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Confidentiality and Privacy Agreement for a Member of the Sisaket Rajabhat University

Ethics Committee for Human Research

| sign this document as a member of the Sisaket Rajabhat University Ethics Committee for Human Research (SSKRUEC),
and voluntarily accept the following duties and obligation. During my service on the committee or anytime thereafter | shall not
disclose or reproduce any confidential information and/or privacy of research protocols under consideration, as stated in the
written Standard Operating Procedures (SOP) of SSKRUEC, unless requested by court order.

Confidentiality and privacy covers information or materials prepared by the investigators, and/ or sponsors for the
ethics committee review either in written or verbal forms. This information includes technical and scientific data, financial and
personal information concerning wages, remuneration, salaries, and benefits. | agree to destroy or return the related data that
has been sent to me to the office of Sisaket Rajabhat University Ethics Committee for Human Research after the completion of
my review.

Regarding the conditions that | have to disclose the confidentiality and privacy information by court order, | will inform
the committee within two days after notification. This does not include my prior knowledge of information, and information
gained from another source or publicly accessed, and/or information from third person.

Information relating to protocols reviewed by SSKRUEC might be used as examples in a conference and
teaching/learning setting for educational purposes. In that situation, the presentation has to be done without any identification
and reference to the investigators, sponsors, research subjects, or any of the parties concerned. This implies that there will be
no harmful consequences as a result of this presentation. If any case document needs to be distributed, it must be modified to
ensure privacy and confidentiality.

| hereby agree to the conditions described above.

SIENEA. e

(et )

Member of the Sisaket Rajabhat University Ethics Committee for Human Research
Dated. .o

This document is acknowledged by Chairman of the Sisaket Rajabhat University Ethics

Committee for Human Research
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Confidentiality Agreement for a Staff of the Sisaket Rajabhat University Ethics

Committee for Human Research

By signing this document, as a supporting staff of the Sisaket Rajabhat University Ethics Committee for
Human Research (SSKRUEQ), | voluntarily accept the following terms and conditions. That during the course of
my service on this Committee, or anytime thereafter:
1) | agree not to disclose any confidential information obtained during my service on the
Committee to anyone;
2) 1 will not reproduce or modify any confidential information associated with my service on the
Committee;
3) | will not, by any means, provide to anyone confidential information relating to research
protocols received from the investigators or sponsors concerned, except under the condition
that | receive the order in writing from the Chairman of the Sisaket Rajabhat University Ethics

Committee for Human Research, the Vice Chairman, or the Secretary.

| agree to the above conditions.

Receipt of this document is acknowledged by Chairman of the Sisaket Rajabhat University

Ethics Committee for Human Research
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Confidentiality and Privacy Agreement for a Guest, Visitor, Observer, or Surveyor at

the Sisaket Rajabhat University Ethics Committee for Human Research

| sign this document as a Guest, Visitor, Observer, Surveyor at the Sisaket Rajabhat University Ethics
Committee for Human Research (SSKRUEC), and voluntarily agree not to disclose reproduce any confidential
information and/ or research protocols under consideration during the course of my activities with the
Committee, or anytime after my time with the SSKRUEC,

Confidentiality and privacy covers information or materials prepared by the investigators, and/ or
sponsors for the ethics committee review either in written or verbal forms. This information includes technical
and scientific data, financial and personal information concerning wages, remuneration, salaries, and benefits.
| agree to destroy or return the related data that has been sent to me to the office of SSKRUEC after the
completion of my Visit.

Regarding the conditions that | have to disclose the confidentiality and privacy information by court
order, | will inform the committee within two days after notification. This does not include my prior
knowledge of information, and information gained from another source or publicly accessed, and/or informed

from third person.

| hereby agree to the conditions described above.

This document is acknowledged by Chairman of the Sisaket Rajabhat University

Ethics Committee for Human Research
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(Date)

...... YA

(Principle Investigator’s name)

(Address)

(City/State zip)

Subject: Research Exemption Determination

Upon your request that the study entitled “.........cc..ccoooerierienenn. 7 HE e ) be

Exempt, the SSKRU EC for Human Research (SSKRUEC) has made an agreement that this study has met the

criteria of the Exemption Determination Regulation identified below.

