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PHREB Resolution No. 001
Series of 2022
RESOLUTION

APPROVAL OF THE “2022 NATIONAL ETHICAL GUIDELINES FOR
RESEARCH INVOLVING HUMAN PARTICIPANTS”
AD REFERENDUM DATED MARCH 1, 2022

Following its mandate under Republic Act No. 10532, otherwise known as
the Philippine National Health Research System Act of 2013, of which
Section 12 states that the Philippine Health Research Ethics Board (PHREB),
created under DOST Special Order No. 091 s. 2006 shall ensure adherence
to the universal principles for the protection of human participants in
research.

COGNIZANT that the National Ethical Guidelines for Health and Health
Related Research needs to be updated regularly to adapt to scientific,
technological, and social advancements, and changes in international
guidelines as well as comparable national documents;

MINDFUL of the need to provide more specific guidance in the areas of
social research, internet research, research on disaster, calamities, epidemic
or complex emergencies and health policy and systems research;

CONSIDERING the continuing rapid developments in health and health-
related science, technology, innovation, and the social sciences; and

PROMOTING respect for the rights and welfare of all individuals and
communities involved as participants in health and health-related social
science research;

The Philippine Health Research Ethics Board hereby:
APPROVES and PROMULGATES these guidelines, Ad Referendum, which

shall be known as the 2022 NATIONAL ETHICAL GUIDELINES FOR RESEARCH
INVOLVING HUMAN PARTICIPANTS;
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DIRECTS the PHREB Secretariat to cause the publication of the NEGRIHP
2022 in the Official Gazette of the Republic of the Philippines, and its
registration in the Office of the National Administrative Register, UP Law
Center.

These revised guidelines shall take effect fifteen (15) days after the
publication in the Official Gazette.

ADOPTED, Ad Referendum, on March 1, 2022.

PHILIPPINE HEALTH RESEARCH ETHICS BOARD

SONIAE. GALA, MD RIGARDO M. MANALASTAS, JR., MD

ALBERTO T. MUYOT, LLM MMA N. BALEIN, DDM
s € 005 llwon V-Guily
CLEMEN C.. A INO, DPhil CARMEN V. AUSTE, MA
ADRIA =|'AM P. YA-AY, MD PASTORARIN PENAMORA

PIO JUST . ASUNCION, RN, MPH, MOHRE

C B
JAIME C. MON]&YA, MD, SISC, PhD, CESO Il

LEONARDO D. DE CASTRO, PhD
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PHREB Resolution No. 002
Series of 2022

RESOLUTION

RECOGNIZING THE MEMBERS OF THE AD HOC COMMITTEE FOR THEIR
EFFORTS ON THE REVISION OF THE NATIONAL ETHICAL GUIDELINES

WHEREAS, the Ad Hoc Committee for the Updating of the National Ethical
Guidelines for Health and Health Related Research was created to update
the existing ethical guidelines to ensure adherence to local, national, and
international principles and values and respect for Filipino morals and
culture;

WHEREAS, the Ad Hoc Committee for the Updating of the National Ethical
Guidelines was created on 04 January 2021, with Dr. Ma. Salome N. Vios as
the Chair, Dr. Ricardo M. Manalastas, Jr. as Vice-Chair, and the following as
members: Dr. Carl Abelardo Antonio, Dr. Roland Panaligan. Dr. Ruben
Mendoza, and Prof. Edlyn Jimenez;

WHEREAS, the Ad Hoc Committee has completed its draft and the Philippine
Health Research Ethics Board (PHREB) has examined, deliberated over,
amended and approved the 2022 National Ethical Guidelines for Research
Involving Human Participants (NEGRIHP);

WHEREAS, the PHREB recognizes the dedication, thoroughness, and
perseverance of the Ad Hoc Committee in putting the 2022 NEGRIHP
together, engaging in extensive consultations, and completing the
document for final approval;

The Philippine Health Research Ethics Board hereby:
CONVEYS its sincere gratitude and appreciation to the Ad Hoc Committee
for completing the draft revision of the National Ethical Guidelines and

successfully concluding its task.

APPROVED, on March 1, 2022.
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FOREWORD

The term “Human Research Participant” in this document reflects the
multiple human dimensions that are highlighted in the definition of health
by the World Health Organization (WHO) as “a state of complete physical,
mental and social well-being and not merely the absence of disease or
infirmity.” Being true to the WHO definition of health, the 2022 National
Ethical Guidelines for Research Involving Human Participants (NEGRIHP)
does not shy away from providing ethical guidance for social research and
other studies that relate to the broad understanding of human health. This
revision makes abundantly clear the recognition that much of social
research has to do with the human participant’s physical, mental, and social
well-being.

Human participants obviously need protection in studies other than those
that fall under the limited scope of biomedical research. The risks involved
in social research can be great and research protocols should be subjected
to ethical scrutiny just as in other forms of human research. In the NEGRIHP,
the Philippine Health Research Ethics Board (PHREB) reaffirms its
commitment to the protection of vulnerable human participants by
complying with the legal mandate contained in the Philippine National
Health Research System Law (PNHRS Law): “to ensure that all phases of
health research shall adhere to the universal ethical principles that value the
protection and promotion of the dignity of health research participants.”
The NEGRIHP also takes note of the Implementing Rules and Regulations of
the PNHRS Law, which defines health as the “optimal state of physical,
mental and social well-being and the ability to function at the individual
level.”

Today’s human research participant is exposed to increasingly exploitative
circumstances. Driven by powerful consumer-oriented market forces,
technological advances pose double-edged challenges. The benefits beckon
with disarming irresistibility while risks lurk in the background, hardly
palpable to the ordinary person. For example, online and social media
research often appear friendly and innocent while subtly being dismissive of
the most basic of human right — privacy, confidentiality, and the right to
choose. In the context of the COVID-19 pandemic, online and social media
have been used extensively for recruitment, consent taking, alternative
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documentation, polls, surveys, data gathering, and other research
procedures. Some have deliberately used the pandemic as an excuse for
sidestepping basic human rights, albeit unjustifiably. As a consequence,
vulnerabilities in human research participants have been magnified.

The 2022 NEGRIHP should be understood as a document that seeks to
protect the most vulnerable of human research participants in all areas of
research that relate to their health, and in the context of existing and
emergent challenges that face all research stakeholders. Leading up to the
completion of this document, the Ad Hoc Committee conducted the
broadest consultation possible within the time that it was given. In the
process, it engaged the assistance of experts in various fields of medicine,
social and behavioral sciences, law, information and communications
technology, bioethics, religion, and philosophy while also listening to lay
persons, community representatives, indigenous populations and other
ethnic groups, representatives of government agencies, and everybody who
wanted to contribute. As in similar undertakings, some recommendations
could not fully be accommodated because of differences with positions that
exhibit greater coherence with the concerns addressed in the entirety of the
Guidelines, because a higher priority has had to be given to a competing
position, or because the recommendations could not fully be aligned with
the imperative to protect the human research participant in studies covered
by the broad WHO definition of health and the PNHRS iteration. In any case,
the comments, suggestions, and recommendations all deserve everyone’s
gratitude as each contributed significantly to the process of putting ideas in
proper perspective and arriving at the finished product a guidance
document that is dedicated to the most vulnerable of human research
participants. Human research participants should ultimately be regarded as
human research partners and we hope the 2022 National Ethical Guidelines
for Research Involving Human Participants puts us well on the way to making
that a reality.

S

PROF. LEONARDO D. DE CASTRO, PhD
Chair, PHREB
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MESSAGE

The Department of Science Technology - Philippine Council for Health
Research and Development (DOST-PCHRD) expresses its gratitude to the
Philippine Health Research Ethics Board (PHREB) for being a reliable partner
in ensuring the ethical conduct of health and health-related research in the
country.

For the scientific community, the recent years have been outlined by fast-
changing demands, extraordinary challenges, and remarkable progress. The
emergence of COVID-19 in 2020 brought about the urgent need for health
solutions and prompt decision-making from health leaders across the globe.
While we, health researchers, must immediately respond to these calls, it is
also part of our duty to ensure that the actions we take always adhere to
universal principles of the protection of human participants in research.

As the national policy-making body in health research ethics in the country,
the PHREB is mandated to guide the Philippine health research community
towards the ethical conduct of research, especially amid the global health
crisis. The PHREB ensures this by regularly updating the National Ethical
Guidelines for Health and Health-related Research. This year, the Board is
launching the 2022 National Ethical Guidelines for Research Involving
Human Participants, with additional and updated sections to serve as
necessary guidance to researchers in conducting research in the new
normal. The Council is certain that these updated guidelines will enable
streamlined health research processes and contribute to higher quality
health research in the country.

Mabuhay ang PHREB!

C .
JA&E C. MOI&TOYA, MD, MSc, PhD, CESO Il
Executive Director, DOST-PCHRD
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MESSAGE

It is with great gratitude that | congratulate the Philippine Health Research Ethics
Board for the publishing of the National Ethical Guidelines for Research Involving
Human Participants!

Health has been a vital factor of a country’s advancement since time immemorial.
As we navigate through the reverberations caused by the COVID-19 pandemic,
innovation in all aspects of public health is of utmost importance. This elevation
trickles down to the research, evidence, and data on which certain implementations
are based upon — even more reason why our focus is navigated through scientific
basis and experience. With the various developments in the international and local
healthfields, it is essential to recognize that these changes are always for the benefit
of the Filipino people, especially those who immensely participate in the process of
research and development.

The Philippine Health Research Ethics Board upholds the perseverance that the
entire organization puts to place for the guidelines to which research and
technological advancements are rooted from. By providing ethical change to the
community, the organization improves the quality of the Filipino life-giving
assurance that the research caters to the needs of both the Filipino people and the
public health sector. The Department of Health (DOH) recognizes the leadership it
holds when it comes to spearheading the country to a people-centered health
system through Universal Health Care. Given this, a vital component of the mission
is to collaborate with stakeholders that envision a similar perception. Further, the
utilization of both national and international networks to provide the most benefit
to the research innovations of the country continuously supply sustainability to the
entire health system. Further, through our combined accomplishments, a unified
Philippine health system will be achieved.

On this note, the DOH will ceaselessly continue to support the organization in all its
future endeavors. Once again, on behalf of the Department, | would like to
congratulate the Philippine Health Research Ethics Board for yet another milestone
that is conducive to the betterment of the public health system. May your
perseverance, passion, and purpose reach milestones in the coming years.

Maraming salamat at mabuhay tayong lahat!

NCISCO T,HUQUE Ill, MD, MSc
ecretary, DOH
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MESSAGE

My warmest felicitations to the Philippine Health Research Ethics Board
(PHREB) as it publishes a new version of the National Ethical Guidelines for
Health and Health-Related Research (NEGHHR).

Research plays an important role in society because it generates new
knowledge. In particular, health research can provide important information
about disease trends and risk factors, outcomes of treatment or public
health interventions, functional abilities, patterns of care, healthcare costs
and use, and a lot more. It is important to help improve health care services,
which contributes to improving the health of the people.

| am therefore confident that this publication will respond to changes in the
health research landscape since the last revision of the Guidelines in 2017.

| encourage administrators, faculty, researchers and educators to 1.)
proactively continue to be keener in pursuit for innovative, required, and
somewhat disruptive processes to improve it and to be at par with those
globally competitive institutions and; 2.) to reflect on how they will tailor
their programs or projects in order to focus on our society’s particular
problems and obtain the results they seek. May this publication provide
wide-ranging discussions and information where ideas and trends on various
fields co-create a sustainable future for all of us.

Together, let us work to develop quality and innovative research that can
improve the lives of millions of Filipinos.

Congratulations and Mabuhay!

(AN

J. PROSPERO E. DE VERA1ll, DPA
Chairman
Commission on Higher Education
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MESSAGE

As the Philippines’ leading health research university, UP Manila conducts
integrative and collaborative basic, applied, and clinical research and
development on the health sciences that contribute to generating
knowledge and technologies and shaping national policies and programs.
Integral to the fulfillment of this task is its mandate to engage in research in
an ethical, trustworthy, and responsible manner.

We commend the Philippine Health Research Ethics Board (PHREB) for its
vigilant and sustained efforts to come up with relevant, updated, and
harmonized guidelines for the conduct of health researches in the country.

As one of the implementing institutions of the Philippine National Health
Research System, UP Manila is in solidarity with the PHREB in its efforts to
strengthen strategies and initiatives in research ethics review. This is being
done through the UP-Manila Research Ethics Board (UPMREB) that
integrated research ethics units in the university and the restructured
Research Grants and Administration Office (RGAQO) that mandates and
facilitates applicable ethics approval for all health research conducted by UP
Manila personnel.

| thank the PHREB for leading anew the revision and publication of this
manual retitled “National Ethical Guidelines for Health and Health-related
Research that was retitled “National Ethical Guidelines for Research
Involving Human Participants” for the 2022 edition. With the country still
battling the COVID 19 pandemic, the revised guidelines adhere and align
well with national and international standards and guidelines for the
conduct of research amid the crisis. The revised guidelines will facilitate
greatly UP Manila’s continuing growth and development as a health
research university towards its broader mission of improving the health of
Filipinos.

CARMENCITA D. PADILLA, MD, MAHPS
Chancellor, UP MANILA
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HOW TO USE NEGRIHP 2022

The 2022 NEGRIHP has 28 sections. The NEGRIHP is divided into two major
chapters: (1) General Guidelines on ethical review of research protocols and
(2) Special Guidelines arranged as specific research areas, populations, and
methodology.

Twenty appendices (A to W) are provided in these Guidelines. Appendices A
and B are excerpts from the Philippine National Health Research System
(PNHRS) Act of 2013 (RA 10532), and its implementing rules and regulations
(IRR) that are pertinent to the creation of PHREB. Appendices C and D are
memoranda related to ethics review of research involving human
participants. Appendix E is the workflow for REC-NCIP review of protocols
involving IPs. Appendices F, G, and H provide the guidelines and policies for
accreditation of RECs as well as the recommended content and format of
their SOPs. Appendices |, J, and K are sample templates for the application
of ethics review and writing of research proposals respectively. Appendices
L, M, N, O, P, Q, and R are sample templates of documents relevant to the
review of research (i.e., Worksheet for Protocol Assessment, worksheet for
social research, and ICF Checklist Assessment), and informed consent and
assent forms. Lastly, Appendices S, T, U, V, W show the composition of
PHREB, NEC, Ad Hoc Committee, List of Contributors, and
Acknowledgements.

The readers need to familiarize themselves with the General Guidelines
(pages 13-82), which contain the general provisions of the various elements
of and considerations in research ethics. Some elements of research ethics
(e.g., informed consent) as operationally applied in specific types of research
(e.g., genetic studies, internet research), are fully described in the Special
Guidelines respectively. The Special Guidelines complement those in the
General Guidelines and should not be considered separate from it.

The different provisions are serially numbered for each specific section and
may be cited by stating the section title followed by the provision number.
For examples:

e The provision, “A dissemination plan for the study results shall be
included in the protocol. Dissemination is essential to achieving
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social value” In the Elements of Research Ethics can be cited as
(NEGRIHP 2022, Elements of Research Ethics, Guideline 4)

e The provision, “The Rules and Regulations Governing Accreditation
of Facilities Engaging in Human Stem Cell Research and Cell-based
Therapies (DOH 2013-12) categorize aborted human fetal cells and
their derivatives for human treatment and research is prohibited” in
Research on Stem Cell and Cell-based Therapy can be cited as
(NEGRIHP 2022, Research on Stem Cell and Cell-based Therapy,
Guideline 11).

The technical terms defined in the Glossary must be understood and used in
the context of the specific provisions in the 2022 NEGRIHP. The entries in
the Glossary may not be used outside of the said context.

Much effort was exerted to make this guidebook easy to use by researchers,
members of RECs and funding agencies, research policy makers, including
young students in health research.

