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PHREB Resolution No. 001
Series of 2018

RESOLUTION
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WHEREAS:ertain provisions in the first printing of the NEGHHR 2017 were identified as
requiring clarifications, viz:

1 Clinical Research: Guideline 24
1 Research using Online and Digital Tools: Guideline 4
1 Glossary: definitions of Deception, Vulnerability, and Watlding of Information

WHEREAShere are typographical and clerical errors in the first printing that require
correction.

The Ad Hoc Committee has revised pertinent provisions as follows:

SECTION FROM TO
GUIDELINES | 24.Trials of critical medical 24. Trials of critical medical
FOR CLINICAL| devices, such as implants which devices, such as implants which
RESEARCH may present a potential serious| may present a potential serious
risk to health, safety or welfare | risk to health, safety or welfare
of the participant, shall not be | of the participant, shall not be
conducted on healthy conducted on healthy
volunteers. The current safety | volunteers.
data on the medical devices shg
be gathered and the risks posed 25. The current safety data on
by the device shall be considerg the medical devices shall be
and evaluated. gathered and objectively
presented by the sponsor or
researcher, and the risks posed
by the device shall be considere
and evaluated by both the REC
and regulatory authority. In
order to facilitate the process,
the REC may initiate its review
prior to the issuance of approval
by the regulatory authority.
GUIDELINES | 4. Research in the Internet shalll 4. Researchers and RECs shall
FORRESEARC| be limited to those that entail ensure that research in the

USING ONLINE minimal risk. Moreover, data Internet only involves minimal
AND DIGITAL | collection via the Internet shall | risk or includes mechanisms thal
TOOLS address more than minimal risk.
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be justified (versus other
means).

Moreover, data collection via the
Internet shall be justified (versug
other means).

GLOSSARY Deceptiong act characterized by Deceptiong act characterized by
dishonesty, fraud, trickery, or dishonesty, fraud, trickery, or
sham for the purpose of sham for the purpose of
manipulatirg another person manipulating another person
into making a decision that he o| into making a decision that he o
she would not have made she would not havenade
otherwise. otherwise.See also Withholding

of Information

GLOSSARY Vulnerability ¢ the state of being| Vulnerability ¢ the state of being
relatively or absolutely incapabl¢ relatively or absolutely incapablg
of deciding for oneself whether | of deciding for oneself whether
or not to participate in a study, | or not to participate in a study,
for reasons such as physical an( for reasons such as physical an
mental disabilities, powgy, mental disabilitiespoverty,
asymmetric power relations, anq asymmetric power relations, ang
marginalization, among others. | marginalization, among others.

also refers to the increased
likelihood of being wronged or o
incurring additional harm.

GLOSSARY None Withholding of Informationg

the deliberate omission of
information to ensire reliability
of data that otherwise would be
biased due to alteration of
response by the research
participants owing to full
awareness of the objectives ang
methodology of the study.

The Philippine Health Research Ethics Board hereby:

APPROVESe aforementioned revisions, and

DIRECT®e PHREB Secretariat to cause the publication of these revisions in the Official
Gazette of the Republic of the Philippines, and its registration in the Office of the National

Administrative Register, UP Law Center.

ADOPTEM@uring the 48 PHREB Meeting on 29 January 2018.

e

PR,O'I/:. LEONARDO D. DE CASTRO, P

Chair
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PHREB Resolution No. 001

Series of 2017

RESOLUTION
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WHEREAShe Ad Hoc Committee for the Updating of the National Ethical Guidelines was
created to update the existing ethical guidelines to ensure adherence to local, national, and
international pinciples and values and respect for Filipino morals and culture;

WHEREAShe Ad Hoc Committee for the Updating of the National Ethical Guidelines was
created on 13 January 2015, with Dr. Marita V.T. Reyes as Chair and the following as
members: Dr. Rosar Angeles T. Alora, Dr. Leonardo D. de Castro, Prof. Edlyn B. Jimenez, Dr.
Ricardo M. Manalastas, Jr., Dr. Evangeline O. Santos, and Dr. Cecilia V. Tomas;

WHEREA®e Ad Hoc Committee has completed its draft and the Philippine Health Research
Ethics Board (PHREB) has approved the National Ethical Guidelines for Health and Health
Related Research 20{NEGHHR 201,7)

WHEREAShe PHREB recognizes the dedicationrtlughness, and perseverance of the Ad
Hoc Committee in putting thelEGHHR 201tégether, engaging in extensive consultations,
and finalizing the document for final approval;

The Philippine Health Research Ethics Board hereby:

CONVEY#s sincere gratitde and appreciation to the Ad Hoc Committee for Updating the
National Ethical Guidelines for successfully completing its tasks.

APPROVEIRd referendum on 29 July 2017.

