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AF 01-09/2.0

Criteria for Exemption from Ethical Review of Research Protocol

by Pibulsongkram Rajabhat University Ethics Committee

Research protocols that can be exempted from ethical review of the IRB are mandatorily
required to be under the following
1. Education researches that are conducted in accredited educational institutes and related to
regular processes of education, and studies of new strategies in education administration according
to the policy of the institutions, e.g., researches on adjustment of teaching methods for school and
university students of the entire class which may be done through comparison of scores or a study
of efficiency of school and university students of the entire class in particular subject regarding the
teaching method of the syllabus that has been adjusted, for syllabus evaluation or assurance of
educational quality.
2. Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude,
achievement, survey on generalized public opinions, interviews or behavior observation of a
specific group of people; the research protocols are exempted from ethical review under the
following conditions:
2.1 Data collection process and the data are not related to any private information or not
personally identifiable.
2.2 No part of the protocol leads to criminalization of or civil litication against any subject or
insecurity of job or carrier of a person.
3. Research on known results which are non-specific and non-identifiable to any person such as a
retrospective study of the ten years cumulative pathological findings of biopsied kidney specimens.
4. Research related to micro-organisms that are cultured in laboratory or on micro-organisms that
have been isolated from samples which are not related to any identifiable personal identity.
5. The research is related to the study of commercially available human related cell lines and
laboratory isolated human cell, which product resulted from the study will not be used in human.
6. Research on policies, strategies which are commissioned under the approval of the institutes to
search for new alternatives of organization reengineering, development of efficiency in work to
achieve certain international standard that are not related to any identifiable personal data, and

not against any rule of law.
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7. Research on flavor, quality of food and consumer satisfaction in general, given that the food
sample is safe and conformed to the standard of the Office of Food and Drug Administration.

8. Case Report

Note.

1. The exemptions do not apply to research involving vulnerable participants. The CIOMS
International Ethical Guidelines for Biomedical Research define “vulnerable persons” as “those
who are relatively (or absolutely) incapable of protecting their own interests. More formally, they
may have insufficient power, intelligence, education, resources, strength, or other needed
attributes to protect their own interests”

2. Any research that is conducted specifically to a public group or candidates running for public

offices, the research protocol is not exempted from ethical review.
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AF 02-09/2.0

PSRU Pibulsongkram Rajabhat University

. . Exemption Review Report
E C Ethics Committee

EC Protocol Protocol title : relég;dtggly
No.

Principal
investigato

Institution

Criteria for exemption: (indicate the item of criteria met) .......ccceceunee..

Descriptive summary of the protocol :

Justification for using exemption process: Yes No

REVIEWET .o
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AF 03-09/2.0

COE No. 000/0000

EC No. 000/00

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

Certificate of Exemption
The Pibulsongkram Rajabhat University Ethics Committee, Phitsanulok, Thailand, has exempted 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, International Conference on
Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR
46.101(b)
Study Title

Study Code
Principal Investigator
Co-Investigator
Study Center

Document Reviewed

1.

2.
SIGNATUIE:.....oooii

( ) Chairperson
Pibulsongkram Rajabhat University Ethics
Committee
Date of Exemption

Note. 1. No amendment, progress report, final report required

2. Any major approved exemption protocol modification, require new protocol submission
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AF 04-09/1.0

COE No. 000/0000
EC No. 000/00

ARIENTTUNTIDIETTTUNMTITe luayee WnInendesvigiyannsy
Pibulsongkram Rajabhat University Ethics Committee
156 vy 5 Auananeyana anauies Jemdnitunilan 65000 waslnsAwii 055 267038 #a7230

LNE15TUTRNITENLIUNANTANRTESTIULATINTITY
ANENTTUNITATEETTUNTIETUNY LY unInendesudgiiyaaasiy andunisiinisiusesniseniiuiiansan
WBessslasamsifemauummdnadesssunsideluauiidusnsgiuainalsiun Declaration of Helsinki, The Belmont
Report, CIOMS Guideline International Conference on Harmonization in Good Clinical Practice %38 ICH-GCP) Way

45CFR 46.101(b)