For questions, please contact:
The PHREB Secretariat
c/o DOST-PCHRD
DOST Compound, General Santos Avenue, Bicutan, Taguig City
Email address: ethics.secretariat@pchrd.dost.gov.ph
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INTRODUCTION

Every five years or so, the Philippine Health Research Ethics Board (PHREB)
updates the National Ethical Guidelines for Research as part of its mandate
based on the PNHRS Act (RA 10532). The National Ethical Guidelines is a
“distinct manifestation of the country’s commitment to the protection of
the rights, welfare, and well-being of human participants in research, and to
research integrity (NEGHHR 2017).” Thus, an Ad Hoc Committee was once
again convened in December 2020 to draft the 2022 edition. The core
members of this committee are Dr. Carl Antonio, Prof. Edlyn Jimenez, Dr.
Roland Panaligan, Dr. Ricardo Manalastas, Dr. Ruben Mendoza, and Dr.
Salome Vios with Dr. Rosario Angeles T. Alora, Dr. Leonardo D. de Castro, Dr.
Marita V. T. Reyes, and Dr. Cecilia V. Tomas as technical advisers. Topic
experts (see List of Contributors) were invited to prepare the working drafts.
Dr. Rowena Genuino served as a copy editor. The draft of the 2022 NEGRIHP
underwent several reviews by stakeholders including a general public
consultation (November 4 to December 2, 2021) before it was finalized. It
must be mentioned that the PHREB Secretariat, composed of Angeline Abad,
Daphne Joyce Maza, and Pamela Miranda, did wonderful work in putting
together all the drafts. | take this opportunity to thank all those who lent
their time and expertise in making the 2022 edition meaningful to the
research stakeholders.

The definition of research, health, and research involving human
participants, was revisited. The Ad Hoc Committee reiterated the definition
of research and health as defined in the PNHRS Act (see section on Elements
of Research Ethics). The Introduction to the 2017 edition, summarizes
research “as an activity that aims to develop or contribute to knowledge that
can be generalized (including theories, principles, relationships), or any
accumulation of information using scientific methods, observation,
inference, and analysis.” Health, on the other hand, as defined in the PNHRS
is a state of optimal physical, mental, and social well-being and the ability to
function at the individual level. This aligns with the WHO definition of health,
which is the “state of state of complete physical, mental, and social well-
being and not merely the absence of disease or infirmity.” Likewise, research
involving human participants, as defined by the Declaration of Helsinki
(2013), include any social science, biomedical, behavioral, or epidemiologic
activity that does not only involve direct interaction of the researcher with
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an individual or groups of individuals but also includes research using
identifiable human materials and data. With the broad definitions of these
terms, the 2022 national guidelines make it more encompassing in scope.

The most noticeable change in the 2022 edition of the National Ethical
Guidelines is in the title: from National Ethical Guidelines for Health and
Health-Related Research (NEGHHR) to National Ethical Guidelines for
Research Involving Human Participants (NEGRIHP). The new title makes
the guidelines more inclusive of all types of research involving human
participants and resolves the issue often raised on whether “non-health”
research needs to undergo ethics review as long as it involves human
participants.

In one of the meetings of the Ad Hoc Committee, the members reflected on
how social realities impact not only health research but research in general,
and the role played by social science research in promoting social change
and the well-being of individuals. When outcomes of research are applied
to the real world without considering its social context, the potential
beneficiaries may deem the research outcomes irrelevant and will not
appreciate the extent of research work that was done. The importance of
social research in health is well recognized. However, health is just one of
the disciplines, which include economics, environmental science, genetics,
psychology, anthropology, and education, where social research plays a
major role in advancing the disciplines. There are obvious gaps identified in
the guidance for ethics review of social research. Thus, the Ad Hoc
Committee widened the scope of the section on Health-related Social
Research to Ethical Guidelines for Social Research.

The updating of the 2022 NEGRIHP took place amid the raging COVID-19
pandemic that exposed the vulnerabilities of health care and research
systems of countries and exacerbated the inequities throughout the world.
The pandemic gave rise to new ethical challenges in research in the country.
The demand for a timely, rapid, and quality review of protocols for new
vaccines and therapies, the application of online platforms during the review
process by RECs, the use of placebo versus EUA (Emergency Use
Authorization) vaccines as the control group in vaccine trials, and the
inclusion of pregnant women and children early on in vaccine trials were just
some of the ethical challenges posed by the pandemic. The section on
Research Involving Populations in Disaster Situations has been extensively
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revised to address the ethical challenges in research during calamities and
other types of emergencies.

The Ad Hoc Committee members were also mindful of ethical issues in the
use of emerging technologies in biomedical, health, and social sciences
research; in particular, the use of the internet and digital tools. Maintaining
privacy and confidentiality in the movement of data from the participant to
the internet server to the researcher and sometimes to third parties has
become a source of great concern for researchers and RECs. The sections on
the Elements of Research Ethics and Internet Research have been revised to
guide research stakeholders to adequately meet the requirements of the
Data Privacy Act of 2012. In addition, the section on Research on Emerging
Technologies has been updated with the addition of a part on artificial
intelligence and virtual reality to address ethical issues in the use of artificial
intelligence and virtual reality as a research tool or as a research topic in
themselves.

The DOST reported that the Philippines’ 1990-2015 Millennium
Development Goals (MDG) “only made some  progress”
(https://www.dost.gov.ph/knowledge-resources/news/59-
infographics/infographics-2015/1393-millennium-development-
goals.html). The country adopted anew a set of goals known as the 2015—
2030 Sustainable Development Goals (SDGs), which the UN and its member
states have endorsed. The goals that SDGs set are those that the country
must attain to ensure the well-being of its citizenry by 2030. The conveners
recognize that “ending poverty and other deprivations must go hand-in-
hand with strategies that improve health and education, reduce inequality,
and spur economic growth — all while tackling climate change”
(https://sdgs.un.org/goals). Furthermore, for countries to meet the SDGs, it
is proposed that global partnership is a key to its success. Institutions,
whether government or non-government, therefore, need to craft policies
and institute programs that are evidence-based, sustainable, and
collaborative. The updates that are contained in the 2022 NEGRIHP are
indeed timely in providing ethical guidance in the conduct of various types
of research to address the gaps in the various domains of the SDGs whether
it be research on infectious diseases, non-communicable diseases,
environmental research, social research, or health economics. The sections
on Guidelines for Health Policy and Systems Research and Research on
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Health Economics and Outcomes Research are new sections in the National
Ethical Guidelines that will assist policy makers and program developers in
their research protocol development and provide RECs guidance to evaluate
proposals in these areas. Guidelines for international research, women’s
concerns in clinical trials, gender issues, and ethical issues in community
engagement including research on indigenous peoples have been
substantially updated.

In recent years more and more research and academic institutions around
the country, whether they conduct research that are health-related or not,
have seen the value of ethics review as part of quality assurance in their
research work. PHREB hopes that the 2022 NEGRIHP will be a useful tool for
researchers, RECs, and other research stakeholders in their research
endeavors to ensure protection of human participants and integrity of data.

rn. S h Vi

MARIA SALOME N. VIOS, MD

Chair

Ad hoc Committee for Updating of the National Ethical Guidelines for Health
and Health-Related Research
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LIST OF ACRONYMS

ACCsQ-
MDPWG

ACC
ACM
ADAP
Al
AIDS
AFP
AO
ART

ARV

ASA

CARE
CDRRHR
CHED
CIOMS
CBD
cop
COPE

col

CRO

ASEAN Consultative Committee on Standards and Quality —
Medical Device Product Working Group

ASEAN Cosmetic Committee

Association for Computing Machinery
Alzheimer’s Disease Association of the Philippines
artificial intelligence

acquired immune deficiency syndrome

Armed Forces of the Philippines

Administrative Order

assisted reproductive technology

antiretroviral

Association of Social Anthropologists of the UK and the
Commonwealth

CAse REports Checklist

Center for Device Regulation, Radiation Health and Research
Commission on Higher Education

Council for International Organizations of Medical Sciences
Convention on Biological Diversity

Compliance Officer for Privacy

Committee on Publication Ethics

conflict of interest

Clinical Research Organization
or Contract Research Organization
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cv

DA

DPA

DPO

DNA

DOH

DOST

DSWD

DSMB

ELBW

EO

ESOMAR

FDA

FERCAP

FGD

GCP

GMP

HBRD

HEOR

HPSR

HIV

HPTN

HTA

curriculum vitae

Department of Agriculture

Data Privacy Act

Data Protection Officer

deoxyribonucleic acid

Department of Health

Department of Science and Technology
Department of Social Welfare and Development
Data and Safety Monitoring Board

extremely low birth weight

Executive Order

European Society for Opinion and Market Research
Food and Drug Administration

Forum for Ethical Review Committees in Asia and the Pacific
Region

focus group discussion

Good Clinical Practice

Good Manufacturing Practice

human biobanks, registries, and databases
health economics and outcomes research
health policy and systems research

human immunodeficiency virus

HIV Prevention Trials Network

health technology assessment
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ICC indigenous cultural communities

ICD informed consent document
ICF informed consent form
International Council for Harmonisation of Technical
ICH . .
Requirements for Pharmaceuticals for Human Use
ICH-GCP Interr.1at|onal Council on Harmonisation-Good Clinical
Practice
ICMIJE International Committee of Medical Journal Editors
ICU intensive care unit
IDE investigational device exemption
IHBSS Integrated HIV Behavioral and Serologic Surveillance
IKSPs Indigenous Knowledge System and Practices

IPs/ICCs  indigenous peoples/indigenous cultural communities
IPOPHL Intellectual Property Office of the Philippines

IPRA Indigenous Peoples’ Rights Act

IRR implementing rules and regulations

Professional Society for Health Economics and Outcomes
ISPOR Research (formerly, the International Society for
Pharmacoeconomics and Outcomes Research)

0] intrauterine insemination
IVD in vitro diagnostic

Commission for Research Partnerships with Developing

KFPE .
Countries

LAR legally authorized representative

LBW low birth weight
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LUA

MARP

MMSE

MOA

MOuU

MSM

MTA

mtDNA

NAST

NCBP

NCCAM

NCIP

NEC

NEDA

NEG

NEGHHR

NIH

NOAEL

NPC

NUHRA

PALAS

PCHRD

PHREB

limited use agreement

most-at-risk-population

mini-mental state examination

memorandum of agreement

memorandum of understanding

men who have sex with men

material transfer agreement

mitochondrial deoxyribonucleic acid

National Academy of Science and Technology
National Committee on Biosafety of the Philippines
National Center for Complementary and Alternative Medicine
National Commission on Indigenous Peoples
National Ethics Committee

National Economic Development Authority
National Ethical Guidelines

National Ethical Guidelines for Health and Health-Related
Research

National Institutes of Health

no observed adverse effect level

National Privacy Commission

National Unified Health Research Agenda

Philippine Association for Laboratory Animal Science
Philippine Council for Health Research and Development

Philippine Health Research Ethics Board
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PLHIV persons living with HIV

PNHRS  Philippine National Health Research System
PNRI Philippine Nuclear Research Institute

POGS Philippine Obstetrical and Gynecological Society
PPTCT prevention-of-parent to child transmission

Philippine Society of Reproductive Endocrinology and
Infertility

PSREI
PWD persons with disabilities
PWIDs persons who inject drugs
RA Republic Act
REC research ethics committee
REMB Regional Ethics Monitoring Board
RNA ribonucleic acid
RNE reportable negative event
RUHRA  Regional Unified Health Research Agenda
SAE serious adverse event
SJIREB Single Joint Research Ethics Board
SOP standard operating procedure
SUSAR suspected unexpected serious adverse reactions
TAMA  Traditional and Alternative Medicine Act
TGW Transgender women
THAC traditional and alternative health care

™ traditional medicine
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TWG technical working group

UHC universal health coverage
UNDRIP United Nations Declaration on the Rights of Indigenous
Peoples
UNESCO United Nations Educational, Scientific and Cultural

Organization
UPM University of the Philippines Manila
UPM REB University of the Philippines Manila Research Ethics Board
V-AR virtual and augmented reality
VLBW Very low birth weight

WHO World Health Organization
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GENERAL
GUIDELINES
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ELEMENTS OF RESEARCH ETHICS

The Philippine Health Research and Ethics Board, consistent with the PNHRS
Act 10532 and for the purpose of this guideline, defines health as a state of
optimal physical, mental, and social well-being and the ability to function at
the individual level. Furthermore, research in relation to health shall refer
to the development of knowledge to understand health challenges and
mount an improved response to them. This covers the full spectrum of
research in five generic areas of activity:

(1) measuring the problem

(2) understanding its cause(s)

(3) elaborating solutions

(4) translating the solutions or evidence into policy, practice, and
products

(5) evaluating the effectiveness of solutions

From the above definition of health research, the 2017 edition of the
National Ethical Guidelines for Research defined health research based on
its objectives that seek to understand the impact of processes, policies,
actions, or events originating in any sector on the well-being of individuals
and communities; and to assist in developing interventions that will help
prevent or mitigate their negative impact, and in so doing, contribute to the
achievement of health equity and better health for all. Health-related
research, on the other hand, are those outside of the aforementioned
description for health research, but where the research procedures and
outcomes can affect the well-being of the participants and the community.
Furthermore, health as defined by the PNHRS is consistent with the WHO
definition of health which is a state of complete physical, mental, and social
well-being and not merely the absence of disease or infirmity. This broad
definition of health makes the 2022 edition more inclusive to all types of
research involving human beings.

An ethical assessment of health and social research requires a framework
consisting of principles, values, and key procedures. This framework should
be well-defined and clearly stated in a research proposal. The following
elements that constitute such a framework are based on Philippine
experience in the conduct of research ethics review.

14 | NATIONAL ETHICAL GUIDELINES FOR RESEARCH INVOLVING HUMAN PARTICIPANTS



Social Value

1. The participation of human beings in research can only be justified
if the study has social value. Social value refers to the contribution
of the study to an existing social or health problem such that the
results are expected to bring about a better understanding of
related issues or contribute to the promotion of the well-being of
individuals, their families, and communities.

2. The significance of the study shall be clearly described in a separate
section of the protocol with an accurate and updated description
of the status of the social or health problem, and how the study will
help arrive at a solution.

3. Overall, the methodology, including the study design, environment
and participants, instruments/tools, data gathering/collection
procedures, and analysis, should be able to generate information
or knowledge supportive of the objectives of the study. Social value
can only be realized if the study is scientifically valid.

4. A dissemination plan for the study results shall be included in the
protocol. Dissemination is essential to achieving social value.

5. The REC shall determine the appropriateness and the practicability
of the dissemination plan, as well as the suitability of the
recipient(s) of the information.

Informed Consent

6. An informed consent, to comply with these ethical guidelines, is a
competent participant’s decision to take part in research after
receiving and understanding complete and relevant information
about the study as well as their rights, without having been
subjected to coercion, undue influence, inducement, or
intimidation.

7. Obtaining informed consent is a process that begins when initial
contact is made with a potential participant and continues
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10.

throughout the study. By informing the potential participants of the
purpose/s of the research project, repetition and explanation,
answering their questions as they arise, ensuring that they
understand each procedure, and obtaining agreement from them,
researchers elicit their informed consent, and in doing so, manifest
respect for their dignity and autonomy.

For most research involving humans, the researcher shall obtain
the voluntary informed consent of the prospective research
participant. In the case of an individual who is incapable of giving
or who has diminished capacity to give informed consent, the
researcher must exert effort to obtain their assent and the consent
of a legally authorized representative (LAR), according to applicable
laws.

In obtaining informed consent, sponsors, and researchers have the
duty to avoid coercion, undue influence, inducement, or
intimidation.

Informing the potential participant shall not be simply a ritualistic
recitation of the contents of a written document. Rather, the
researcher shall convey the information, whether orally, in writing,
in other modes of communication, in a language and manner that
suit the individual’s capacity and level of understanding.

Essential Information for Participants

11.

12.

The researcher shall ensure that the prospective participant has
adequately understood the information mentioned in the
succeeding paragraphs. The researcher shall give each participant
the full opportunity to ask questions, and should answer them
honestly, promptly, and completely. The potential participant
should be allowed to think over, reflect, and discuss with relevant
stakeholders.

