULAY

Page 1

National Blood Centre

guivinmalafioudsnd
annmaing

EC No. 000/00

auduimslaiauviend
ﬂl'l'lr\'l"ﬂ'lﬂ\[vlﬂ

AMYNTINNSATESTIUNTITE Auduinislafinwiewd aninvialne

1871 a.Nse31U 4 LWWAUNNTY NN 10330 Tns. 662-263-9600

L@NEANTIUTBILATINISIVYHIULNULAY

AMENTINNTITEETTUMTITY  AuduInisladinuvanid annualnedniunislinisiusey Sunsu
nansfieatesiulasaimAdemuwwinimanasesssunmideluauiiluunnsgiuainaleun Declaration

of Helsinki, The Belmont Report, CIOMS Guideline a¥ International Conference on Harmonization in

Good Clinical Practice %5® ICH-GCP

Folasans:
aviilasansive:
AERIVENE
Feananu89U:
LONANTIUTON:

Uses1u NIFUNTIASLAVIUNTT

ANIZNITUNITIIYTITUNISIVY ANZNITUNITAIYTITUNI5IVY

JuNsusa9
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The Research Ethics Committee of 1ONE155U5841ATINNSIUEIUNULAY

S — National Blood Centre Page 2

anmnmaing

g [V %

ndefesfiRnuieuludwaludl

1. duflumside anuiszylilulasssemiduegianseas

2. ldwnasuuziienaading luBuseun (Wazonaisligydnsiuidenselulawaundnd) wuudunvel Laznse
LUUEDUDY WINIENLNTIUTEINUVDIANENTTUNITISUTITUANTIFUWINUY  Lazdd

dunenasRnaildiv NI niTeasenensnufAneNIINNIITEsTIUNMTI  Auduinislain
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3. menuvemanlificsrasiousdiiatuniensdsuaiansaideleg deansnssuns
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Protocol Deviation / Violation /

Non-compliance

NF 14-01/2.0

Page 1
Protocol title (lng)
Protocol
no.
(English)

Principal investigator : Contact No. :
Institution : Contact No. :
Sponsor : Contact No. :

[] Deviation from protocol [ violation

[] Non-Compliance

Type of events (check all that apply)
t Request for COA renewal after its expiry date*
Site and Investigator readiness assessment

Risk and Benefit of enrolled participant

Affirmation of enrolled participant to continue the study D Yes, D No, D NA D Out of window visit

/Missing visit

[] out of window testing required / Testing not done
[ poor compliance

U Drug/Dosage errors

[ informed consent issue

H Study-required procedures out of sequence

U Faiture to report SAEs as required by IRB

] other (SPECIFY) oo e

[ ves, [ No, L] NA

0l Appropriate, H Inappropriate, L Na

Description:

Root Cause Analysis (sgyannnvaslom):

Qutcome:

Corrective action / Plan to prevent the future event:

Short summary




. L. . . NF 14-01/2.0
The Research Ethics Committee of Protocol Deviation / Violation /
guivinmalafioudsnd National BLOOd Centre Non-compllance Page 2
anmmmaing
BTULTIIMTITAL ..o
BITUVIBY .o
NAYRUNANTTA!

] a1anasinsdieglulasanisiay, ] sranasfnsdioseonainlasenisias

BUINNATUNTT

Found by: Reported by:
Date: Date:




. . . NF 14-02/2.0
The Research Ethics Committee of Protocol Deviation / Violation /
st National Blood Centre Non-compliance Review Report Page 1
Protocol title: Protocol no.
Principal Investigator: defia:

Reviewer’s Opinion: D Protocol Deviation, D Violation, D Non-compliance
wansznusieenanasins L &1, [ sl [ ldiiesves &gt
omainsdieglulasinside, L evanansiesesnanlasinside

ST N TR BTt ta U o lata a1 b\ 2 OO
Preventive / Corrective action plan D LANNSE, D lalmuneau

