/[_“d..

(
“‘.

INSTITUTIONAL ETHICS AND REVIEW BOARD
12t Floor, Our Mother of Perpetual Succour Medical
Specialty Center Perpetual Succour Hospital
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Checklist for Protocol Exemption PSHLIERB
. o Form 3C
from Ethical Review S
STUDY PROTOCOL INFORMATION:
PSH-IERB CODE:
PROTOCOL NUMBER:
DATE PROTOCOL SUBMITTED:
PROTOCOL TITLE:
PRINCIPAL INVESTIGATOR:
REVIEWER:
SPONSOR/CRO:
CONFLICT OF INTEREST:
CRITERIA FOR EXEMPTION TO BE FILLED OUT BY THE REVIEWER
Indicate if the assessment point applies to the study protocol:
1. Protocol Assessment:
1.1 Does this research involve human O Unable to assess O Yes O No
participants?
Comments:
1.2 Does this research involve use of non- O Unable to assess O Yes O No
identifiable human tissue/ biological
samples?
Comments:
1.3 Does this research involve use of non- O Unable to assess O Yes O No
identifiable publicly available data?
Protocols that neither involve human
participants, nor identifiable human tissue,
biological samples and data shall be exempted
from review (NEGRIHP 2022)
Comments:
1.4 Does this research involve interaction with | © Unable to assess O Yes O No
human participants?
Comments:
1.5 Type of research
1.5.1 Institutional quality assurance | o Unable to assess o Yes o No
1.5.2  Evaluation of public service O  Unable to assess o VYes o No
program
1.5.3 Public health surveillance O Unable to assess O Yes o No
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154 Educational evaluation O Unable to assess O Yes O No
activities
1.5.5 Consumer acceptability test O  Unable to assess o Yes o No
Comments:
1.6 What is/are the method/s of data collection
1.6.1 Surveys and/or questionnaire,
Interviews, or observations of O Unable to assess O Yes o No
public behavior
1.6.2  Audio/video recordings of O Unable to assess O Yes o No
public behavior
1.6.3 Research which only uses O Unable to assess O Yes O No
existing data
*These have been identified in the NIGRIHP 2022
as exemptible, as long as anonymity and/or
confidentiality is maintained.
Comments:
1.7 Will the collected data be anonymized orde- | © Unable to assess O Yes O No
identified?
Comments:
1.8 Is there a data protection plan? O Unable to assess O Yes O No
Comments:
2. Risk Assessment:
2.1 Does this research involve the
following (please select all that apply):
2.1.1 Any vulnerable groups? O Unable to asses O Yes O No
Sensitive topics that may make participants feel
uncomfortable?
2.1.2  Use of Drugs O Unable to assess O Yes o No
2.1.3 Invasive procedure and specify O Unable to assess O Yes O No
2.1.4  Physical stress/discomfort O Unable to assess O Yes O No
2.15 Psychological/mental stress O Unable to assess O Yes O No
2.1.6 Deception of/or O Unable to assess O Yes O No
withholding information from subjects
2.1.7  Access to data by individuals O Unable to assess O Yes O No
or organizations other than the investigators?
2.1.8 Conflict of interest issues? O Unable to assess O Yes O No
2.1.9 Other ethical dilemmas? O Unable to assess O Yes O No
2.1.10 Isthere any blood O Unable to assess O Yes O No
sampling involved in the study?

Comments:
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RECOMMENDED ACTION:
L) QUALIFIED FOR EXEMPTION
L) NOT QUALIFIED FOR EXEMPTION

SUMMARY OF RECOMMENDATIONS:

JUSTIFICATION FOR RECOMMENDED ACTION:

REVIEWER:

NAME & SIGNATURE:
DATE:
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