The researcher shall provide the following information to the
potential research participant, whether orally, in writing, or both,
in a language that suits the participant’s level of understanding:
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12.1.

12.2.

12.3.

12.4.

12.5.

12.6.

12.7.

12.8.

The individual is invited to participate in the research,
which is being undertaken by the researcher (name of the
researcher) from the institution (name of institution), and
participation is voluntary;

The reasons for considering the individual suitable for the
study;

The individual is free to refuse to participate in the
research without penalty or loss of benefits to which they
are entitled. The purpose/s of the research, the
procedures to be carried out by the researcher, and an
explanation of how the research differs from routine
medical or health care, or social intervention;

The expected duration of the individual’s participation
(including the number and duration of visits to the
research center and the total time involved) and the
possibility of early termination of the study, or of the
individual’s participation in it;

Any foreseeable risks, pain or discomfort, or
inconvenience to the individual (or others) associated
with participation in the research (in both the control and
experimental group), including risks to the health or well-
being of the individual’s spouse or partner. Risks to other
contacts aside from the spouse should be disclosed.

The direct benefits, if any, expected to accrue to
individuals for participating in the research;

Whether money or other forms of material goods will be
provided in return for the individual’s participation and, if
so, the kind and amount;

The expected contribution of the study to scientific
knowledge and the expected benefits to the community
or society at large;
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12.9. Whether, when, and how, any intervention proven by the
research to be safe and beneficial will be made available
to the individuals after they have completed their
participation in the research, and whether they will be
expected to pay for them;

12.10. The provisions to ensure respect for the privacy of
research participants and the confidentiality of records in
which they are identified, including documentation
through the taking of pictures and recording of the
interview and that these might be displayed in
publications and conferences or fora;

12.10.1. Where collected research data or research results
include personal information, the research
participant must give consent not just to the
collection of personal information but also to the
dissemination and sharing of that information,
including such information contained in recorded
interviews and pictures.

12.10.2. Regarding sharing, the participant must also know
to whom their personal information will be shared.

12.10.3. Research participants must be made aware of the
potential risks posed by the dissemination,
disclosure, or sharing of their information.

12.10.4. Even if research participants have granted consent
to the dissemination, disclosure, or sharing of such
information, researchers have an ethical duty to
see to it that such dissemination, disclosure, or
sharing will not subject participants to risk of
serious harm. It would be prudent for researchers
to consult experts or the REC regarding ethical
dilemmas presented by the participant’s
expressed wish for him to be identified or to have
their statements attributed to them and on the
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12.11.

12.12.

12.13.

12.14.

12.15.

12.16.

12.17.

other hand, reputational, legal, and other risks to
decide on whether such information should be
disseminated, disclosed, or shared.

Legal or other limits to the researcher’s ability to
safeguard confidentiality, and the possible consequences
of breaches of confidentiality;

The sponsors or funders of the research, the institutional
affiliation of the researchers, and the nature and sources
of funding for the research;

The participants are free to withdraw from the research at
any time without having to give any reason, and without
penalty or loss of benefits to which they are entitled,;

Informed consent includes asking whether a participant
consents to future processing of their personal data,
identifiable biological specimens, and medical records
including storage, use for subsequent research, sharing of
specimens and data, and final disposition of collected
data, information, and identifiable biological specimens.

If the personal data, medical records, and specimens
collected will not be destroyed after research, where,
how, and for how long they are going to be stored and for
what purposes;

That the research participants have the right to decide
about future uses, sharing, or destruction of collected
personal data, identifiable specimens, and medical
records;

Whether commercial products may be developed from
identifiable biological specimens, and whether the
research participant shall receive monetary or other
benefits from the development of such products;
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12.18.

12.19.

12.20.

12.21.

12.22.

12.22.1.

12.22.2.

12.22.3.

12.22.4.

12.22.5.

The extent of the researcher’s responsibility to ensure
needed services to the research participant;

That treatment and rehabilitation will be provided free of
charge for specified types of research-related injury or for
complications associated with the research, the nature
and duration of such care, the name of the medical service
or organization that will provide the treatment, and
whether there is any uncertainty regarding the funding of
such treatment;

That under the Data Privacy Act (DPA), the participant has
the right to information, access, correction, deletion, data
portability, to complain before the National Privacy
Commission (NPC) and receive damages for the violation
of their data privacy rights where applicable. Such rights
may be exercised by the data participant's heirs in the
event of the former’s incapacity or death. In applicable
cases, the protocol must explain why data participant
rights need to be limited to protect research integrity as
allowed by the DPA.

That a PHREB-accredited REC has approved or cleared the
research protocol; and

The contact information of persons designated to respond
to the following:

Queries on the details of the protocol;
Issues relating to the human rights of participants;

Data privacy queries or concerns of the
participants;

Related concerns and grievances; and

Management of research-related injuries.
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Documentation of Consent

13.

14.

13.1.

As a rule, documentation of informed consent includes an actual
signature or thumb mark of the prospective participant on the
informed consent form. To further ensure participant voluntariness
and understanding of the execution of the informed consent, and
to protect both participant and researcher particularly for highly
sensitive and controversial studies/research, notarization of the
informed consent may be considered as an option.

Advances in technology for documentation of informed
consent (e.g., electronic signature, electronic informed
consent form, consent statements in online forms,
recordings) may be utilized subject to the approval by the
REC.

When the use of an informed consent form is not feasible or is
unacceptable to the prospective participant, a description of the
process, attested by a witness who is acceptable to the participant,
may be substituted, subject to the approval of the REC. Other ways
of obtaining or documenting informed consent may be explored,
subject to the approval of the REC.

Waiver of Informed Consent

15.

16.

16.1.

16.2.

Waiver of individual informed consent is to be regarded as
exceptional and must be approved by a REC.

The informed consent process may be waived in specific research
contexts, such as:

Archival research involving publicly available documents;
Research that uses the method of naturalistic observation

(often described as “covert” method) in data collection if
all the following requirements are complied with:
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16.2.1. Thorough justification for the use of naturalistic
observation;

16.2.2. Plan for how the data collected will be used;

16.2.3. Assurance that risks to participants are unlikely;
and

16.2.4. Mechanism to ensure confidentiality and
anonymity of observed individuals and their data
(e.g., observations are recorded in such a way that
the individuals involved are not identifiable).

17. Some or all the elements in the informed consent may be waived
or amended (with prior approval of the REC) if all these conditions
are met:

17.1. The research presents no more than minimal risk.

17.2. The waiver or amendment will not adversely affect the
rights and welfare of the participants.

17.3. The research cannot be practicably carried out without
the waiver or alteration.

17.4. The participants will be provided with additional pertinent

information  after their participation (whenever
appropriate).

Renewing Consent

18. Informed consent, as a requirement for data collection, should be
time-bound, and may be withdrawn earlier or rescinded by the
participant. The informed consent of each research participant
shall be renewed under any of the following conditions:

18.1.

If there are any significant changes in the circumstances or
procedures of the research;
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18.2.

18.3.

18.4.

If new information becomes available that could affect the
willingness of research participants to continue to
participate;

In long-term studies at predetermined intervals even if
there are no changes in the design or objectives of the
research; or

In long-term studies where minors become adolescents or
adolescents become adults (see section on Research
Involving Minors or Children).

Vulnerability of Research Participants

19.

20.

20.1.

20.2.

21.

Vulnerable participants shall require special protection, as they
have certain characteristics or are in special situations that tend to
magnify their vulnerabilities or expose them to risks they may
otherwise be unwilling to take. Vulnerable participants are those
who are relatively or absolutely incapable of deciding for
themselves whether or not to participate in a study for reasons
such as physical and mental disabilities, poverty, asymmetric
power relations, and marginalization, and who are at greater risk
for some harms.

Vulnerable groups shall not be included in research unless such
research:

Is necessary to promote the welfare of the population
represented; and

Cannot be performed on non-vulnerable persons or
groups

Researchers, sponsors, or RECs shall not arbitrarily exclude women
of reproductive age from biomedical research. The potential for
becoming pregnant during a study shall not, in itself, be used as a
reason for precluding or limiting women’s participation in research
(see section on Clinical Research).
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22.

Competent advice and assistance shall be provided to participants
who, due to social, economic, political, or medical disadvantages,
are more likely to give consent under duress or without the benefit
of adequate information. Caution shall be exercised in obtaining
informed consent for a research project if the research participant
is in a dependent relationship with the researcher (e.g., as a
research participant) to ensure that the consent is not given under
duress or undue influence.

Benefits, Risks, and Safety

23.

24,

25.

26.

27.

28.

Research can only be justified if there is a reasonable likelihood
that the participants or the population to which they belong stand
to derive benefits from it.

All research involving human participants shall be preceded by
careful assessment of predictable risks, burdens, and foreseeable
benefits to the research participant or others.

Every precaution shall be taken to minimize the negative impact of
the study on the research participant’s well-being. All efforts
should be done to maximize the potential benefits.

Research shall be conducted only if there is an acceptable positive
benefit-risk ratio and the participants who are going to be affected
give their consent to assume research-related risks (e.g., adverse
events, data sharing).

The researcher/funder/sponsor shall endeavor to ensure the
reasonable availability and accessibility of favorable research
outcomes to the community.

When there is ethical and scientific justification to conduct
research with individuals capable of giving informed consent, the
risk from research interventions that do not hold out the prospect
of direct benefit for the individual participant shall be no more
likely and no greater than the risk attached to routine medical or
psychological examination of such persons. Slight or minor
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increases above such risk may be permitted when there is an
overriding scientific or medical rationale for such increases and
when the REC has approved them.

Privacy and Confidentiality of Information

29.

30.

31.

Researchers must respect participants’ right to privacy. Unless
required by law, the confidentiality of information shall always be
observed. Records that link individuals to specific personal
information shall not be released. This requirement shall be
included in the informed consent form.

Researchers shall refrain from identifying individuals or groups
when the release of information about them can expose them to
possible harm or social stigma.

30.1. Release of information should be included among the

items in the informed consent form; the participant must
be specifically asked if he/she consents to release
information collected in the study and informed of the
potential risks and consequences, if any, of such release.

Where there is some likelihood or opportunity for the researcher
to observe the occurrence of illegal or harmful behaviors (e.g., child
abuse, substance use, self-harm, or suicide ideation), the
researcher shall:

31.1. Explicitly indicate the limits of confidentiality in the

informed consent process, such as when the researcher is
ethically and legally obligated to disclose the identity of
the respondent to relevant legal authorities to forestall
imminent harm to self or others;

31.1.1. Prepare a concrete and realistic protocol for
reporting and referral if imminent harm or a
criminal act is disclosed or discovered in the
process of data collection
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32.

33.

Justice

34.

34.1.

34.2.

34.3.

34.4.

Researchers shall recognize that collecting data using group
methods (e.g., FGDs) has implications for the privacy and
confidentiality of individual participants and possibly third parties.
Therefore, adequate safeguards must be provided.

The researcher shall describe their data management and
protection plan in the protocol, including the steps to be taken so
that all who have access to the data and the identities of the
respondents can safeguard privacy and confidentiality. (See the
section below on Adherence to the Applicable Provisions of the
Data Privacy Act of 2012). For example, the researcher shall provide
adequate and clear privacy instructions to research assistants,
transcribers of audio recordings, translators of transcriptions,
database managers, and programmers.

In research involving human participants, the principle of justice
refers primarily to the equitable distribution of both the burdens
and the benefits of participation in research. It is unjust for one
group in society to bear the costs of research while another group
reaps its benefits. Research should not worsen existing health and
social inequities.

There shall be fair selection in the choice of population,
sampling, and assignments.

Appropriate care shall be provided to research
participants regardless of their economic status, gender,
race, or creed.

There shall be just compensation for harms brought about
by participation in the research.

Research participants shall be reimbursed for lost
earnings, travel costs, and other expenses incurred when
taking partin a study. Where there is no prospect of direct
benefit, participants may be given a reasonable and
appropriate incentive for the inconvenience. The

26 | NATIONAL ETHICAL GUIDELINES FOR RESEARCH INVOLVING HUMAN PARTICIPANTS



35.

payments shall not be so large as to induce prospective
participants to participate in the research against their
better judgment (undue inducement). Payments or
reimbursements should be given on the day of the follow-
up or the procedure and not at the end of the study. The
participants should be protected from all possible forms
of exploitation.

Individuals and communities shall have access to benefits related
to participation in the study.

Transparency

36.

37.

38.

Ethical research shall be characterized by transparency. All parties
must be transparent about matters relating to their involvement
and this includes any actual or potential conflict of interests.
Transparency is not opposed to privacy. On the contrary,
transparency — especially in research purposes, policies,
procedures, governance, accountability, funding, oversight — is an
element of ethical research that promotes confidence in the
research enterprise, even when privacy and anonymity need to be
preserved in matters of personal data. The need for transparency
also entails disclosure of research results to research participants
and other stakeholders.

Researchers must be transparent about aspects of a study that may
have an impact on the rights, health, and safety of participants, or
in respect to information that may have a bearing on the decision
of participants to give or withhold their informed consent.

Disclosure of research results to research participants shall occur
only when all the following apply:

The findings are scientifically valid and confirmed.

The findings have significant implications for the
participant’s well-being.

NATIONAL ETHICAL GUIDELINES FOR RESEARCH INVOLVING HUMAN PARTICIPANTS | 27



38.3. The course of action to ameliorate these concerns is
readily available when research results are disclosed to its
participants.

39. Transparency imposes responsibilities on researchers to disclose
information about their affiliations, loyalties, financial or other
competing interests that may affect their objectivity and the
integrity of their research output.

40. Transparency also requires research participants to be truthful in
declaring their health conditions and candid in expressing their

concerns about their involvement in research.

Adherence to the Applicable Provisions of the Data Privacy Act of 2012

41. The following are reminders for researchers regarding the Data
Privacy Act of 2012.
42. Researchers may invoke the exemption for processing of personal

information for research purposes, under Section 4d of the DPA
provided that:

42.1. The processing of personal information for research
purposes is intended for a public benefit.

42.2. Reasonable and appropriate physical, organizational and
technical security measures are used to protect the
personal data of participants.

42.3. Such flexibility for research purposes, including the waiver
of consent requirements and the limitation of the rights of
data subjects, is consistent with legal and ethical
standards. One way of demonstrating compliance with
ethical standards is by obtaining ethics clearance from a
PHREB accredited IRB/REB/REC. (See NPC Advisory
Opinion 2018-54  https://www.privacy.gov.ph/wp-
content/files/attachments/advopn/2018/AONo_2018-
054.pdf).
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43.

44.

45.

44.1.

44.2.

The determination of the appropriate level of security measures
must consider the nature of the personal data to be protected, the
risks represented by the processing, size of the organization and
complexity of its operations, current data privacy best practices,
and the cost of security implementation (See Section 20 of the
DPA).

The proper personal information controller (individual researcher
or group of researchers or research and development institution as
defined under RA 10055 or the Technology Transfer Act of 2009)
and the former’s DPO must be registered with the National Privacy
Commission (NPC) under NPC MC 2017-01 (NPC, 2017a).

For research done by a juridical person (e.g., a research
and development institute, association with a separate
juridical personality), the juridical person’s DPO may
oversee compliance with the DPA. On the other hand,
such a juridical person may consider appointing and
registering a DPO or Compliance Officer for Privacy (COP)
for each research project to see to it that the
requirements of the DPA are complied with.

For research done by independent individuals or groups of
individuals not under a juridical person, the individual
researcher will automatically be a DPO. In the case of a
group of researchers, the lead researcher shall appoint a
DPO from among the members of the research team.