Consideration:

L] $unstu, anansasidiunisiad sels

[ woufinnituszem Full Board Tngliissqufinnsan

[ fusadinid,

I R Sy a1 )
[] GIE’JR]L?jEJ&J (site visit),

U sedunssugsuidesel,

[ sefunsia-onsadumsiad w§ vue,

L] inaeunisifiuey,

REVIEWETS SIGNATUIE ..ot Date....cccovveuenee Y S Y

( )

*In case of late submission for COA renewal, please clearly state the reason(s)



SAE Report (Investigator Initiated) | NF 15-01/2.0

THwuusieanuinnizlasinisisenlule
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[y o Y Page 1
JUNITAUY a‘léuﬁ]'] NUIWNYI

The Research Ethics Committee of National (Iﬂiﬂmﬁﬁamﬁ%ﬂﬁaﬁuaumﬂﬂ

Blood Centre uSunelilennu sponsor)

Instruction: Please fill in the form and attach document if necessary.

Protocol title (lne)
Protocol no.
(English)
1. Participant NoO. ......cccccoovvviieien, The serious adverse event: ...
initial follow-up No. ............ Date followed Up ..o Date of onset

description of event(s) :
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annmaing

The Research Ethics Committee of National

Blood Centre

SAE Report (Investigator Initiated) | NF 15-01/2.0

Twuusenuianelasainsidenlile
o 'Y a o Page 2
SunsatuauuaInuIene

(lnsamAdenlasunisatuayuan

uSunelilennu sponsor)

2. Evaluation of event

Seriousness: No

Yes, it is

Is adverse event unexpected?

[ No

death Yas, itlis life threatening  Nature is not

\
consistent with disability prot%t*

new/prolonged hospitalization

anomalies [ protocol*

Already mentioned in

\
Severi% is not consistent with congenital

............ ) rL:requency is not consistent

-invegstigator brochure with

\
protocol* yes

no
(* Protocol or related documents such as

- patient information sheet

. . yes
Investigator Brochure, inform consent

document )

no

3. Causal relationship assessment (Modified Naranjo Algorithm) iawglasanisidl intervention

Is adverse event (AE) related to participation in research? Yes No Unknown
Are there any solid literature regarding this SAE?

WA JUnTeTeunain SAE dvdol o ° °
Does SAE occur after taking this test article?

SAE intumevdaniad vasmageulinield * ! °

Is SAE alleviated after discontinue the test article or taking antidote?
mﬂﬁhjﬁwizmﬂ%”wLLiaﬁanmLﬁam@miﬁmm 2 vieulelviansng +1 0 0
Uiy

Does the same SAE re-occur after re-administering the test article? +2 -1 0




SAE Report (Investigator Initiated) | NF 15-01/2.0
Pl Iuuunenuiamelasimsiseilils
* amnmnine o o ~ o Page 3
iUﬂqiaUUaHuﬁﬂﬂinﬂﬁJ"l
The Research Ethics Committee of National (Iﬂiﬂm3358‘171'151’%J‘1Jm§aﬁua‘14mm
Blood Centre uSunelilennu sponsor)

omslifivsvasadeusel nd Su Welvamaaeundudilulminiell

Are there any possibilities (except the test article) can cause this SAE?

SAE fiAnTuannsnnd Wnnanmgdu (uenwdennansmaaeud) luiels) B 2 °
Does placebo cause the same SAE?

v -1 +1 0

SAE Asnarintulaainansen)nasnnie il

Does the plasma level of the test drug reach toxic level?