SSKRU’s Exemption Determination Regulations

If research activities in which the only involvement of human subjects will be in one or more of the

following categories, they are exempt from the review process of the SSKRUEC:

4.1

4.2

4.3

Research conducted in established or commonly accepted educational setting, involving normal
educational practices, such as (i) research on regular and special education instructional
strategies, instructional techniques, curricula, or (i) classroom management methods, or (iii)
research on assessment for quality assurance.

Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement),
survey procedures, interview procedures or observation of public behavior, unless: (i) Information
identified, directly or through identifiers linked to the subjects; and (i) Any disclosure of the
human subjects’ responses outside the research could reasonably place the subjects’ financial
standing, employability, or reputation at risk

Research and demonstration projects which are conducted by or subject to theapproval of
department or agency heads, and which are designed to study, evaluate, or otherwise examine:
(i) Public benefit or service programs; (ii) Procedures for obtaining benefits or services under those
programs; (iii) Possible changes in or alternatives to those programs or procedures; or (iv) Possible

changes in methods or levels of payment for benefits or services under those programs.
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4.4 Research activities or projects included food taste and its quality evaluation, consumer services

and acceptance are exempt, if they are conducted in either or all of the following conductions;

(i) Wholesome foods without additives or narcotic drugs are consumed, or (i) food is consumed

that contains a food ingredient at or below the level and for a use found to be safe, or

agricultural, chemical or environmental contaminant at or below the level found to be safe by

the Environmental Protection Agency or the Food safety and Inspection Service of Thailand

Department of Agriculture.

4.5 Research involving laboratory tests are exempt, if they are conducted in either or all of the

following conditions:

451

452

453

454

Research involving pathological specimens, or diagnostic specimens, the collection or
study of isolated microorganism kept in laboratory and subjects cannot be identified
directly or through identifiers linked to the subjects.

Research involving the collection or study of cells or tissues that diversified to cell lines
and subjects cannot be identified directly or through identifiers linked to the subjects.
Research involving the collection or study of bone, teeth or the body of persons who
donate to the hospital or the extracted tooth and subjects cannot be identified directly
or through identifiers linked to the subjects.

Research involving finding contaminants, chemicals, microorganisms or biological

products and do not directly involve human volunteers.

The decision and approval were made at the SSKRUEC meeting on KK MM YY on Agenda (Agenda#) in

which the minutes were acknowledged and documented.

On the behalf of the SSKRUEC, | am sending this decision to confirm that your research project is

exempt from the SSKRUEC’s review process. Further questions in relation to this matter can be made by

writing to me.

Sincerely Yours
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SISAKET RAJABHAT UNIVERSITY
This is to certify that

Have been reviewed by the Sisaket Rajabhat University Ethics Committee for Human
Research based on the Declaration of Helsinki and ICH Good Clinical Practice Guidelines. Please

submit the progress report every............. months

Date Of @PPrOVAL: ..o

Date Of eXpiration: .......oeinicerrcee s

The Sisaket Rajabhat University Ethics Committee for Human Research

Record NO..coveeeeen. /e,

Reference NO. HE ..o
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Are there any possibilities (except the test article) can cause this SAE? -1 +2 0
Does placebo cause the same SAE? -1 +1 0
Does the plasma level of the test drug reach toxic level? +1 1] 0 0
Are there any association between the dosage of test drug and the +1 | O 0

degree of SAE?

Does the subject have the same SAE when receive the test drug or +1 | O 0

similar drugs?

Are there any objective evidence showing the causality of this SAE? +1 | O 0

Total score

nUBLAR > 9 : certainly related, 5 — 8 : probable/likely related,

1-4 : possible related, <0 :

13.91M1519AaUNYDEI3INNNTITY o Uagdu 14. Are there any changes in protocol or
(Current Clinical outcome of subject) informed consent due to the SAE [ NO.
| Recovery L] Improve [ Stable [l Yes. (Please describe)
L] Worse ] Dead ] Not known

aeilaWe1NITY (Investigator SIgNAtUre) .......oovvwccceoereeeeeeveen, TUN (DALE) oo
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(Fwisude)