Researchers should have ready mechanisms in place in the event
of a personal data breach. Their duly authorized representative
shall promptly notify the Commission and affected data subjects
when sensitive personal information or other information that
may, under the circumstances, be used to enable identity fraud are
reasonably believed to have been acquired by an unauthorized
person, and the researchers or the Commission believes that such
unauthorized acquisition is likely to give rise to a real risk of serious
harm to any affected data subject. The notification shall at least
describe the nature of the breach, the sensitive personal
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46.

information possibly involved, and the measures taken by the
researchers to address the breach. Notification may be delayed
only to the extent necessary to determine the scope of the breach,
to prevent further disclosures, or to restore reasonable integrity to
the information and communications system. As a rule, notice shall
be given to participants and the National Privacy Commission
within 72 hours from knowledge of such data breach. Researchers
must carefully study and comply with all the applicable
requirements of NPC MC 2016-03 (NPC, 2016) which includes
conducting a privacy impact assessment to craft a research
protocol that incorporates privacy by design.

The Institutional DPO shall provide the detailed policy/guidelines in
how the protocol and conduct of research can comply with the
DPA.
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ENSURING QUALITY RESEARCH

Scientific and Ethical Considerations in Research

The quality of research derives from both scientific and ethical
considerations. Such considerations include appropriate delineation of the
roles and responsibilities of various stakeholders (e.g., researchers,
sponsors, research ethics committees), and acceptable instruments
commonly used in research. This section represents the minimum
considerations based on best practices, guidelines, and policies related to
the conduct of research involving humans.

The Research Protocol

The protocol is the definitive document of the research or study. It guides
those who will conduct the research, reference for evaluators and
reviewers, template for validation, substantiation for intellectual property
claims, and the legacy of the proponent. Therefore, it should be rigorously
conceptualized, carefully crafted, and elegantly formulated.

1. The research protocol shall be sufficiently detailed to serve as
documentation of the study. Further, it shall:

1.1. Justify the need for the study, that is, why the study
shall be conducted given the current state of
knowledge;

1.2. Establish the appropriateness of the proposed

methods for investigating the research problem;

1.3. Provide evidence for the feasibility of doing the study
as proposed, that is, that the study can be completed
successfully in the specified time and with the
available resources;

1.4. Describe the recruitment process (where, who, how);
and
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1.5. Describe the dissemination plan for research results
and outcomes.

2. The purpose of the study, the design, the population, the methods
of data collection, and the planned analyses shall be clearly
described.

3. Whether invasive, intrusive, or not, all procedures shall be
satisfactorily described in detail.

4. The research protocol shall adequately address the elements of
research ethics as part of the Ethical Considerations section.

5. The protocol shall provide information on how the safety and
welfare of research participants shall be protected.

6. Based on the type of study, the protocol should be written in an
inclusive language (see Glossary).

Qualifications of Researchers

The researcher is the individual who is ultimately responsible and
accountable for the research. The ethical issues in the use of human
participants in research are addressed, in part, by the assurance that the
researcher is qualified. Such qualifications need to be provided by the
researcher and vetted by the researcher, the research ethics committee
(REC), the sponsors, and when applicable, other authorized bodies.

7. Persons engaged in research involving human participants shall
have integrity, scientific competence, social awareness, cultural
sensitivity, intellectual humility, vigilance, and preparedness for
safety issues.

8. The researcher shall have the education, training, ability, and
resources to conduct the proposed study.

9. The researcher shall be knowledgeable on updated or recent
literature on the research topic.
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The Research Ethics Review
National Governance in Research Ethics Review

The body responsible for research ethics in the Philippines is the Philippine
Health Research Ethics Board (PHREB). PHREB was established in 2006
through the authority of the Department of Science and Technology (DOST)
(DOST Special Order No. 091 s 2006). It was eventually created as the
national policy-making body in health research ethics when the Philippine
National Health Research System (PNHRS) was legislated through the PNHRS
Act of 2013 (RA 10532) on 07 May 2013.

Under the national commitment to protect human participants and
promote integrity in research, the PHREB collaborates with the PNHRS
implementing agencies (DOST, Department of Health [DOH], Commission on
Higher Education [CHED]). It also coordinates with local and national
agencies (e.g., National Commission on Indigenous Peoples [NCIP], Food and
Drug Administration [FDA], National Privacy Commission [NPC]) that can
guarantee compliance of all relevant research stakeholders with the
national ethical guidelines. Compliance with the national guidelines must be
pursued through these agencies’ respective regulatory mandates.

10. Under the PNHRS, research ethics review in the Philippines is

implemented through oversight of the PHREB:

PHILIPPINE HEALTH RESEARCH ETHICS BOARD

REGIONAL ETHICS MONITORING BOARD

SINGLE JOINT
REVIEW ETHICS REGIONAL CLUSTER INSTITUTIONAL
BOARD

NATIONAL ETHICS
COMMITTEE
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Philippine Health Research Ethics Board (PHREB)

11. The Philippine Health Research Ethics Board (PHREB) has 12
members, including the DOST Philippine Council for Health Research
and Development (PCHRD) Executive Director as an ex-officio
member and representatives from the Department of Health (DOH),
and the Commission on Higher Education (CHED). Except for the ex-
officio member, appointments shall be for a term of three years
(initially, five were appointed for three years and six members for
two years). The members represent a balance of background,
gender, and disciplines (e.g., health research, philosophy, law,
academe, medicine, public health/epidemiology, theology, social
science, and allied health sciences) and include representatives
from people’s organizations and the youth sector. Both the chair
and co-chair have two-year terms.

PHREB is a national policy-making body specifically to:

11.1. Formulate and update guidelines for the ethical
conduct of human health research;

11.2. Develop guidelines for the establishment and
management of RECs and standardization of research
ethics review;

11.3. Monitor and evaluate the performance of institutional
RECs in accordance with procedures outlined in a prior
agreement;

11.4. Promote the establishment of functional and effective
RECs;

11.5. Provide advice and make recommendations to the

PNHRS Governing Council and other appropriate
entities (including the Food and Drugs Administration
[FDA]) regarding programs, policies, and regulations
as they relate to ethical issues in human health
research;
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11.6. Initiate and contribute to discourse and discussions of
ethical issues in human health research; and

11.7. Network with relevant local, national, and
international organizations.

Regional Ethics Monitoring Board (REMB)

12.

13.

14.

15.

The Regional Ethics Monitoring Boards (REMBs) shall be established
in key regions to serve as a regional arm of PHREB for monitoring
purposes.

The REMBs shall have a multidisciplinary and multisectoral
membership that reflects the cultural and social milieu in the region.
The majority of the members should have been members of PHREB-
accredited RECs. The REMBs shall be under the supervision of
PHREB.

The REMBs, following the mandate of PHREB (Rule 23, PNHRS IRR),
and in consultation with RECs, shall develop and agree on indicators
of good performance, which shall be used in ensuring and
monitoring quality ethics review in health research.

REMBs shall be located within existing regional DOST, DOH, CHED
offices, or designated institutions. Currently established REMBs are
listed on the PHREB website (http://ethics.healthresearch.ph).
REMBs shall be established to assist PHREB with the following
functions:

15.1. Information dissemination, training, and advocacy

15.2. Monitoring performance of RECs in their respective
regional areas

15.3. Submission of annual reports to PHREB

15.4. Development of quality assurance in the review of
RECs in the region

15.5. Implementation of policies and directions for health
research ethics set by PHREB

15.6. Other functions or tasks as deemed necessary
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Research Ethics Committee

16. Research Ethics Committees (RECs) include the National Ethics
Committee (NEC), Single Joint Research Ethics Board (SJREB),
regional RECs, cluster RECs, and institutional RECs. The REC,
regardless of type, should consider both the scientific and ethical
aspects of the proposed research even when the REC is distinct from
the technical review committee.

16.1. National Ethics Committee

The National Ethics Committee (NEC) was constituted in 1984
through Special Order No. 84-053 issued by Dr. Alberto G.
Romualdez, Jr., then Executive Director of the Philippine Council for
Health Research and Development (PCHRD). It had both policy-
making and review functions (for research in institutions without
RECs) until the PHREB took over its policy-making role. In 2010, the
NEC was temporarily phased out (DOST Special Order No. 383), only
to be reactivated on 09 December 2013 because of the pressing
need for a national body to review research that is of national
importance, with the following functions:

16.1.1. Ethics review of research proposals: 1) referred by
other agencies especially government-funded
research projects that are to be conducted in
institutions that do not yet have their own Research
Ethics Committees (REC); 2) directed to NEC by the
Philippine Health Research Ethics Portal (PHREP);
and 3) the NEC may deem appropriate to review.

16.1.2. Assist institutional RECs in the resolution of difficult
ethical issues;

16.1.3. Provide input to the Philippine Council for Health
Research and Development (PCHRD) and other
government agencies, including the Philippine Food
and Drug Administration (FDA), regarding ethical
issues in relevant studies;
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16.1.4. Provide applicable information to PHREB in the
formulation of policies and guidelines in health
research; and

16.1.5. Network with other national ethics bodies (i.e.,
National Bioethics Advisory Committee [NBAC],
National Transplant Ethics Committee [NTEC],
Philippine Genomics Center Ethical Legal Social
Issues Program [PGC-ELSI]) in contributing to the
development of an ethical research environment.

16.2. Single Joint Research Ethics Board

The Department of Health (DOH) established the Single Joint
Research Ethics Board (SJREB) through Administrative Order 2017-
0021 and Administrative Order 2019-0049. These mandate the
standardization of multi-site review through a single joint review
conducted for the approval of multi-site research participated in by
identified sites where the protocol will be implemented. An SIREB
review is mandatory for all DOH hospital RECs, although non-DOH
RECs may participate during the review.

16.3. Regional Research Ethics Committees

The Regional RECs operate under the auspices of the Regional
Health Research and Development Consortia. They shall take charge
of ethical review of research to be conducted in institutions without
their own RECs and community-based research without a specific
responsible institution.

16.4. Cluster Research Ethics Committees

Several institutions may jointly form a common REC if it is not
feasible to create their own. The management of a Cluster REC and
its areas of responsibility shall be covered by a memorandum of
agreement among the involved institutions. Its functions shall be
the same as that of an institutional REC.

16.5. Institutional Research Ethics Committees
Philippine institutions that engage in biomedical, behavioral, and
social research shall establish an institutional REC, which shall
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provide an independent, competent, and timely ethical review of
proposed studies. The main purpose of the REC is to help safeguard
the dignity, rights, safety, and well-being of all actual or potential
research participants. To this end, the REC must be independent of
political, institutional, professional, and market influences in its
composition, procedures, and decision-making.

17. As the list of accredited RECs is updated frequently, refer to the
PHREB accredited RECs list in the PHREB website
http://ethics.healthresearch.ph.

Guidelines for Research Ethics Committees

18. RECs are essential components of a human protection system in
research. As such, institutions or entities shall have policies
regarding research and ensure that RECs are established and given
adequate support according to standards. RECs should be able to
provide independent and quality reviews and monitoring of all
research involving human participants.

19. RECs shall have standard operating procedures (SOPs) to make REC
operations transparent, accountable, competent, timely, and
consistent (WHO, 2011).

Composition

20. The REC shall be constituted by the institutional authority according
to its policies on research and international and national standards.
The institution’s organizational chart shall include the location of
the REC in relation to the other institutional units. This is to show
under whose administrative oversight it belongs as an institutional
entity while at the same time maintaining its ability to issue
independent ethics review decisions.

21. Membership shall be multidisciplinary and multi-sectoral, with
adequate age and gender representation.

22. Members shall have relevant scientific expertise, such as medical (in
case of RECs reviewing clinical trials), social, or behavioral science,
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or qualifications pertinent to the areas of research the REC is most
likely to review. In addition, members with expertise in ethics, law,
environment, and public health shall also be considered to reflect
social and cultural diversity in research.

23. The REC shall include an individual (non-medical, non-scientist) who
will represent the interests and concerns of the community, and
serve as the voice of research participants, their families, and their
communities.

24. At least one member shall be independent of the institution or
research site (non-affiliated member) to ensure the independence
of the REC.

25. The number of REC members shall be adequate to ensure that the
review can be done efficiently and effectively following
international and national standards.

Appointment of Members

26. When appointing members, the institution shall consider the
following:

26.1. The primary role of the non-medical, non-scientist
member shall be to share their insights about the
communities from which participants will be drawn
and about the informed consent process and form.

26.2. In RECs that review clinical studies (particularly clinical
trials), it is recommended that the community
representative be drawn from either a patient or
family support organization or a patient advocacy
organization.

26.3. The officers and members of the REC shall be officially
appointed by the administrative head of the
institution.
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26.4.

26.5.

26.6.

26.7.

26.8.

26.9.

The appointing official shall indicate the officers’ and
members’ functions, terms of office, the scope of
work, conditions of appointment, and compensation,
if any.

The appointment document shall mention the
responsibilities of members with special roles (e.g.,
officers, non-medical/non-scientist members, non-
affiliated member).

Procedures for initial appointment and renewal of
appointment, resignation, replacement; grounds for
disqualification; and procedures on managing
financial and other conflicts of interest (COl), shall be
included in the standard operating procedures (SOP)
manual.

Before serving as a regular member, each member of
the REC shall sign both a confidentiality agreement
and a disclosure agreement. The latter that states
that they have no COI (e.g., financial interests in a
sponsor company, affiliation with the funding agency,
or even familial relationships with these parties) as a
reviewer.

The appointing official should consider “a fixed
rotation system for members that allows for
continuity, the development and maintenance of
expertise within the committee, and the regular input
of fresh ideas and approaches” (WHO, 2000).

The senior decision-makers of the entity creating the
REC or of any organization that sponsors or conducts
research reviewed by the REC (such as the director of
the institution or their agent) shall not serve as
members of the REC or as its Chair (WHO, 2011).
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Appointment of Independent Consultants

27.

28.

29.

The REC shall establish a list of external or independent consultants
who can provide specific expertise regarding ethical, scientific,
psychological, or social aspects of research for review. They are not
considered REC members; therefore, they shall not participate in
REC decision-making (no voting privilege).

Deliberations on research involving special participant groups or
concerns (e.g., HIV, AIDS, the physically challenged) shall include the
participation of advocates.

External or independent consultants shall be qualified individuals
with the needed expertise and training. They shall also be appointed
by the institutional authority, stating the terms of their
appointment.

REC Support

30.

In addition to the REC members, the institution shall support the
REC with adequate resources, including staff, adequate and
equipped office and facilities, and financial resources to carry out its
responsibilities.

Functions and Responsibilities

31.

32.

The REC shall act in the full interest of potential research
participants and affected communities, considering the interests
and needs of the researchers, and having due regard for the
requirements of relevant regulatory agencies and applicable laws
(WHO, 2000 and 2011). The REC should be updated regarding
Philippine laws and policies of regulatory agencies about possible
areas or groups for research.

The REC’s functions shall be as follows:

32.1. Review the scientific merit and ethical acceptability of
the research involving human participants;
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32.2.

32.3.

32.4.

32.5.

32.6.

32.6.1.

32.6.2.

32.6.3.

32.6.4.

32.6.5.

Undertake the same review process for foreign
research protocols even if they have been ethically
cleared by a foreign institution, applying ethical
standards that are no less stringent than they would
be if the research were to be carried out in the country
of the sponsoring agency;

Ensure that the proposed research is responsive to the
priorities and health needs of the country and that it
meets the required ethical standards;

Issue the ethical approval required for the
implementation of any research it has reviewed and
approved;

Promote research integrity by identifying and
resolving conflicts of interest;

Establish appropriate mechanisms in all stages of the
research to:

Ensure the safety, protect the rights, and promote
the welfare and well-being of research participants;

Guide research participants, including proponents
and researcher;

Ensure prompt reporting of changes in the protocol
and unanticipated problems;

Ensure the proper documentation of and
adherence to the confidentiality rule and policy on
informed consent; and

Monitor the progress of ongoing research until its
completion.
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32.7.

32.8.

32.9.
32.9.1.
32.9.2.
32.9.3.
32.9.4.

Meetings

Report to the institutional or national authorities any
matter that affects the conduct and ethics of research
which, in its view, may affect the rights and safety of
research participants;

Keep a systematic and organized record of all
proposals reviewed, including actions taken and other
pertinent information;

Submit an annual report to the PHREB (within the first
guarter of the year ending on March 31), which shall
contain the following:

The composition of the REC, including a short
curriculum vitae (name of the person, educational
attainment, most recent ethics training/seminars
attended), and term of office of each member;

Members of the REC secretariat, office and email
addresses, and contact numbers;

Number of meetings (regular and special) held
during the year, including the date and venue;

Number of research reviewed by the REC during the
year, classified by the types of research, REC
decision or action (approval, minor or major
modifications, disapproval), and other information
required by PHREB.