Turnavesansiimiduiiv ansansianvansludenvesenaadas okl H ° °
Are there any association between the dosage of test drug and the

degree of SAE? ANUITULIIVEI0INSTNG Snvmidiiusiusunadl +1 0 0
Dose the participant have the same SAE when received the test drug

or similar drugs in the past? anadanaeinemsiintou vdwnlad 1 0 0
“Vansiivizeanseuiindreadatui vielsd

Is there any objective evidence showing the causality of this SAE?

ftoyaiundefelugUsssy 19y nauay nsmsranumendud Tnsunnd +1 0 0
Feawey v0an15LAR SAE i we8 lal

Total score




guivinmalafioudsnd
annmaing

The Research Ethics Committee of National

Blood Centre

SAE Report (Investigator Initiated)

NF 15-01/2.0

Twuusenuianelasainsidenlile
o o aw Page 4
SunsatuauuaInuIene

(lnsamAdenlasunisatuayuan

uSunelilennu sponsor)

Summary [1 > 9: Definitely related

[158: Probably related

[T14: Possibly related

(1< 0 Not related

Outcomes:
resolvingimproving [
resolved/improved
unchanged |
worsened fatal |
Other (SPECITY.....veureerrieereosss i)

Investigator considerations:
1. Notification to human participants using new or

additional informed consent. required

immediately

required for the next appointment ' ot required

L2 Change in or suspension of research.

suspension change !

no action required |

Note: Information of the Serious Adverse Events (SAE) and Serious and unexpected adverse events from the

study site should be submitted to the IRB within 7 days (in case of death within 24 hours) after awareness of

the event/ problem.
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The Research Ethics Commmittee of

NF 15-02/2.0

SAE Review Report

Reviewer:
National Blood Centre Page 1
.......................................................................................................... SIGNATUNE. .o seseieseeeneeeieneeieeseaeeseeensnnens. DA evevenie woeviceee e
) ) ) NUYLAY o .
9 wafl Juh Study Code Foia vy AguALIAY
Tasens ° :
sroamu [ SAEs [ susars [ other e U 891U
Initial Report 189U
L] 4730 0N St FIE9, Participant NO.......ccressesserss
Event
Date of onset .......ccoeeeveeeeeiereen. Date of PI’s awareness........cccccoeu.....

Date reported to IRB

LEuaAuARLTY

Causal Relationship.........ccccoucwrrvinsrinriieincees OULCOME ..o

L AUy SN 18971

|:| AAAIUSENA oo 183U

d3U Events uag Causal Relationship...........ccccccccivcecvcvcreercers

LEuaANARLTY

Follow-up Report......ccvwnevenerererenncs 189U
L] 4730 0N Sitemmsece 318974, participant no

Event

Date of onset

Date followed up

Causal Relationship......cceeereeeereeererirerirerens

LEuaANARLTY
L AUy SN 18971

|:| AAANUTENA. oo 378U

d3U Events uag Causal Relationship.

LEuaANARLTY

57847497 CREC Usetnnsneanu

9588




guivinmalafioudsnd
annmaing

The Research Ethics Commmittee of

National Blood Centre

SAE Review Report

NF 15-02/2.0

Page 2

Aulag AMENTINNITNATN YR
3Bnsiiansan (Expedited/ Full board)

JufRansan ...

a3U Events wag Causal Relationship

NaN1TNa198U1V88 CREC

LEUBANUAALIL
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The Research Ethics Committee of SAE Report for Medical Device

S — National Blood Centre Page 1

anmnmaing

Instruction: Please fill in the form and attach document if necessary.

SAE report " SAE event - Device Defect
Protocol title L] Protocol
[] no.
Report type [ Initial Hollow-up No..............

L] Final Other oo,

1. Company information (If available)

Establishment License No./Seller's License No.

Company’s name

Address

Reporter Position
Telephone No. E-mail

Other regulatory authorities to which this report was also sent.

2. Device details

Trade name

Common name

Global Medical
Device Nomenclature

(GMDN) code

Type of medical O o Risk O Class | Class I

device O Non-vD | classification O Class i dlss IV

Indication/intended use




guivinmalafioudsnd
annmaing

The Research Ethics Commmittee of

National Blood Centre

SAE Report for Medical Device

NF 15-03/2.0

Page 2

Device regulatory

status

O Licensed medical device No.