1.489711A53n15 (IRB Protocol’s No) 2.%@@13{]}8&@3%1‘!"38&’]1‘! (Investigator’s name & Department)

3 3olAsan1s (Protocol Title) 4.9299@ 757897 (Period reports)

5.972U51891U (Number of reports)

6.31UUELINTINNTIILNTIE97U (Number of cases) :

] Tudszwea (Local)....... 518 (Cases)

[ 1 #19Useina (Other countries) ........ 378 (cases)
7. PuginTunnsive 8 Amnugiinsiumsidediin
omuafidniulasnside | wensallifssvasdaneide
Wweniu o Jaqdu (Total wenfululasenisidudu (Total
number of currently number of SAE cases received
enrolled subjects in the the same drug in other
same protocol) protocols) ...... 918 (cases)

9. UIUHLINTINNTIUUENANUAIIL UL 10. v seflifieszasdmanidifumansaiitldainda

(Number of subjects classified by severity of | I1aziinTunIenseld (Are these adverse events

adverse events) unexpected?)

'] Death ... cases No. They have already been mentioned in

[ Life threatening conditions cases Protocol or related documents such as Investigator
Broch inf )

[ ] Inpatient hospitalization ....... cases rochure or inform consent document

] Prolong hospitalization Caces L] Yes. [] Nature is not consistent with Protocol*

Persistence or significant [ ] Severity is not consistent with Protocol

[ | Disability/incapacity ........ cases -/ Frequency is not consistent with

l*
[l Congenital anomaly ........ cases protoco

Numbers of unexpected events ............ cases
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(Summary of adverse events (AE) that related

to participation in research)

12. 9I115N9PRHINVRIITINNTITY o Vel

(Current Clinical outcome of subjects)

L] Certainly related ....... events

L] Probably/like related ....... Fvents
| Possible related ........ events

] Doubted, not sure ........ events

L] Not related ....... events

N O N O

]

Recovery ........ cases
Improved ......... cases
Stable .............. cases
Worse ............ cases
Not known .......... Cases
Dead ........... cases

13. fianudndusesusulpnilalasinmsiveiietdosiuldlminmansallufisszasausamant

1Y Y o a v A A 1 . .
LLﬂ@L%ﬂi?ﬂﬂﬁi’aﬁlﬂﬂuaumﬂu (Are There any necessary changes in protocol or inform consent

to protect other subjects due to these SAEs)?

| No.
] Yes. (please describe)

v av

AL WRUNITY (INVestigator’s SIGNATUIE) ... Ul (Date)................
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Snwaeeansieauu : [ Protocol Violation [ Protocol Deviation

uniinLvsn13ed (Date of Event)

A va o

aumﬁ 85UNI1U (Date event Became Known to Investigator)

N

TUNINII131897U (Date Form Completed)

wiipvoin1satiunisiilsauuniar iy (Type of Protocol Violation/Deviation)
[ nsgugidnsiumaidelufiaaaudfiusnsan (Randomization of ineligible patient)

Y

[ nsfudidnsiumsidenidiieAnesnainlasenis (Eligibility criteria exception)

L1 lalevienudumeunisfnnsesiisey (Screening procedure required by protocol not done)
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mﬁﬂwﬂﬂmdmmﬁizq (Incorrect therapy given to patient)
mﬂﬁaﬂﬁmmmﬁazq (Medication non-compliance)
iﬁﬁWMWN%uWQUﬂﬂﬁaﬁaﬁﬁxq (On-study procedure required by protocol not completed)

msﬁfm%mﬂﬁmmmﬁizq (Visit non-compliance)
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Memorandum
Office The Sisaket Rajabhat University Ethics Committee for Human Research
Ref Date

Subject:

Principle Investigator:
Address:
Protocol Title:

Protocol No:

According to the reference document No. S.T. (Day — Month-Year) as you notified the
committee about the .... (event) ..o,

The document iNClUdING ..o

Have/ has been reviewed according to the ICH GCP and acknowledge by the committee at the

meeting, Month/Year agenda no. 3.5....., dated Dated-Month-Year

Sincerely yours,
( ).

Name of chairman of the Sisaket Rajabhat University Ethics Committee for Human Research
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