33. The REC shall regularly meet as a committee on a schedule
determined based on the research cycle of the institution. There
shall be a provision for holding special meetings to consider urgent
matters as decided by the Chair.
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34. For RECs with five to nine members, a quorum requires at least five
members; otherwise, a quorum shall follow the 50% + 1 rule. A
quorum also requires the presence of at least one non-medical or
non-scientist and one non-affiliated member to make decisions
about the proposed research (WHO, 2011). For interventional
studies involving children, a quorum shall include the presence of a
pediatrician or a child development expert, as needed by the
protocol. In the absence of these required members, there is no
quorum.

35. Deliberations of the REC shall be characterized by transparency and
collegiality. A member involved in whatever capacity in the study or
project under consideration shall inform the committee of this
potential COIl. Their further participation in the deliberations shall
be determined accordingly. Those with COIl shall not be present
during the deliberations and decision-making. A principal
investigator or researcher member may remain during the REC
meeting to answer questions for clarification regarding their
research but shall leave the room during the REC deliberation and
decision-making.

36. The REC shall make clear in its SOP how the committee arrives at a
final decision. There shall be a special effort to consider the opinion
of the non-scientist (especially with regards to the informed consent
process and form) or the non-affiliated member. Strong objections
shall be addressed and reasonably resolved.

Training

37. Members of the REC shall undergo initial and continuing training on
the ethics and science of biomedical, socio-behavioral, and other
research, and applicable laws such as the Philippine National Health
Research System (PNHRS) Act, Indigenous Peoples Rights Act (IPRA),
and Data Privacy Act of 2012 (DPA), pertinent to the types of
protocols reviewed by the REC.

37.1. Initial training shall be required of new members. If
there is no basic ethics training available when there
are newly appointed members, the REC Chair shall
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37.2.

Review Fees

ensure that proper orientation of new members is
done on basic ethical principles, international and
national ethical guidelines, and REC SOP before they
serve in the REC.

Members shall be encouraged and supported to
attend regular continuing education activities on
research ethics, such as advanced training on ethical
issues and concerns. Additionally, the REC shall
include similar activities at least once a year. These
may be linked with those of RECs within the province
or region.

38. Review fees are intended to support the operations of the REC,
training activities, and continuing education of its members.
Charging review fees for other purposes puts the REC in a COI
situation, from which it may not be easy to extricate itself.

Accreditation by PHREB

39. All RECs shall apply for PHREB accreditation that shall indicate the
nature of research that it can review (See PHREB Policies and
Requirements for Accreditation, Appendix G)

The Research Ethics Review Process

40. A REC conducts the ethical review of research proposals involving
human participants based on an evaluation of the research activities
described in the protocol and protocol-related documents. These
are submitted to the REC for approval before study implementation.

41. Since the quality of the ethical review is a significant concern, the
REC shall have a manual of SOPs that shall clearly describe all areas
of its work. For the initial and continuing review of protocols, the
REC shall indicate a reasonable time frame in their SOPs for
completing the review process and provide the proponent a written,
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signed, and dated feedback on its review, preferably within two to
four weeks after receipt of the submitted documents. The review
must be efficient, transparent, and timely.

42. The ethical review of protocols involving several sites may be done
as a joint review of a group of PHREB accredited RECs, such as the
DOH Single Joint Research Ethics Board (SJREB), provided that the
review is conducted according to SOPs approved by PHREB.

Required Documents for REC Review of an Initial Protocol Submission

43. The researcher shall be required to submit to the REC the following
documents before the REC reviews their research proposal:

43.1. Application for review addressed to the REC, which
may be a formal letter or part of an application form
as described in the REC’s SOP;

43.2. Clearance from technical or ethical review(s) from
other committees (if any);

43.3. The research protocol must include the title,
significance of the study, literature review, objectives
of the study, methodology and procedures,
description of the study population, exclusion and
inclusion criteria, data analysis, and ethical
considerations. The section on Ethical Considerations
shall state what relevant international and national
guidelines will be used as a reference in the study and
include ethical issues such as anticipated risks (how
these will be minimized) and potential benefits;
protection of confidentiality of data and privacy of the
research participants; vulnerability of research
participants; management of adverse events and
unanticipated problems; and how informed consent
will be obtained.

43.4. Informed consent and assent documents (see
Informed Consent on page 15, Research Involving
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43.5.

43.6.

43.7.

43.8.

43.9.

43.10.

43.11.

43.12.

Minors or Children; and Template of Informed Consent
and Assent). The informed consent and assent
documents must be written both in English and in a
local language appropriate to the level of
understanding of the research participant (see
General Guidelines). A sample template of statements
to be written in an ICF is found on pages 353 to 370;

Study tools (e.g., questionnaires, case report form,
posters, advertisements for recruitment);

Study drug or medical device information like
researcher brochures, published literature, and
medical device manufacturer’s design, if relevant;

Curriculum vitae (CV) of researcher and co-
researchers, which will also include relevant training
and proof of their GCP training (in case of a clinical
drug trial);

Statement of on presence or absence of COI of the
researcher;

Information regarding funding, sponsors, institutional
affiliations, other potential conflicts of interest;

Research agreements (e.g., Memorandum of
Agreement [MOA] if the study is collaborative;
Material Transfer Agreement [MTA], Intellectual
Property  Agreement, Investigational Device
Exemption [IDE], Data Sharing Agreement [DTA])
when relevant;

Study or protocol budget;
The researcher shall submit to the REC the required

number of copies or electronic files of the protocol
package the REC requires for its review.
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Initial Review Procedure

44,

45.

46.

47.

48.

After receiving the application form and protocol package, the REC
office shall check the submitted documents for completeness. The
submitted protocol shall be officially recorded in a logbook or an
electronic database noting the submission date, protocol title,
researcher or principal investigator, funding agency or sponsors,
and other relevant fields.

The REC Chair, or their representative, shall determine the
proposal’s exemption from review or the kind of review required,
whether full or expedited review.

Exempt from Review is the term used to denote that a protocol does
not need to undergo full or expedited review after a preliminary
assessment by a designated member of the REC. “Exempt from
Review” is a decision made by the REC.

Protocols that neither involve human participants nor identifiable
human tissue, biological samples, and data (e.g., meta-analysis
protocols) shall be exempted from ethical review.

Provided that protocols do not involve more than minimal risks or
harms, the following may be considered by the REC for exemption
from review:

48.1. Protocols for institutional quality assurance purposes,
evaluation of public service programs, public health
surveillance, educational evaluation activities, and
consumer acceptability tests;

48.2. Research that only includes interactions involving
survey procedures, interview procedures, or
observation of public behavior (including visual or
auditory recording), if the following criteria are met:

48.2.1. There will be no disclosure of the human
participants’ responses outside the research that
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could reasonably place the participants at risk of
criminal or civil liability or be damaging to “their
financial standing, employability, or reputation; and

48.2.2. The investigator records the information obtained
in such a manner that the identity of the human
participant cannot readily be ascertained, directly
or through identifiers linked to the participant.

48.3. Protocols that involve the use of publicly available
data or information.

49. The REC may delegate the decision to exempt a protocol from
review to an office or group of individuals for efficiency and in the
interest of time. However, there must be assurance that the
delegated individuals or office have been properly oriented and
trained to make such decisions with due diligence. Subsequently,
these decisions shall be documented and submitted to the
institutional REC for review. A checklist or assessment form shall be
used to determine exemption.

50. The REC, in its annual report submitted to the PHREB, shall include
a list of all proposals or protocols that were exempted from review.

51. The Chair or the designated officer of the REC shall assign the
reviewers for full or expedited review. The proposal shall be
distributed to these designated reviewers accordingly.

52. A full review shall be required for protocols that entail more than
minimal risk to participants or involve vulnerability issues.

53. Inafull review, the proposal is assigned for primary review to all REC
members or at least two reviewers (a scientific and a non-
scientific/non-medical member) before the REC meeting. The
reviewers shall present their findings during the REC meeting for
discussion and final action.
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54. An expedited review can be done by the REC, at the level of the
primary reviewers or the Chair, for proposals that do not need a full
review, such as the following:

54.1. Chart review
54.2. Survey of non-sensitive nature
54.3. Use of anonymous or anonymized
laboratory/pathology samples or stored tissues or
data
Protocol Review

55. Research protocols are evaluated relative to the elements of
research ethics (see Elements of Research Ethics) and other
considerations as follows:

55.1. Social value: scientific validity, relevance to the
community and national needs, suitability of the
dissemination plan and beneficiaries;

55.2. Informed consent: competence (of legal age and
sound mind), mandated information to be disclosed
based on the national guidelines (see page 16),
comprehensibility of information (use of local and
non-technical language), voluntariness (absence of
coercion and undue influence), and articulation of
consent (whether written or verbal);

55.3. Risks, benefits, and safety: assessment of risks,
favorable risk-benefit ratio, and access to favorable
research outcomes;

55.4. Privacy and confidentiality of information: respect for
the right to privacy and mechanisms to protect
confidentiality;
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55.5.

55.6.

55.7.

55.8.

55.9.

55.10.

Justice: fairness of selection process, appropriate
care, compensation and reimbursement, and access
to benefits;

Transparency: management of COIl, sharing of
relevant information to participants, honesty in
participation, and disclosure of research results;

Qualification of researcher: appropriate education,
training, and experience that are specific and relevant
to the research topic and population;

Adequacy of facilities: supportive of protocol
procedures and well-being of participants;

Community involvement: respect for local traditions
and culture, community empowerment,
acknowledgment of participation; and

Legal responsibility for injuries in the conduct of the
research, including insurance coverage, if any.

Action on Submissions

56. REC action shall standardize actions on submissions

56.1.

56.1.1.

56.1.2.

Approval, in which case, the REC shall inform the
researcher, in writing, of the REC’s requirements for
approved research that must be complied with during
the conduct of the research. The approval document
shall require the submission of the following
continuing review submissions:

Progress report, at least once a year or as requested
by the REC;

Final report;
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56.1.3.

56.1.4.

56.1.5.

56.1.6.

56.1.7.

56.2.

56.3.

56.4.

Amendments;
SAEs and SUSARs;

Termination of the research before its anticipated
completion date and the reason for it

Protocol deviations and violations; and

Reportable negative events or unanticipated
problems (including social harm, other negative
events).

Modifications (Minor or Major) Required, in which
case, the REC shall communicate to the researcher, in
writing, a clear description of required modifications
to the protocol and protocol-related documents

Disapproval, in which case, the REC shall clearly state
the reason(s) for disapproval

Deferred or Pending, if the REC action is postponed or
withheld, or a decision of the REC cannot be made
while awaiting further information, respectively

57. Ethical clearance is usually for a period of one year, which may be
renewed if an application for continuing review is submitted before
the expiration of the earlier ethics clearance. Renewal applications
must be received by the REC no earlier than 30 days before the
expiry of the current approval.

Appeal for Reconsideration

58. It is the responsibility of the REC to create procedures and venues
for resolving conflicts emanating from any REC action or decision
pertinent to its primary mandate of protection of human
participants in research. In case of an unfavorable decision, the
researcher may make an oral or a written representation to the REC
for reconsideration. On the other hand, the institution must
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establish mechanisms to address other potential institutional
conflicts, including but not limited to authorship, data sharing, and
the like.
Withdrawal of Prior Approval
59. Prior approval may be withdrawn for the following reasons:

Noncompliance with reporting requirements

59.1. An undue or significant number of SUSARs directly or
indirectly attributed to the research

59.2. Protocol violations
59.3. Valid serious complaints from participants
59.4. Proven research misconduct

60. Procedures for withdrawal should be detailed in the SOP of the REC.
Due process must be described in the post-approval SOPs of the
REC, including appropriate application of criteria, notification of
relevant parties, and communication with the researcher.

Monitoring Protocol Implementation

61. As part of its function, the REC shall monitor the conduct of research
that it has approved. The process includes a review of amendments,
protocol deviations, and their approval before implementation. The
process also includes reviewing and approving reports (progress,
termination, and final reports). The reviews may be expedited or
full.

61.1. An amendment is a written description of a proposed
change(s) to REC-approved documents (i.e., protocol,
informed consent documents, and other protocol-
related documents) that is yet to be implemented.
REC approval is required before its implementation.
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61.2.

61.3.

61.4.

Site Monitoring Visit

Deviation from the approved research plan or
protocol is a form of noncompliance with the
conditions of REC approval and may cause approval to
be revisited. The deviation is only justifiable where
necessary to remove a research subject or participant
from immediate danger or harm or when such
changes are administrative or logistical (e.g., change
of telephone numbers). The REC shall require the
researcher to submit a report of deviation to the REC;
or, as applicable, the REC shall inform the researcher
of any violation that has come to the attention of the
REC. The REC shall likewise require the researcher to
address the deviation with both a corrective and
preventive action and review the current approval of
the study given the noncompliance.

Ethical approval is typically granted for a period of one
year or less, depending on the risk assessment of the
study protocol, which is determined during the initial
review. A progress report must be submitted to the
REC for review of renewal or extension of approval.

Any event related to a REC-approved protocol that
may have ethical significance must be submitted by
the researcher for the continuing review by the REC of
the risk-benefit assessment. These events may come
in the form of reportable negative events or
unanticipated problems posing risks to participants or
others because of or related to participation in
research (see Reportable Negative Events in Glossary
page 412).

62. The REC or designated representative may also do an onsite visit of
studies that it has approved. This may be done where there is a
significant number of serious adverse events, new study sites, non-
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compliance or suspicious conduct, failure to submit required
reports, among others.

62.1. REC shall inform the researchers of the visit at a date
agreeable to both.

62.2. The REC shall review the informed consent to see if an
updated version is being used, examine study files,
observe the informed consent process; if possible,
inspect the study site, and interview participants.

62.3. After the site visit, a report is given to the principal
researcher and the REC.

62.4. The REC may recommend corrective and preventive
actions for observations made.

Review of SAE and SUSAR Reports

63. The REC shall have SAE/SUSAR report forms available that may be
used for reporting by researchers required to monitor safety
reports. The form should include the determination of the
expectedness and relatedness of the SAE/SUSAR and its relationship
to the study drug, health product, or device used in the research. If
deemed trial-related, the REC shall determine what action to take,
including appropriate medical management of the participant.

64. SAE reports shall be evaluated by the REC with special attention to
the SAEs from the site with approval from the REC.

Early Termination or Suspension of the Study

65. If a study is prematurely ended, the research must arrange for the
appropriate management of participants who have already been
recruited, including notifications. In the case of a clinical trial that is
prematurely terminated or suspended for any reason, the principal
investigator shall promptly inform the REC how this shall be
managed and ensure appropriate therapy and follow-up of
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participants. The researcher shall submit a written, detailed
explanation of the termination or suspension in all cases.

Completion of the Research

66.

Upon completing the report, the researcher shall inform the REC in
writing that the study has been completed and furnish the REC with
a copy of the final report. This shall be duly reported during the
subsequent REC meeting.

Documentation and Archiving

67.

68.

69.

70.

71.

72.

All documentation and communication of the REC shall be dated,
filed, and archived according to the committee’s written procedures
(WHO, 2011). The agenda and minutes of REC meetings shall have
templates to facilitate their preparation and filing.

Protocol study files shall be separated into 1) Protocols awaiting
approval; 2) Ongoing approved studies; and 3) Completed or
archived study files.

The study files shall include the protocol and current version,
informed  consent documents, amendments, and all
communications regarding the application, decision, follow-up,
safety reports, and continuing progress reports.

Completed study files include all the above and the final report,
which should be archived for a minimum of three years after the

approval of the final report.

Active and completed studies shall be identified and filed in a secure
place.

The REC shall maintain a file of research ethics review documents
including, but not limited to:

72.1. REC SOPs;

72.2. International, national, and local guidelines;
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72.3.

72.4.