Catalogue No.

Model No.

Lot/Batch No.

Serial No.

Software version

Accessories




. . NF 15-03/2.0
The Research Ethics Committee of SAE Report for Medical Device
qudiimalaaiend National Blood Centre Page 3
Physical
manufacturer
3. Information of serious adverse event / device defect
Classification of incident "] Serious threat to public health
| Death

1 Serious injury

Medical device problem

Clinical sign, symptoms and

conditions

Event description

Date of incident awareness date

Have any of the similar events O VYes, SPECITY the COUNTIY v

occurred? O No

O Unknown
Have any of other AE occurred by using the O ves, COUNTIY 1o s
medical device for the same cause? frequency of OCCUITENCE ..o

O No | Unknown

User of device at the time of | O Healthcare professional

the event O Patient OthEr, SPECIY .oooooeooeeeeeseeeeeeeeeeeeeeeeeeeeee e

Usage of device O Initial use

O Reuse of a single use device

O Reuse of a reusable device

O Re-service/Refurbished

O Other, SPECIY it

Number of patients involved Number of devices involved

4. Patient information (only for serious adverse event))

Gender "] Female "] Unknown

Age at time of the (year/month/day) | Unknown




. ) NF 15-03/2.0
The Research Ethics Committee of SAE Report for Medical Device

S — National Blood Centre Page 4

anmnmaing

Health impact

https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effectshealth-

impact
Treatment of affecteol oerson
Patient outcome | O Death (Date: ........ fooriiid e, )

O Not yet recovered
O Recovered (Date: ........ evvoeid . )

O Other, specify

5. Other information



https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
https://www.imdrf.org/working-groups/adverse-event-terminology/annex-f-health-effects-health-impact
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Protocol title (lng)

(English)

Protocol

no.

Study Code:

Principal Investigator:

Phone number:

E-mail address:

Sponsor’s Name:

Address:

Phone number :

E-mail address :

Study site(s) :

Objectives(s) :

Study materials :

Study dose(s) :

Treatment form :

Duration of the study (since Approval):

Proposed number of study participants :

No. of Study Arms :

Number of participants recruited in the study :

In case the participants were enrolled more than the approved number, please indicates the

reason(s) why this has occurred:

Number of dropout participants in the study :

Number of SAE/SUSARs occurred :

Number of Non-Compliance / Protocol violation occurred:
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In case of clinical trial, describe how participants can access to study drug after finishing the trial:

In case of the protocol is requested for termination by

[pi [ pata Safety Monitoring Board [l Sponsor

Please describe reason(s) to terminate the study before the scheduled end date and how the

participants are taken care of

Brief summary of the result :
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Protocol title:

Principal Investigator: GRRLgK

EC NO.

Reviewer’s comments:

NUmMber of PartiCipant.........cco e
Duration of the study (since NBC EC Approval)
d Acknowledge [l Approve

[l OB et e

ReVIieWEr’s SIGNAtUIE ..o Date.....cccceuene. YZS Y

( )
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General Information

The following is the list of conditions to be assessed during this visit:
1. Research unit’s written SOPs

Are there written SOPs?

2. Information about your study populations

Is there any participant from the vulnerable group?
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3. Total number of active participants ........c.cccveevererinenne
4. Information about your method(s) of recruitment of participants
(please select from the list below)
..... Practice .....Database ....Office brochures/posters ....Advertising ....\Website
..... National Recruitment Campaign ....Other (please specify) ......coccevvrrerereiernienes
5. Documents files for EC approved studied, included:
Protocols and amendments
Recruitment materials
EC approved consent form
Participant charts or source documents
Investigator’s CV and license
6. Study Team Records
Name of Affiliation Function Years of Years of Training Date of
member research working at courses: training
experience | this research Human completion
site Protection;
GCP, etc.

7. We may also request to see your storage area and emergency equipment.
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