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Introduction

The Davao Doctors Hospital (DDH) Institutional Ethics Review Committee
(IERC) was established on 31 March 2000 during the presidency of Dr.
Herminio A. Villano Sr. with Dr. Crisostomo M. Serrano Sr. as Medical
Director. During this period, a total of four (4) sponsor-initiated studies were

reviewed.

The IERC finally occupied its permanent office at the Training & Research
Center, 4th Floor Oncology Bldg. on August 28, 2013, with a full-time staff,
Ms. Rachel B. Remperas. In 2014 IERC Accreditation was granted by PHREB-
FERCAP as Level 3. Under the Medical Directorship of Dr. Noel A. Villanueva.

Today, Davao Doctors Hospital (DDH) Institutional Ethics Review Committee
(IERC) is an independent body created by the DDH under the umbrella of the
Hospital Ethics Committee, with a full-time staff, Ms. Isobel Joy D. Peligro,
who already served as the Staff Assistant of the REC.

The Davao Doctors Hospital (DDH) Institutional Ethics Review Committee
(IERC) is composed of independent professionals from different sectors of
the Davao City community. The IERC is an independent, multi-disciplinary
and multi-sector grouping of professionals with balance in composition as
to male and female, DDH-affiliated and non-affiliated, medical, social
scientist, religious and lay members.

The members, officers and independent consultants of the DDH REC are
appointed by the Chair of the DDH Hospital Ethics Committee (DDH HEC)
after due consultation with the current members of the REC. Currently, the
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DDH REC is composed of 4 DDH-affiliated and 3 non-affiliated members, 3
males and 4 females, 4 in the medical field, a religious and lay member.

The DDH REC functions as guided by the ethical principles and procedures
as expressed in the following international and national guidelines:
e Declaration of Helsinki (2013 and subsequent revisions)
e International Conference on the Harmonization of Good Clinical
Practice (ICH-GCP) 2016
o CIOMS 2002, 2009, 2016
e Standards and Operational Guidance for Ethics Review of Health-
Related Research with Human Participants (2011) by the World
Health Organization (WHO)
e National Ethical Guidelines for Health Research by the Philippine
Health Research Ethics Board (PHREB) 2017 and NEGRHP 2022
e Administrative Orders from DOH, Philippine FDA and other relevant

agencies

The DDH REC adopts its own standard operating procedures based on:
e Operational Guidelines for Ethics Committees That Review
Biomedical Research (2000) by the World Health Organization
(WHO)
e DOH-REC SOP Template
e FERCAP SOP Templates
e PHREB SOP Workbook
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Ethical Framework and Constitution of the REC

Purpose
To describe the composition and structure of the Davao Doctors Hospital (DDH)
Research Ethics Committee (REC) in compliance with national and international

guidelines in ethical research

Specific Objectives
To describe the following REC procedures and define the Terms of reference for
the DDH REC related to:

e Constitution of the REC

e Hospital Confidentiality Agreement and Conflict of Interest Agreement
with REC members, staff and independent consultants

e Training of Personnel and REC Members

e Selection of Independent Consultants

e Incentives for REC Members and Consultants

Scope

The DDH REC is an independent body created by the DDH under the Hospital
Ethics Committee, whose responsibility is to ensure the protection of the rights,
safety and well-being of human subjects involved in health-related research
and to provide public assurance of that protection. In accordance with
applicable national/international regulations, the DDH REC has the authority to

approve, require modifications to, or disapprove research protocols and related
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documents, as well as, ensure compliance with its relevant procedures after

approval.

The DDH REC reviews and monitors health-related researches that involve:

e DDH patients, conducted within the hospital premises by its residents,

medical and non-medical staff,

organizations,

in collaboration with non-affiliated

e Protocols conducted by DDH medical consultants, residents or full-

time staff in DDH premises and/or in areas outside the hospital

premises, except researches undertaken by part time hospital staff

conducted outside the hospital.

This SOP provides the Terms of Reference (TOR) that describe the framework

for the constitution of the DDH REC, the responsibilities and activities of its

officers, members, staff and independent consultants.

Organogram
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Responsibility
It is the responsibility of the REC members, officers, and secretariat to
understand and implement the SOPs of the DDH REC.

Ethical Basis
a. The DDH REC is guided in its reflection, advice, and decision by the
ethical principles and procedures expressed in the following
international and national guidelines and documents:
e Declaration of Helsinki 2013
e CIOMS 2002, 2009, 2016
e National Ethical Guidelines for Health Research 2022
e PNHRS Law Republic Act 10532
e Davao Doctors Policies and Procedures
b. The REC will function in accordance with applicable national laws,
regulations, and guidelines.
c. The REC provides its own Standard Operating Procedures (SOPs) based
on:
e Operational Guidelines for Ethics Committees That Review
Biomedical Research (2000) by the World Health Organization
(WHO)
e Standards and Operational Guidance for Ethics Review of
Health-Related Research with Human Participants (2011) by the
World Health Organization (WHO)
e International Conference on the Harmonization of Good Clinical
Practice (ICH-GCP) National Ethical Guidelines for Health
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Research (2022) by the Philippine Health Research Ethics Board
(PHREB)
e Philippine Food and Drug Authority regulations and other

relevant laws and regulations

d. The REC adheres to national and international ethical standards and
recognizes that the protocols it approves may also be approved by
national and/or local ethics committees prior to their implementation

in specific localities.

e. In evaluating protocols and ethical issues, the REC is cognizant of the
diversity of laws, cultures and practices governing health research in

various countries around the world.

f. It attempts to inform itself, whenever possible, of the regulations and
requirements of sponsor countries conducting global protocols in the
Philippines; and of the requirements and conditions of various

localities where a proposed DDH research is being considered.

g. The REC will take the initiative to be informed, as appropriate, by
national/local ethics committees and researchers of the impact of the

research that it has approved.