72.5.

72.6.

72.7.

72.8.

72.9.

Annual REC reports;

Curriculum vitae of REC members, including initial and
continuing training in ethics review, GCP, among
others, which shall be updated, signed, and dated;

Logbooks and electronic database to facilitate
checking and follow-up of approved protocols;

Logbook or electronic tracking systems for inquiries
and complaints (dated), especially from study
participants with their contact numbers;

Logbook or electronic tracking system for SAEs from
local study site; files of reports of SAEs from
international sites are kept in another file;

Flow charts of REC procedures that shall be clearly
visible to guests; and

Templates of various forms to be used in ethics review
available electronically or in print.

Responsibility of the Research Adviser

73. All

research  conducted in academic institutions by

students/trainees, including postdoctoral fellows, shall be under the
supervision and guidance of a senior research or faculty adviser.

74. The senior research or faculty adviser shall:

74.1.

74.2.

Guide the student or trainee in the development of a
scientifically and ethically sound research protocol;

Assist the student or trainee in addressing ethical and
scientific concerns raised by reviewing bodies;
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74.3.

74.4.

74.5.

74.6.

74.7.

Serve as a model in intellectual humility and refer the
student to other persons with expertise in social, legal,
and other considerations affecting the research;

Supervise the student or trainee in the proper
collection and recording of data including the duty to
maintain the confidentiality of the information and
the privacy of human participants for all the phases of
the research processes, including the disposal or
archival of data;

Review interim and final reports for accuracy and
consistency;

Share responsibility and accountability with the
student/trainee for the ethical conduct of the
research; and

Ensure that the research to be undertaken by
undergraduate students involves only minimal risk
(See Roles and Responsibilities of the Investigator or
Researcher)

75. The institution must operationalize these responsibilities by
creating policies related to accountability.

Responsibilities of the Research Institution

76. All institutions that are mandated to conduct research or those that
allow or require their faculty, staff, students, or trainees to do
research are considered in this guideline as “research institutions.”

77. The research institutions shall:

77.1.

Ensure the ethical conduct and monitoring of research
being undertaken in the institution given the
institution’s available resources by taking reasonable
steps to comply with existing research ethics
regulations issued by various agencies. In the absence
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78.

79.

80.

81.

82.

83.

84.

of an institutional REC, the institution shall refer its
researchers to other research ethics committees
accredited by PHREB that can perform the review
based on a REC reliance agreement with the
institution.

77.2. Establish an independent and competent REC and
provide adequate administrative support for it,
including fair compensation to REC members for
protocol review and attendance in meetings.

Maintain an efficient recording system of research studies being
done and their status and researchers involved in the study;

Establish SOPs regarding the review of research studies to be done
in the institution, including fees to be charged;

Establish safety monitoring and management systems (for
researchers and participants);

Put in place systems, subject to the available resources of the
institution, to enable researchers to maintain the privacy and
confidentiality of information on human participants, including
secure processes for the sharing of data by the research community,
as well as the disposal and archiving of data;

Provide opportunities for dissemination of results in collaboration
with other stakeholders;

Update itself and systematically disseminate information to its
community of researchers and administrative staff regarding
national and international policies and regulations and comply with
them; and

Ensure that a system for the education and protection of human
participants is in place.
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85.

Formulate appropriate policies based on the doctrine of diligence of
a good parent (Philippine Civil Code Article 2180) to ensure the
safety of research participants and the integrity of data,
incorporating the following provisions but not limited to:

85.1. requirement of ethical review of research protocol by
a PHREB-accredited REC before its implementation;

85.2. monitoring of the ethical implementation of the
approved protocol by a PHREB-accredited REC;

85.3. provision for administrative support by the institution
for the day-to-day operations of the REC;

85.4. appropriate respective legal responsibility of the
institution, funding agency/sponsor, and faculty, staff,
students, and trainees conducting research for any
injuries that may result from the conduct of the
research, including the insurance coverage, if there is
any; and

85.5. mechanisms to ensure the integrity of the scientific
undertaking (e.g., the establishment of a Research
Integrity Office).

Roles and Responsibilities of the Investigator or Researcher

86.

87.

For this set of guidelines, the term “researcher” refers to an
individual or group of individuals who conceptualizes, initiates, and
conducts a study.

In the subset of researchers that conduct clinical trials, the
researcher is the “investigator,” which refers to an individual or
group of individuals responsible for conducting clinical trials
involving investigational new drugs or devices, usually
commissioned and sponsored by pharmaceutical companies or
manufacturers.
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87.1. The “Principal Investigator” is the lead implementer of
the clinical trial protocol. “Co-Investigators” (Co-Is)
are a subset of key personnel with special clinical trial
responsibilities.

87.2. "Sub-investigators" are study team members who
make critical clinical trial-related procedures and
decisions. Generally, they are also study Co-Is but may
also include study team members with vital and
important trial-related roles.

87.3. All investigators have the same responsibilities
pertinent to protecting human participants and
ensuring the credibility of data, but they perform their
tasks based on a clear delegation of responsibility
emanating from the principal investigator.

88. Eligibility requirements for conducting research on human
participants vary depending on the role of the researcher or
investigator. Research personnel shall be appropriately qualified by
training and experience to perform their research responsibilities.
Researchers-in-training, such as undergraduate students and
trainees, must be supervised by a senior researcher as a designated
research adviser (see section on Responsibility of the Research
Adviser)

89. Investigators or researchers shall be responsible for the protocol
and the conduct of the study. These responsibilities are
particularized as follows:

89.1. Preparing the research protocol and ensuring its
ethical acceptability by submission to the REC for
review;

89.2. Obtaining ethical approval of the protocol and
cooperating with the REC in the conduct of the clinical
trial;
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89.3. Bearing ultimate accountabilities for all activities
associated with the protocol, including compliance
with adopted international guidelines, national and
local laws, institutional policies, and ethical principles;

89.4. Consulting or collaborating with colleagues in the
scientific or academic community to which they
belong and seeking advice from authoritative bodies
possessing expertise in ethical, legal, social, and other
issues that the researcher may encounter throughout
the research process; from the crafting of the proposal
up to the disposal or archiving of data;

89.5. Performing or delegating to qualified co-investigators
or research staff all the necessary tasks to carry out
their studies, while remaining ultimately responsible
for the proper conduct of the study and fulfillment of
all associated obligations;

89.6. Providing members of the research team with
sufficient oversight, training, and information to
facilitate appropriate safety procedures and protocol
adherence;

89.7. Ensuring that adequate resources (facilities,
equipment, supplies, and personnel) exist to:

89.7.1. Conduct the research (e.g., through internal or
external funding for staff, facilities, and
equipment);

89.7.2. Protect subjects; and
89.7.3. Ensure the integrity of the research.
89.8. Evaluating the resources available at each site where
the research will be conducted in multicenter/site
studies;
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89.9.

89.10.

89.11.

89.12.

89.13.

89.14.

89.15.

Applying for ethical review and approval before the
conduct of a research/clinical trial. Thus, the
researcher shall factor in the period for ethical review
in the research timeline;

Providing evidence of Good Clinical Practice (GCP)
training for clinical trials, Good Research Practice or
Responsible Conduct of Research or equivalent, for all
other types of studies, valid for three years. Training
topics must include basic research ethics and
Philippine regulations and guidelines.

Obtaining informed consent from each prospective
research participant (or the participant's legally
authorized representative) before the participant
begins to participate in the research (including any
related eligibility testing not conducted solely for
clinical purposes) unless the appropriate REC has
approved a waiver of consent, or waiver of
documentation (See Informed Consent, page 21);

Having adequate time to enlist the necessary number
of participants for the research;

Providing a copy of the signed informed consent form
to the research participant and retaining a copy in
both the research record and regular medical record
(as applicable);

Informing the REC if a researcher or investigator can
no longer fulfill their duties for any reason including,
but not limited to, traveling for a prolonged period,;

Cooperating always with the REC in fulfilling its
responsibilities, and shall provide all information
required by the REC as part of the review process,
such as all key personnel who contribute to the
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89.16.

89.17.

89.18.

89.19.

89.20.

89.21.

scientific development or execution of a study in a
substantive, measurable way;

Bearing accountability for the content of all
submissions (e.g., initial review, continuing review,
adverse event reporting, reportable negative events
or unanticipated problems, progress reports) to the
REC and other review units and for ensuring that those
documents are submitted promptly, as required by
the REC and other review units (e.g., audit teams);

Conducting the research as specified in the REC-
approved protocol and complying with all REC
decisions pertinent to the REC-approved protocol;

Submitting to the REC an amendment application for
prospective changes in the approved protocol before
the change is implemented, unless urgently necessary
to eliminate apparent immediate hazards to subjects;

Reporting promptly to the REC any additional risks
that are identified during the research project;

Monitoring the effective period of the ethical approval
of the protocol and submitting a continuing review
application in a timely manner to the REC for renewal
of approval (NOTE: If the REC approval for a study
lapses for any reason, even if the researcher or
investigator has submitted an application for
continuing review on time and has promptly
responded to any requests for clarifications or
changes, the recruitment of participants shall stop
until the REC issues its formal approval, or determines
that it is in the best interest of individual participants
to continue participating in the research interventions
or interactions);

Reporting promptly any event of ethical significance
to the REC including, but not limited to:
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89.21.1.

89.21.2.

89.21.3.

89.22.

89.22.1.

89.22.2.

89.22.3.

89.23.

89.24.

Unanticipated problems involving risks to
participants or others, such as serious adverse
events or exposure of member(s) of the research
team to harm;

Non-compliance with applicable laws, regulations,
or REC requirements, whether by the researcher or
investigator, research staff, or others, even if the
non-compliance was unintentional or was
discovered during quality assurance or quality
improvement activities; and

Disapprovals, suspensions, or terminations of the
project by any University or non-University review
units or agencies.

Cooperating with:

Internal evaluations, inspections, and audits
performed by authorized internal oversight
authorities, including the RECs;

External reviews (e.g., by industry sponsors or
government agencies such as the FDA); and

Any external investigation, inspection, or other
external review and its outcome must be reported
to the REC responsible for the research in question.
Researchers  should consult with  their
administrators, the RECs, and as appropriate, the
legal counsel for assistance and representation.

Disclosing all financial and non-financial COI;

Complying with all applicable FDA regulations and
fulfilling all investigator responsibilities, and in some
cases, sponsor-investigator responsibilities, as
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89.25.

applicable when conducting research involving FDA-
regulated products; and

Complying with the ICH-GCP guidelines in fulfilling all
other duties in clinical trials that require FDA
regulation

Responsibilities of Foreign Researchers

90. A foreign researcher is a (1) non-Filipino doing research in the
Philippines or (2) Filipino conducting research in the Philippines on
behalf of a foreign research institution or in compliance with the
requirements of a foreign institution.

Requirements

91. Foreign researchers conducting human research in the Philippines,
including the collection and storage of information and
biospecimens, are required to:

91.1.

91.2.

91.3.

Demonstrate familiarity with the relevant provisions
of the 2022 National Ethical Guidelines and the
national governance structure for human protection
in research;

Comply with all Philippine regulations applicable to
the study, including regulatory issuances by the

PHREB; and

Obtain approval from a PHREB-accredited REC.

92. Foreign researchers shall submit required documents to the
concerned REC, which, in general, include the following:

92.1.
92.2.
92.3.
92.4.
92.5.

Letter requesting for ethics review
Accomplished application for ethical review
Latest version of the research protocol
Informed consent form

Data collection forms
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92.6. Letter of endorsement from the foreign institution
where the researcher is affiliated (if applicable)

92.7. Technical review approval

92.8. Ethical review clearance from the concerned foreign
institutional REC

92.9. Curriculum vitae of the researcher

93. Ethical approval of the protocol shall be based on:

93.1. Relevance of the study to Philippine research
priorities;

93.2. Acceptability of justification for choosing the
Philippines as a research site;

93.3. Identification of a qualified and appropriate local
researcher or adviser;

93.4. Scientific soundness;

93.5. Ethical soundness;

93.6. Familiarity of the researcher with the culture of the
community research site;

93.7. Appropriate expertise of the researcher; and

93.8. Appropriate reporting and dissemination plan.

94. Ethical clearance is usually for a period of one year, which may be
renewed if an application for continuing review is submitted before
the expiration of the earlier ethics clearance.

95. Ensuring compliance with international, foreign, and local laws and
regulations shall be the responsibility of the entire research team.
Both foreign researchers and local research collaborators shall be
accountable to local authorities in cases of violations of local laws
and regulations.

96. Transfer of biological materials overseas shall be covered by a
Material Transfer Agreement (MTA) through an institution-to-
institution arrangement and shall comply with all applicable
international, foreign, and local laws and regulations.
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97. Safeguards shall be in place to protect sensitive and personal
information that will be transmitted outside the country.

98. Compliance with local regulations shall be ensured by the foreign

researcher.

Responsibilities of the Funding Agency and Sponsor

99. A sponsor is defined as an individual, company, institution, or
organization responsible for initiating, managing, and financing a
clinical trial (ICH-GCP, 1997). This definition describes the role of the
sponsor in initiating the research, including protocol development.
This definition also differentiates the sponsor from an agency mainly
responsible for financing or funding the research. The latter is what
this guideline refers to as the “Funding Agency.”

100.

100.1.

100.2.

100.3.

100.4.

100.5.

100.6.

100.7.

101.

The funding agency shall:

Ensure competent technical and ethical review of all
research projects receiving its support;

Ensure regular and timely release of funds to support
research;

Monitor the proper implementation of the protocol;
Promote research integrity;

Provide remedial support in case of incident
problems;

Ensure satisfactory completion of the project within a
reasonable time; and

Provide opportunities for dissemination of results.

The sponsor is expected to fulfill responsibilities specifically

provided in the ICH-GCP Guidelines.
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Guidance for Research Participants

102. Research participants are the primary subjects of a study.
The research may involve recording and analyzing their personal
information, health status, reactions, feelings, attitudes,
knowledge, and opinions. The credibility of the study results is
largely dependent on the correctness of this information.

103. Participants normally understand the research objectives
and procedures through the informed consent process.

104. This section operationalizes research-related recruitment
and participation, and a Filipino translation of the section is
provided in the next section to enable wider access, especially by
research participants.

105. Research is conducted according to the Protocol document
(see definition in page 411). It is the principal reference for the
implementation of the research. The protocol defines the
information to be given to potential participants for their
consideration when they are recruited for the research.

Informed Consent

106. Every research involving humans shall have a document
intended for participants to sign as evidence of their consent to
participate in the study.

107. This document is called the Informed Consent Form.
Informed consent is a process by which a participant confirms their
willingness to participate in a study after being informed of all
aspects of the study relevant to the participant’s decision to join.
Informed consent is documented using a written, signed, and dated
informed consent form.

108. The informed consent process requires communicating
relevant information about the study to the participant before they
decide to participate.
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109. Willingness to participate is emphasized, such that joining a
particular study shall not be obligatory; hence, prospective
participants:

109.1. May consult family members or friends if they have
issues about participation;

109.2. Should not be ashamed to turn down participation;
and
109.3. May refuse to participate or withdraw from the study,

at any time, without penalty or loss of benefits to
which the subject is otherwise entitled.

110. The essential elements of the informed consent form are
regulated by several international guidelines, adapted in the 2022
NEGRIHP to incorporate Philippine regulations (see Elements of
Research Ethics), for information of researchers, research ethics
committees, funding agencies, and other stakeholders. Since this
current section is intended to assist research participants in
understanding the informed consent form, that list is streamlined
and simplified (in flexible order as needed by the study) as follows:

110.1. Who sponsors or funds the study?

110.2. Is there prior research about the subject of the study?
In which countries was the study conducted, or will be
conducted?

110.3. Who are the researchers, and what are their

responsibilities?
110.4. What are the responsibilities of the participants?
110.5. What are the rights of participants, including the right

to withdraw? (See Bill of Rights in Health Research,
Studies, and Clinical Trials, Appendix Y)
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110.6.

