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AF 01-13/1.0

PSRU Pibulsongkram Rajabhat University Submission for Study Amendment
EC Ethics Committee WUUS189UM A TN
TAs9n15978

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

Protocol title: For the record
only
EC. No.
Study Code:
Principal Investigator: Investigator No.
Sponsor:

1. Which part of the study do changes apply? (more than one is possible)
Protocol
consent form
investigators
Other (SPECify) .....occueveervrerrcvrcrienees

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

3. How will the amendment affect the risk and benefit for the subjects?

Risk may be I:I increased I:I same I:I decreased

Potential benefit may be I:I increased I:I same I:I decreased

4. How does the amendment affect the informed consent?

new consent is not required
new consent is in addition to the current one
new consent is to replace the current one

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

Investigator signature..........ccooceueee . Date......../...ce. VA

(Please retain copy of the completed form for your study record.)
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AF 03-13/1.0

pSRU Pibulsongkram Rajabhat University Amendment
EC Ethics Committee Review Report
EC Protocol For the
No. record
only
Princi
Principal Institution
investigator
Study Code Sponsor
Descriptive summary of the amendment :
Justification for using expedited review process: ] Yes ] No
Consideration:
1..appropriate inclusion/exclusion O Yes O No O NA
criteria
2. acceptable risk/benefit ratio: L] Yes L] No L N/A
3. adequate consent form: L] Yes L] No 1 N/A
4. amendment [J Minor changes | [J Major changes (fio3u191 full-board)
5. approval : L] approved
LI approved with some correction
L full-board review needed
Suggestion/Recommendation
Reviewer
( ) dated / /
v velsiviunsenmnuAnivluuunesy uddindunnd aantuideuasinun uninerdeswApfiyaasesiy melu 7 fu

11113




AF 04-13/1.0

Protocol EC No .........

PSRU
EC

Pibulsongkram Rajabhat University Ethics Committee
156 Moo 5 Phlaichumphon, Muang Phitsanulok, Phitsanulok, 65000, Thailand, Tel 055-267038

Approval of Documents Related to Study Protocol
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 (ICH-GCP)

Study Title

Study Code

Principal Investigator

Study Center

Document Approval

1.

( )

Chairman of Pibulsongkram Rajabhat University Ethics Committee

Date of Approval

Approval granted is subject to the following conditions: (see back of this Certificate)



All approved investigators must comply with the following conditions:

Strictly conduct the research as required by the protocol;

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 PSRU-EC for the record (if applicable);

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

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

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

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

All the above approved documents are expired on the same date of the previously approved protocol (COA

* A list of PSRU-EC members (names and positions) present at the meeting of PSRU-EC on 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 05-13/1.0

ABIZNTTUNITAIHFIINNTITE LUy Be

UM INYYIIVAY NYAFIATIY

156 vyl 5 Auanagyuna dnaiiss Jsniniualan 65000 waslnsfni 055-267038

nilideusaenansiineatasiulasaniside
ANENTTUNITATESTTUNMTITelUNYES uminedesiudgiiyaasasiu andunislvinisfusesenaisi
Wendeaiulasinsivenuuwiniamdnasesssunsiduluauiduinsgiuainaloun Declaration of Helsinki, The

Belmont Report, CIOMS Guideline Wag International Conference on Harmonization in Good Clinical Practice

9158 ICH-GCP

Folasens
Study Title

dl a o
wuilasenisive

§3uvan
Principal investigator
Fannnuaeu

R
Co-investigators
denanueeu

av vo @
na1slAsuN1IUTeY

1.

Fuitfusos
Date of Approval

: (1‘1/18)
. (English)

: (1‘1/18)
. (English)

. (lne)
. (English)
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- (lne)
. (English)
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