Folasens ()
Study Title : (English)
wuiilasensise
EREVED . (lne)
Principal investigator . (English)
HNANLIU
{91733 : (lny)
Co-investigators . (English)
dananuaeau
LONENIIUTDI
AU oo
( )
U3251UAMENTINNTITESTIUM T TuNY Bl Inede i yadensy
Suiisusasniseniiufinnsanadesssy - (lny)
Date of Exemption : (English)

1. ladsiadsduudluiiafinlasiniside (Amendment) $189MuAUANMTN (Progress Report) wags1eauagy

Nan15398 (Final Report)

o

2 . minfnsudlalasinsideniendnissuses Wigideadunisdavindulasenisidelv
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AF 05-09/2.0
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7. manudeyarensinwimuund laedsn1snlidsnan (Non-invasive) (8nviu X-rays #3e
microwaves) U MRI, ECG, EEG, ultrasound, Doppler blood flow, echocardiography, moderate

exercise, N33R body composition

8. MsldUaya (Data), Yuiin (Records), 18na15 (Documents) wazfiI9E198390593 (Specimen) 7

IoAuly vise aviudietngUszasdnlineniun1sdde wunsidedelse wionssneilse
9. maiudeyanmstuiindss Yuiinidle wianmiiien1sidy

10, MFIFALITUNGANTTU WUUYARAALALI NIBNANYAAD NTNTIFLRUUATID duntwal 9n

Usgiffocus group Useiulusunsu visedsnisieafiunisuseiunmnin (Quality assurance)

UL
1. MSRTUINATINSUUULIISA (Expedited review) #ldaunsalimanisiiansaundu

«9 .Y [y i Y v o Y a [ .
Win1s3uses” 1o sesdidifinnsanlunuenssunisauye (Ful board review)

2. lasamsideflasunisiansanlinissusendy wasideseenistudiuuiluddsuutas
(Amendment)  F9@uwA L ALLANTUINANSENU LWASULUAIAINIULE-9YID AN AN ATTILALAY
wnndnnad n13UsEEY Tasen193aunuuLsedn desddnfiansanluruznssunisfiuys (Full

board review)

Va

3. A5 sIRelasun1siansansusesluudy wagiiTefein1sTeauauiIniIves
1A53n13 (Progress report) wesin1sandunismidssuu Wujianu viedulasenside das

IR AENSTUNISHANYA (Full board review)
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AF 05-09/2.0

Criteria for Expedited Review of Research Protocol
by Pibulsongkram Rajabhat University Ethics Committee
Expedited review is a review process set by the board to review protocol (DHHS, FDA).
1. Expedited review will be conducted by chair or experienced board member whom
appointed by chair.
2. Applicability:

2.1 The research activities that present no more than minimal risk.

2.2 If identification of the subjects or their responses place them at risk, the
reasonable and appropriate protection must be implemented so that risks related to
invasion of privacy and breach of confidentiality are no greater than minimal.

2.3 Minor changes in previous approved research which no additional risks involved.

2.4 Recruitment materials which the standard requirements of informed consent
have been applied.

2.5 Research activities that are not directly involved with living human e.g. study of
donated organs or bodies.

3. Research activities that involve procedures listed in the following categories may be
reviewed through expedited review process.

3.1 Collection of blood samples by finger stick, heel stick, ear stick or venipuncture
from healthy, non-pregnant adults who weigh at least 50 kg (110 pounds). For these

subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection

may not occur more frequently than 2 times per week.

3.2 Blood samples taken from volunteers other than 3.1, age, weight, and health
condition of the volunteers must be considered. In general, 3 ml/kg body weight within 8
weeks and collection not occur more frequently than 2 times per week is possible;
however, total blood quantity should not exceed 50 ml.

3.3  Prospective collection of biological specimens for research purposes by
noninvasive means e.g. hair or nail clipping in a non- disfiguring manner, teeth if routine
patient care indicates a need for extraction, external secretion (incl. sweat), placenta

removed at delivery, amniotic fluid obtained at the time of rupture of the membrane prior
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to or during labor, mucosal and skin cells collected by buccal swab or scraping or mouth
washing, sputum collected after saline mist nebulization, etc.