110.7.

110.8.

110.9.

110.10.

110.11.

110.12.

110.13.

110.14.

110.15.

110.16.

111.

What procedures will participants undertake?

Will there be a probability of random assignment of
participants into groups that will undergo different
procedures?

What are the reasonably foreseeable risks or
inconveniences to the participants?

How long will the participation take?

Are there anticipated expenses to the participant for
participating in the study?

Will there be payment or any form of compensation
to the participant for participating in the study?

Who will be accountable in case participants are
harmed?

How will the personal information of participants be
protected?

Will there be post-study benefits? For example,
treatment, membership in  support groups,
information regarding the results of the study

Will the participants’ information (or, in some cases,
bio-specimen) be used again for other research after
the current project is complete? How will the
information (or bio-specimen) be stored and re-used?

Was the study approved by a PHREB-accredited REC?

Research participants must have the capacity to understand

information regarding study participation.
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111.1. In what language was the informed consent document
written?

111.2. Can participants easily understand the information
about the study?

112. The participants themselves can give informed consent if
they are:
112.1. Of legal age (18 years or above)
112.2. Of sound mind
112.3. Capable of understanding the nature of their

participation

113. If the participant does not have the capacity to consent,
representatives of the participant can consent on the participant’s
behalf, including:

113.1. Parent (if minor)
113.2. Spouse
113.3. Legally authorized representative
114. Participants may request additional information from the

responsible parties in charge of the study if there are issues
regarding the contents of the informed consent form. Responsible
parties may be the:

114.1. Doctor (if the study is a clinical trial)

114.2. Researcher or investigator

114.3. Data Protection Officer or Compliance Officer for
Privacy

114.4. The REC who gave ethical clearance for the study (the

contact number of the REC shall be written in the
informed consent form)
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Gabay para sa mga Kalahok sa isang Pananaliksik [Filipino version of the
above section]

115. Kalahok ang tawag sa mga taong sumasali sa isang
pananaliksik kung saan sila mismo o ang kanilang personal na datos
ang pinag-aaralan. Kasama sa pananaliksik ang pagtatala at
pagsusuri ng kanilang personal na impormasyon, lagay ng
kalusugan, mga reaksyon, damdamin, pag-uugali, kaalaman, at
mga palagay. Ang kredibilidad ng mga resulta ng isang pananaliksik
ay nakasalalay sa pagiging wasto ng mga impormasyong
nabanggit.

116. Kadalasan ang mga kalahok ay nagkakaroon ng kaalaman
tungkol sa layunin at mga pamamaraang gagamitin sa pag-aaral sa
pamamagitan ng proseso ng maalam na pag sang-ayon [informed
consent].

117. Ang isang pananaliksik ay isinasagawa ayon sa isang
dokumento na ang tawag ay “Protokol”. Ang protokol ay ginagamit
na gabay ng mga mananaliksik para sa kanilang pag-aaral, na
siyang tumutukoy ng lahat ng impormasyon tungkol sa pag-aaral na
kinakailangan upang makapagpasya ang mga maaaring maging
kalahok kung sila ay sasali o hindli.

Pahintulot

118. Ang bawat pananaliksik ay dapat may dokumentong
pinapipirmahan sa mga kalahok, tanda ng kanilang pagsang-ayon
na sumali. Ang tawag sa dokumentong ito ay “Informed Consent
Form” o sa Filipino, “Maalam na Pag Sang-Ayon.” Ang “Maalam na
Pag Sang-Ayon” ay isang prosesong nagpapatunay ng boluntaryong
pagsali ng isang taong may kakayahang pumirma, matapos
maintindihan ang karampatang impormasyon ukol sa mga iba’t
ibang aspeto ng pag-aaral na makakaimpluwensya sa pagpapasya.

119. Kasama sa prosesong ito ang pagbibigay-alam sa kalahok
ng kaukulang impormasyon tungkol sa pananaliksik bago
magpasyang sumali.
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120. Ang pagsali sa isang pananaliksik ay hindi dapat sapilitan
(boluntaryong pagsali), kung kaya ang mga kalahok ay:

120.1. Maaaring kumonsulta ng ka-pamilya o kaibigan kung
may agam-agam;

120.2. Huwag mahiyang tumanggi sa mananaliksik; at

120.3. Maaaring tumiwalag anumang oras habang
isinasagawa ang pananaliksik nang  walang
mawawalang dati nang tinatanggap na pribelehiyo.

121. Ang mahahalagang bahagi ng dokumento ng pahintulot ay
nababatay sa ilang alituntuning ginagamit na ng buong mundo, na
syang inangkop naman ng National Ethical Guidelines for Research
Involving Human Participants upang isama ang mga panuntunang
ginagamit natin dito sa Pilipinas (tingnan ang Elements of Research
Ethics sa pahina 14), na binuo para sa impormasyon ng mga
mananaliksik, ethics committee, sponsor o taga-pondo, at iba pang
mga grupo. Dahil ang kasalukuyang seksyong ito ay nilayon na
tulungan ang mga kalahok sa pananaliksik para maunawaan ang
nilalaman ng dokumento ng pahintulot, ang listahang iyon ay
ginawang simple at madaling maintindihan (maaring ibahin ang
pagkakasunod-sunod) sa sumumusunod na listahan:

121.1. Sino ang nagpopondo o sponsor ng pag-aaral?

121.2. Ano na ang kaalaman o karanasan tungkol sa pinag-
aaralan? Saang mga bansa ginawa o ginagawa ang
pag-aaral na ito?

121.3. Sinu-sino ang at anu-ano ang responsibilidad ng mga
mananaliksik? Kung sakaling nagkaroon ng ‘injury’

habaang kasali sa pananaliksik, sino ang mananagot?

121.4. Anu-ano ang mga responsibilidad ng mga kalahok?

74 | NATIONAL ETHICAL GUIDELINES FOR RESEARCH INVOLVING HUMAN PARTICIPANTS



121.5.

121.6.

121.7.

121.8.

121.9.

121.10.

121.11.

121.12.

121.13.

121.14.

121.15.

Anu-ano ang mga Karapatan ng mga Kalahok, tulad
ng karapatang tumanggi? (tingnan ang Bill of Rights in
Health Research, Studies, and Clinical Trials, Appendix
Y)

Anu-ano ang mga hakbang na pagdadaanan ng mga
kalahok?

llalagay ba ang mga kalahok sa iba’t ibang grupo o
pamamaraan ng pag-aaral kung saan ang pagtatakda
ay random o ala swerte?

Ano ang mga panganib na maaring idulot ng mga
pamamaraan sa pag-aaral?

Gaano katagal ang pakikilahok?
Mayroon bang gastos ang pagsali?

Mayroon bang matatanggap na kabayaran ang mga
kalahok?

Sino ang mananagot kung sakaling ang kalahok ay
mapahamak o magkaroon ng pinsala?

Paano pangangalagaan ang mga personal na
impormasyon na makukuha sa mga kalahok?

Mayroon bang ibibigay ang mananaliksik na mga
benepisyo pagkatapos ng pag-aaral? Halimbawa ay
gamutan, pagsama sa mga support groups at
impormasyon tungkol sa resulta ng pagaaral

May plano bang gamitin muli sa ibang proyekto ang
mga impormasyon (o kaya bio-specimen) galing sa
mga  kalahok pagkatapos makumpleto ang
kasalukuyang proyekto? Paano itatabi o itatago ang
mga impormasyon? Paano ang Sistema ng pagkuha
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sa nakatagong impomasyon (o bio-specimen) upang
ito ay gamitin muli?

121.16. Ang pag-aaral ba ay aprubado ng isang research
ethics committee (REC) na awtorisado ng Philippine
Health Research Ethics Board (PHREB)?

122. Ang mga kalahok ay dapat na may kakayahang
maunawaan ang mga impormasyon tungkol sa pagsali.

122.1. Anong wika ang ginamit sa maalam na pahintulot?
122.2. Madali ba itong maunawaan ng mga kasali?
123. Maaaring magbigay ng maalam na pahintulot ang mga
sumusunod:
123.1. Ang mga kasali mismo, kung sila ay:
123.2. Nasa hustong edad na (18 pataas);
123.3. May malinaw at tamang pag-iisip;
123.4. May kakayahang intindihin ang pagsali sa pag-aaral;
at
123.5. Ang mga kinatawan ng kasali, kung walang

kakayanan ang mga kasali na magbigay ng maalam
na pahintulot, tulad ng:

123.5.1. Magulang (kung bata)
123.5.2. Asawa
123.5.3. Kinatawan ayon sa batas
124. Ang mga kasali o ang kanila kinatawan ay maaaring

humingi ng karagdagang impormasyon mula sa mga sumusunod
kung sila ay may agam-agam o katanungan ukol sa nilalaman ng
pahintulot mula sa mga namamahala ng pag-aaaral. Ang mga
namamahala ay maaaring ang:

124.1. Doktor (kung ang pananaliksik ay clinical trial)

124.2. Mananaliksik (kung hindi naman clinical trial)
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124.3. Sa REC na nag-apruba ng pag-aaral (ang numero ay
dapat nakasulat sa dokumento ng pahintulot)

Community Participation

125. Community participation is not only an ethical
consideration but also has practical value. It aims to involve the
communities themselves in the various aspects of the research and
development process. Such a participatory process with the
community is a continuum that includes community consultation in
protocol development, appropriate information disclosure,
informed consent, protection of confidentiality, right of dissent,
community involvement in the actual conduct of research, and the
sharing of benefits (Weijer & Emanuel, 2000). Community
participation provides a proactive character in the research and
establishes a symbiotic relationship in knowledge production.

126. Researchers shall consider actively engaging with
communities in decision-making about the design and conduct of
research (including the informed consent process), while being
sensitive to and respecting the communities’ cultural, traditional,
and religious practices (WHO, 2011).

127. Community consultation shall be seriously taken into
consideration when:

127.1. The study involves established community practices;

127.2. The results of the study may impact the health and
welfare of the community constituents; or

127.3. The study outcome may bring economic benefit to the
community.

128. Involvement of a community representative in the study
team may be required when:
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128.1. There is a risk that the study procedures may be
disrespectful of community traditions and practices;
or

128.2. The community itself requests representation in the
ownership and outputs of the study.

129. The REC may invite a representative from the community
during deliberations.

Guidance on Community Engagement and Gender Inclusivity in Research

Community participation in research is a broad description of all types
of activities and all forms of contributions (e.g., source of information,
collection of data, use of facilities, validation of results) of the
community. It occurs in the conduct of a study that seeks to better
understand and develop solutions to a health or social problem in the
community. Community engagement in research refers to the deeper
and meaningful involvement of community leaders and members in
identifying the problem, validation of results, formulation of solutions,
action implementation, and establishment of a monitoring system.
Community engagement in research is a process of inclusive and
equitable participation and makes special reference to gender
inclusivity as equitable participation of different gender identities in the
community.

This Guidance on Community Engagement and Gender Inclusivity is a
component of Project ID P21-003, which received financial support from
TDR, Special Programme for Research and Training in Tropical Diseases,
co-sponsored by UNICEF, UNDP, the World Bank, and WHO.

130. Trust and respect between the community and the
researcher shall be the foundation of community engagement and
participation. To show respect when engaging with communities
requires an acceptance that customs and cultures may be different
and that researchers should behave in a way that does not offend.

131. In identifying the research topic or question, the researcher
shall ensure its relevance to the well-being of the community and
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the health and social challenges of the community. The researcher’s
agenda shall not be the primary driver. The needs of the local
community shall be given priority. The health and social issues shall
be determined by consultation with knowledgeable community
members or based on public records. Equitable participation of
different gender identities in the community in these consultations
should be ensured.

132. The degree of Involvement of the community shall be
described in the research design based on the SMART research
objectives. Community preferences for engagement strategies shall
be considered before ascertaining the degree of involvement.

133. The conceptual framework, research design, criteria for
selection of participants, data collection methods, and needed
community resources (both human and physical) shall be explained,
fully reviewed, and discussed (rather than just presented) to the
community officials/elders and concerned citizens. This will
facilitate understanding and support.

134. Potential benefits and possible risks to the participants,
their families, the community, and the environment shall be clearly
and fully discussed with community representatives. These then
shall be addressed for maximization and mitigation, respectively.

135. Researchers shall pay attention to community dynamics
when seeking informed consent. Informed consent shall be
obtained from everyone, but there may be another level of consent
at the community level, which needs to be considered. For example,
some communities require the approval of elder family members or
clan heads before individual consent is given.

136. Community volunteers, if necessary, shall be identified
through a transparent and unbiased process, and such volunteers
shall be properly remunerated for services rendered. Equitable
representation of gender identities in the community shall be
observed.
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137. It is strongly recommended that a barangay
official/barangay committee representative be designated to
provide oversight for the project. Selection of the barangay official
of barangay committee representative should be made in
consultation with community elders/officials and concerned
citizens.

138. There should be communication and feedback mechanisms
to ensure openness and 2-way communication throughout the
study and beyond, including establishing a user-friendly complaints
procedure

139. All processes shall be properly documented for authenticity
and transparency.

140. The REC may invite a representative from the community
during deliberations.

141. Ownership of data shall be agreed upon, and possible co-
authorship of community members shall be discussed accordingly.

142. Research results will be validated at the end of the study
through public presentation and discussion. The presentation shall
be conducted in a language that is understandable and meaningful.
Representation of gender identities in the community shall be
observed.

143. Appropriate recommendations shall be shared with the
community for adoption by and support of concerned barangay
officials, community leaders, and constituents.
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OTHER CONSIDERATIONS

National Research Agenda

1. In general, all research shall support and contribute to the
achievement of the current Philippine Development Plan as
formulated by the National Economic Development Authority
(NEDA).

2. Research shall be aligned with the Harmonized National R&D
Agenda (HNRDA) to ensure that the results of science and
technology endeavors are geared towards and are utilized in
areas of maximum economic and social benefit for the people.

3. Health research shall adhere to the National Unified Health
Research Agenda (NUHRA), and the Regional Unified Health
Research Agenda (RUHRA) must be firmly grounded through
priority-setting.

4, Government funding agencies shall seriously consider the
proposal’s conformity with their respective research priorities.

Externally-Funded Collaborative Research

5. Sponsors and researchers involved in externally-funded
collaborative research have the ethical obligation to ensure that
the research project shall contribute effectively to capacity
building.

Protection of the Environment and Biosafety

6. The conduct of biomedical or behavioral research shall be in a
manner that minimizes potential harm to the environment.

7. Research involving biological and hazardous materials, including
those that involve genetic modification and manipulation of
microorganisms and animal and plant tissue cells, must be
reviewed and approved by a biosafety committee, the National
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Committee of Biosafety of the Philippines (NCBP), before
implementation.

Welfare of Animals

8. The use of animals for research shall comply with the Animal
Welfare Act of 1998 (RA 8485), amendments to its certain
sections (RA 10631), its Implementing Rules and Regulations
through the Department of Agriculture AO No. 40 series of 1998,
and the Code of Practice for the Care and Use of Laboratory
Animals in the Philippines, 2nd edition, 2002 developed by the
Philippine Association for Laboratory Animal Science (PALAS).
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SPECIAL
GUIDELINES
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ETHICAL GUIDELINES FOR SOCIAL RESEARCH

Social research covers a wide range of academic disciplines with a host of
interrelated and various theoretical and methodological approaches, even
within a particular field of study. The human aspect of social science
research makes it a complex endeavor and may lead to differences and
divergences in ethical considerations and requirements. It typically takes
place in the research participants’ communities, homes, and workspaces. It
involves in-person interactions that reveal internal or intimate aspects of the
person, such as attitudes and behaviors about social relationships, family
and work life, and lifestyle. Given this more immersive aspect of social
research, ethics demands that social scientists conduct their research in
ways that privilege and protect the safety and well-being of participants and
acknowledge the participants’ and their communities’ indispensable
contributions to scholarship. It is the responsibility of researchers to be
aware of the ethical issues involved in their work, anticipate possible ethical
concerns, craft protection strategies, and make the necessary referrals to
RECs, others with relevant expertise, the appropriate organizations, and
agencies if the need arises.

All social research must adhere to the General Guidelines, based on
international ethical guidelines for research. These guidelines aim to
encourage researchers to think through the ethical issues that may arise
during the entire research process. They should see how they can, in utmost
good faith, uphold the requirements of respect for persons, beneficence,
and justice given the particular theoretical and methodological
underpinnings of the research from the preparation of a research proposal
until the archiving and destruction or disposal of raw research data. To
enable researchers to reflect on the above principles further critically, the
guidelines contain references to ethics codes and legal norms relied upon as
their basis.

Some theoretical perspectives and research methods use inductive logic to
produce or develop theories and hypotheses during the fieldwork. It will not
be immediately possible for researchers using such methods to provide RECs
with specifically formulated research questions and instruments and to
identify all possible participants whom the researcher may encounter during
fieldwork. RECs shall recognize such perspectives and methods by
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formulating procedures and mechanisms that allow for flexibilities in
research design and modifications of topic focus as the research is carried
out. For instance, protocol amendments, periodic monitoring, and
continuing review are mechanisms that permit researchers and RECs to
pursue ethical standards beyond the initial approval. Researchers using said
perspectives and methods must deal with ethical issues during the
protocol’s continuing review and respond to different circumstances that
may arise during the study.

General Issues

While most ethical concerns in social research are similar in other categories
of research, there are certain unique issues given that the context of the
research and the role of the researcher are different compared to clinical or
controlled studies. Ethical issues concern the role the research plays in
addressing social inequities or power relations between the researcher and
the participants, which may impact the informed consent process.
Moreover, the nature of the risks to participants and the strategies to
mitigate them may not be as easily apparent as they go beyond physical or
health risks. Hence, it is critical that researchers seriously consider the
various life situations of participants to address their concerns and issues
adequately and more realistically.

The traditional relationship between the researchers and the people they
study may at times involve an imbalance in power in favor of the researcher.
The researcher may have greater access to resources than the people they
study, especially if the sample population is a marginalized group.
Researchers may unknowingly take advantage of this imbalance when
seeking to enter communities, households, and the personal and social lives
of participants.

Therefore, the burden is on the researcher to be reflexive in acknowledging
and correcting imbalances in relating with respondents that are biased in
favor of their objectives or that undermine the freedom and contributions
of the participants. Research participants can be viewed rather as co-
producers of knowledge, and researchers should undertake measures to
clarify and balance the roles of all stakeholders involved in the study. An
example of these measures would be to increase the level of participation
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of the communities and persons being studied in designing the study or
validating the study results. Researchers shall likewise exercise care that
their research does not exacerbate existing inequities, including gender-
based and class-based inequities, and shall ensure that no group is
inequitably burdened with risks in research.

Respect for Persons in Social Research

In a study involving human subjects, a researcher enters a relationship with
participants who are to be treated with respect, care, and empathy. This
approach is fundamental in social research and incorporates at least two
ethical convictions: first, that individuals have inviolable dignity and rights
and hence, should each be recognized and treated as unique and
autonomous, and second, that persons lacking or bereft of autonomy
deserve preference and protection. This is why in all cases and situations,
the well-being of every person takes precedence over scholarly
advancement. Nothing can justify using a person merely as an instrument to
develop, broaden, or contribute to knowledge.

As relational beings, researchers and participants live in a community, the
good of which they ought to foster and promote. Researchers are to always
relate to their research participants as kapwa-tao, a fellow human being
with whom they have a common dignity, rights, and duties and with whom
they are to practice reciprocity and solidarity with each other.

An essential way in which this respect for persons is expressed by
researchers is through the informed consent process.

Informed Consent Process

1. A prospective participant is given a voluntary choice to participate in a
study after being fully informed about its nature, purpose, procedures,
and its potential risks and benefits. In some cases, their choice is
hampered by their life situation or by other persons. For example, when
potential respondents are under the authority of other persons who
may want to provide consent on their behalf (e.g., prisons, schools,
workplaces) and where their participation is important, researchers
ought to provide measures that will empower them to be part of the
study. Researchers need to ensure that individual consent is made
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possible and that there are no negative consequences to refusing to
participate in research.

2. Theresearcher shall dialogue with potential research participants about
the research. They shall discuss all the important elements of the
protocol with them, including specific details about the research
procedures (e.g., the number of interview sessions and the length of
time involved), foreseeable risks and benefits, and how privacy will be
safeguarded. In addition, a researcher is to disclose their assumptions
about the research to the research participants to allow for informed
participation and collaboration and to address possible conflicts of
interest.

3. Researchers shall take the necessary steps to ensure that participants
truly understand their research involvement and what it demands of
them. They shall explain the research protocol to participants and, if
applicable, their community in a language and manner that enables
their exercise of autonomy. This involves delineating sufficient space
and time for the informed consent process prior to data collection and
may involve community orientations, home visits, consultations, and
the like. The researchers must spend sufficient time with their
participants and engage them in dialogue. They are to make them
understand that they will not be taken advantage of and that a healthy
researcher-participant relationship is paramount in the research
process. Openness and transparency in this regard are vital. In light of
the questions and comments of the participants in the dialogue, the
researcher may have to modify their protocol to be more responsive to
their concerns and welfare.

4. Obtaining informed consent needs to be seen as a process, not a single
event occurring at the beginning of the research. The burden is on
researchers to ensure that participants are aware that they can refuse
to participate or withdraw at any time from the research without
penalty or refuse to answer a question or questions during the research.
Researchers must be sensitive to the cues given by participants who may
not always verbalize that they wish to withdraw from the research but
who show through their actions that they are thinking twice about
participating.
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5. Where there is a psychological or social intervention that is being tested
that is yet of uncertain benefit (e.g., pilot studies), researchers shall
indicate this and its foreseeable risks and outcomes (whether positive,
negative, or no effects) in the informed consent form. This is to forestall
any unwarranted assumptions of the benefits of the social intervention,
which may induce individuals or communities to participate.

6. Informed consent must also be obtained not only regarding the
collection of personal information and research-related data but also
about the dissemination, disclosure, storage for future use, and sharing
of such information. Research participants have the right to withhold
consent concerning the dissemination or disclosure and storage for
future use of such information, including, for example, statements
made by participants, recorded interviews, photographs, and
videos. They also have the right to know to whom such information will
or may be shared. Their well-being ought to be the researcher's primary
consideration in the dissemination or sharing, storage, and processing
of research-related information. As mentioned in the general
guidelines, even when participants have granted consent for the
disclosure of their personal information, researchers must see to it that
participants will not suffer harm (e.g., legal liabilities, reputational
harms, uninsurability). Researchers may wish to refer ethical dilemmas
or legal queries to the REC or others with expertise.

7. Insituations where the participants have diminished capacity to decide
for themselves, provisions 1-6 above shall apply to the legal guardian or
legally authorized representative (see sections on Research Involving
Minors or Children and Research Involving Older Persons) who is
responsible for their best interests and welfare, without prejudice to the
individual participant’s right to provide informed consent should they
be capable of doing so.

Waiver of Informed Consent

8. The informed consent process may be waived in specific research
contexts, such as:

8.1. Archival research involving publicly available documents;
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8.2.

Research that uses the method of naturalistic observation (often
described as the “covert” method) in data collection. Naturalistic
observation does not necessitate informed consent if the activities
or behaviors observed are public so that any person can observe
them without violating principles of confidentiality or privacy. It
ought to be emphasized that the data gathered through this
method should be kept confidential, and the use of data should
maintain the anonymity of those observed.

However, if observations are recorded in such a way that the
individuals involved are identifiable, then informed consent may
be necessary depending on the nature of the study (if risks to
participants are likely). Moreover, the use of this method requires
that the researcher provide:

8.2.1. A thorough justification for its use;
8.2.2. A plan for how the data collected will be used; and
8.2.3. A mechanism to ensure confidentiality and

anonymity of observed individuals and their data.

In some naturalistic observations, disclosure about the research
data collection to the participants is done after data collection. In
that case, informed consent concerns the use of collected data.

Waiver of Signed Informed Consent

9.

Under the General Guidelines, informed consent is documented

through the signature of the participant or their legally authorized

9.1.

9.2.

representative (LAR) on the informed consent form (ICF). A documented
informed consent may be waived (with the approval of the REC) if:

The research presents no more than minimal risk and does not
involve procedures (e.g., medical interventions) for which
informed consent is normally required; or

The only record linking the participant to the research would be
the informed consent document, and the principal risk to
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participants would be the potential harm resulting from the
disclosure of the informed consent document; and

9.3. In cases where the documentation requirement is waived, the REC

may require the researcher to provide participants with a written
statement regarding the research.

10. Under certain circumstances, it is appropriate to obtain informed verbal

consent. Participants unfamiliar with research can be highly suspicious
of formal bureaucratic procedures. Requests for signatures on printed
forms can render standard procedures for obtaining written consent
problematic. However, the process must still be documented and
witnessed, such as by a representative (who is not part of the research
team) authorized by the participant or community. Alternative means
of documenting consent, such as using initials, fingerprints, or voice
recording, must be justified and approved by the REC.

Waiver of Some Elements of the Informed Consent

11. Some or all the elements in the informed consent may be waived or

altered (with the approval of the REC) if all of the following conditions
are met (see Waiver of Informed Consent, page 21):

11.1. The research presents no more than minimal risk;
11.2. Thealteration will not adversely affect the rights and welfare of the

participants;

11.3. The research cannot be practicably carried out without the waiver

or alteration; and

11.4. The participants will be provided with additional pertinent

information after their participation (whenever appropriate).

Withholding of Information

12. Withholding information in the informed consent process may be

necessary to control biased responses of participants (i.e., demand
characteristics; good subject phenomenon). This may be done if all the
following conditions are present:

12.1. It is justified by the prospective scientific, educational, or applied
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value of the study;
12.2. Theriskis minimal, and the potential harm is reversible;
12.3.  No equally effective design or method can be used; and
12.4. Debriefing is performed as soon as appropriate.

Vulnerability in Social Research

13. Social researchers must recognize the potential and actual vulnerability
of their research participants, that they care for them, and that "the
personal integrity of such individuals is respected" (Universal
Declaration on Bioethics and Human Rights, art. 8). Such vulnerability
may prevent (prospective) participants from making a decision that is
in the participants’ or their community’s best interests and provide
voluntary informed consent. Moreover, the contextual vulnerability of
participants may more easily expose them to harm, exploitation, and
manipulation. Hence, a researcher must design a protocol that shows
an awareness of and compassion for such vulnerabilities, including
measures that safeguard and prioritize the well-being and safety of
vulnerable human participants, such as indigenous peoples, minors,
differently abled persons, and women in poverty, and refraining from
unduly coercing and influencing their research participation.

14. The table below shows the various categories of the potential
vulnerability of research participants that are to be considered by
researchers in obtaining informed consent:

Table 1. Potential vulnerability: Research ethics taxonomy (adapted from Lahman,
2018)

Potential Vulnerability Researcher Question Examples
1. Cognitive Does the participant Persons with cognitive
have the capacity to impairment, minors

deliberate about and
decide whether to
participate in the study?
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2. Judicious

3. Deferential

4, Medical

5. Allocational

6. Infrastructural

Is the participant liable
to the authority of
others who may have an
independent interest in
that participation?

Is the participant given
patterns of deferential
behavior that may mask
an underlying
unwillingness to
participate?

Has the participant been
selected because they
have a serious health-
related condition for
which there are no
satisfactory remedies?

Is the participant lacking
in important social
goods that will be
provided because of
their participation?

Does the political,
organizational,
economic, and social
context of the research
setting possess the
integrity and resources
needed to manage the
study?

Students, military and
police personnel,
persons deprived of
liberty, employees

Low-in-hierarchy
workers, less
educated/literate

Patients*

Poor, homeless,
indigenous, and other
marginalized groups

Sites of disaster or
political instability,
where there is a lack of
ethics oversight from
mentors, colleagues,
REC
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7. Gender Is the potential Women in poverty;
participant in a situation  LGBTQI+
where their sex category
or their sexual identity is
a determinant of the
allocation of power,
opportunities, and
privileges that impacts
their capacity to protect
themselves from risks of
harm?

* Those who are in ICUs and are terminally ill
Research with Indigenous Peoples

15. The researcher must be aware of the special requirements and
considerations in conducting research with and obtaining free and prior
informed consent from indigenous peoples (IPs) pursuant to the
Indigenous People's Rights Act (IPRA). Best practices in research with IPs
ensure that the rights of IPs are upheld and that the research purpose,
design, and methods are culturally sensitive, empowering, and
beneficial to the IP community. (See Guidelines for Research Involving
Indigenous Peoples)

Consent of Minors

16. In the case of research participants who are minors, the consent of the
parent or guardian must be obtained as well as the assent of the minor.
Such assent must be properly documented and witnessed by a third
party who has no unresolved conflict of interest. (See Guidelines for
Research Involving Minors or Children)

Other Groups Potentially Vulnerable to Undue Coercion and Influence (see
Table 1)

17. The researcher must be mindful of implicit undue coercion to
participate in studies, and address this in the informed consent process,
such as in the following situations:
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17.1. When students are “required” to participate in faculty research, be
part of the subject pool, and in other contexts wherein participation
in studies is graded. In such cases, students shall be presented with
alternative requirements or projects that are equivalent in effort
and merit to participate in studies. The benefit of research
participation shall not be so large as to remove students’ freedom
to voluntarily decide to participate. Their participation should only
be allowed if it serves the purpose of achieving specific course
objectives.

17.2. When students are enjoined or required to collect data for faculty
or a class or to recruit a certain number of participants for a grade.
In such cases, students may be pressured to circumvent the
informed consent process to obtain a grade or benefit in their
classes. Students shall be trained and supervised by faculty or
senior researchers in the necessity of the informed consent
process, and the number of participants recruited must not be the
basis of a grade or class benefit.

17.3. Soliciting the participation of prisoners and other institutionalized
persons or indigent groups. The marginalized status of these
samples, and their restricted autonomy, make them vulnerable to
coercion. Researchers shall take more care to uphold their
autonomous right to decide to participate in a study, to have their
well-being prioritized, and to be treated fairly in it.

17.4. When consent or permission is initially sought from individual
gatekeepers, such as community leaders and officials or collective
decision-making bodies. In addition to negotiating access to the
field through such “gatekeepers,” the researcher shall supplement
the permission of collective bodies with that of individuals,
particularly where substantial sectors of the local society are
excluded from collective decision-making but are also research
participants (Association of Social Anthropologists, 2011).

Community Research

18. In community-based research (e.g., studies involving social action or
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participatory action research [PAR], community or multi-component
interventions), community consent or permission shall be sought
alongside individual consent.

19. The researcher shall conduct proper consultation with community
leaders and stakeholders before initiating the research. If relevant, it
must be closed to the community during consultations before data
collection that observations will be done of particular public scenes
during the research. If the research design requires that the scenes and
time of observation shall not be divulged, the researcher shall explain to
the community why such prior disclosure could not be done.

20. In no case shall the researcher collect data through naturalistic
observation if the community forbids it. There are communities (e.g.,
indigenous communities) that consider certain public activities (as
defined above) to be sacred and certain behaviors of outsiders taboo.

21. The researcher shall recognize and respect the customary or culturally
valued practice of decision-making in the community while noting
permissible waivers or modifications of the informed consent process.
Ideally, the giving of waivers and allowing modifications are to be done
in dialogue with the community and their consent.

Beneficence and Non-Maleficence in Social Research

In addition to respect for persons, beneficence and non-maleficence are
integral ethical principles in social research that involves human
participants. Researchers are the ones who need and are indebted to them
and not the other way around. Hence, research with human participants
should be beneficial to them and their community. It must have a positive
risk-ratio analysis. Adequate and necessary research-related care is to be
provided to participants during and, if necessary, after the study to
safeguard their welfare.

Management of Risks and Harms

22. Consent to participate in a study does not absolve researchers from
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23.

24.

25.

26.

their obligation to protect their participants; rather, they sh