3.4 Collection data through noninvasive procedures routinely employed in clinical
practice (excl. x-rays or microwaves) e.g. physical sensors that are applied either to
amounts of energy into the subject or an invasion of the subject’s privacy, magnetic
resonance imaging, ECG, EEG, ultrasound, Doppler blood flow, echocardiography, moderate
exercise, body composition measurement.

3.5 Examining materials (data, records, documents, specimens) that have been
collected or will be collected solely for non-research purposes (such as medical diagnosis
or treatment).

3.6 Collection of data from voice, video, digital, or image recordings made for
research purposes.

3.7 Research on individual or group behaviors or research employing survey,
interview, oral history, focus group, program evaluation, or quality assurance
methodologies.

3.8 Continuing review of protocol previously approved without non-
compliance/deviation/violation.

3.9 Protocol amendment with which no additional risks have been identified.

4. Expedited reviewers can exercise all of the authorities of the board except
disapproval. Expedited reviewers may approve the protocol or refer to the full board

otherwise.



AF 06589/2.0

PSRU Pibulsongkram Rajabhat University
EC Ethics Committee

Expedited Review Report

EC Protocol title :
Protocol No.

For the
record only

Principal
investigator

Institution

Criteria for expedited review: (indicate the item of criteria met)

Descriptive summary of the protocol :

Justification for using expedited review process:
Consideration:
1. appropriate inclusion/exclusion criteria
2. acceptable risk/benefit ratio:
3. adequate informed consent process:
4. decision making approval
approval with some coECtion
resubmission
full board review needed
(Please explain).......ccooewveerrennnenes

Suggestion/Recommendation (ngautlinauiiunenidu 2 d:

Protocol

Yes

Yes
Yes
Yes

No
No N/A
No N/A
No N/A

Protocol wag ICF (Informed consent form)

Information sheet

Consent

Other

Reviewer

uene : eliviunsenanuAniiy udidnduni anrduidouwasiaw anTivendesvdgivaasnsiu dheide du

2 91A3ATIYa anduideuwasiauuminerdesvigiyaasasin aelu 5 Tuwins

o
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AF 07-09/2.0

Pibulsongkram Rajabhat University Regional Research Ethics Committee
156 Moo 5 Pai Chumphon,

Certificate of Approval
The Pibulsongkram Rajabhat University Regional Research 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

Co-Investigator

Study Center

Review Method . Expedited

Continuing Report : At least once annually or submit the final report if finished.

Document Reviewed

( ) Chairperson
Pibulsongkram Rajabhat University Ethics Committee

Date of Approval
Approval Expire Date

Approval is granted subject to
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AF 07-09/2.0

All approved investigators must comply with the following conditions:

1.
2.

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
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 expired date of the approval certificate, the
investigator is obliced to reapply for approval at least one month before the date of
expiration.

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

ABIZNITUNFAILTIIUNTIVE TN BE
umawmﬁﬂiwﬁgﬁgamﬂiw Pibulsongkram Rajabhat University Regional Research Ethics
Committee 159 vy 5 Auanangyuwa a1LnaLlias Judnnealan 65000
\was nsAwi 055267038 sie 7230

LANE53UTDILATINITIRY
ANENTINNTATESTINMTIEIUIYES  uinendesdgiyaaensy  andunsiinmsiuses
lasamids  munumnandnalesssunisideluauiidusinsgiuainaldud  Declaration  of
Helsinki, The Belmont Report, CIOMS Guideline uag International Conference on Harmonization
in Good Clinical Practice %39 ICH-GCP

Folasens . (Inw)
Study Title . (English)

P a o
LAUNLATINISITY
§Ideudn : (lny)
Principal investigator . (English)
HNANLIU
{91733 : (lny)
Co-investigators . (English)
HNANLIU
DNUNIUL © LUULSSSR (Expedited)
$189UAUAINTN s desenuanuiIvtegutey 1 asYA vise dsenuatuauysaiviindndiy

lAssnsiasaduneu 1 U

L@NE1IFUTY
Vi O SO
( )
U5251UANZNITUNITIIEFIIUN5Ie Tunywd
UMY IRYIIVAYNYAEIATIY
Juilsuses

(lnw) Date of Approval

(English) dununany :

(lnw) Approval Expire Date : (English)

el msFusesiififauladsfissylidumdmnda (gfrumdsvasienansiusadiasinside)
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