PBQF. LEONARDO D. DE CASTHRO, P
Chair
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PHREB Resolution No. 002
Series of 2017

RESOLUTION
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In accordance with its mandate under Republic Act No. 10532, otherwise known as the
Philippine Natioal Health Research System Act of 2Qdf3vhich Section 12 states that the
Philippine Health Research Ethics Board (PHRER}ed under DOST Special Order No. 091
s. 2006 shall ensure adherence to the universal principles for the protection of human
participants in research.

AWAREhat the National Ethical Guidelines for Health and He&#tated Research needs
to be updated every five years due to scientific, technological, and social advancements and
changes in the national and international guidebn

MINDFULof the need to provide more specific guidance for research in the areas of
cosmetics, environmental health, online and digital tools, mental health, military, people with
disabilities, genetic and genome, biobanks, registries, and databases;

TAKINGnNto account the continuing rapid developments in health and heediated science
and technology;

AND ENSURING RESPEECThe rights and welfare of all individuals and communities
involved as participants in health and heattlated research;

The Philippine Health Research Ethics Board hereby

APPROVES&nd promulgates these guidelines, which shall be known asNA&IONAL
ETHICAL GUIDELINES FOR HEALTH AND REAKTHEED RESEARCH 2017HNE@017)

DIRECT®e PHREB Secretariat to cause thblgation of the NEGHR 2017 in the Official
Gazette of the Republic of the Philippinesid its registration in the Office of the National
Administrative Register, UP Law Center.

These revised Guidelines shall take effect fifteen (15) days aftgnthkcation in the Official
Gazette;

ADOPTEDad referendum on 29 July 2017.

PRQF. LEONARDO D. DE CASTRO, Ph
Chair
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FOREWORD

The preparation for the 2017 edition of the National Ethical Guidelines has
been inspired by two major developments: theastment of the Philippine
National Health Research System (PNHEBR®)of 2013that provided a legal
framework for the institutionalization of the Philippine Health Research
Ethics BoardPHREB)s the national policynaking body for health research

and the palpable groundswell of public support for ethical health research
in the country. The latter became evident through the recbreéaking
massive participation of various stakeholders in local and international
events: The First PHREB National Cergnce (also known as the 14th
International Conference of the Forum for Ethics Review Committees in Asia
and the Western Pacific) that was held in Tagaytay City in November 2014
and the Global Forum on Research and Innovation for Heath that was held
in Manila in August 2015. The revision of the National Ethical Guidelines
gained urgency after the release of the 2013 Declaration of Helsinki and the
Council for International Organizations of Medical Scienc8kONM$
initiative leading up to revision of thelOMSnternational Ethical Guidelines

for Biomedical Research Involving Human Subjects in 2016.

The work of the Drafting Committeehaired by Dr. Marita V. T. Reybas
0SSy NBYRSNBR Y2NB YSIyAy3aFdzZ o8& t
accreditationof Research Ethics Committe@RECsalongside its training
programs for health researchers as well as membe®RBESA number of
accredited REG have organized themselves into the Philippine Health
Research Ethics Network (PHREN) that now servesasira for sharing
experiences and gathering consensus regarding issues and challenges
encountered in ethics review. The accredited committees have provided
experiencebased feedbackenhancing the form and content of these
guidelines.

This edition of theNational Ethical Guidelineseeks to address the question

as to what constitutes health research while plugging gaps in areas not
sufficiently covered in previous editions. The current version also gives due
course to the nuances in principles and regulasias they apply to different
fields, typesand methodologies of research. This is partly the reason why
there is some measure of duplication that may be seen as one moves from

NATIONAL ETHICAL GUIDELINES FOR HEALTH ANBEHRAIHIHRESEARCH PQZ_H



one section to another. It is hoped that the duplication serves the purpose
of elaborating, rather than merely repeating.

The 2017National Ethical Guidelinemm to balance the need to protect
human participants from harm with the imperative to facilitate the conduct

of beneficial health research. This aim is served partly by enaRE©Qso
determine which specific research proposals can be considered exampt
the basis of the general criteria provided. The 204&tional Ethical
Guidelinesalso hae a detailed section on heakielated social science
research, thus recognizing the broad understanding of health and of the
dimensions of disease and illnesstHis connection, the Ad Hoc Committee
listened to expert representatives of different health and heaktated
disciplines. The contributions of all the experts consulted cannot be
underestimated. The PHREB is fully cognizant of the help extended by all
who sent in their comments and suggestions as it extersigratitude to

the Chair and Members of the Ad Hoc Committee for doing all the
groundwork and eventually consolidating all the various sections that make
up this document that should be expectedtramly to provide guidangdut

also to serve as a handbook for everyone who has a stake in the conduct of
ethical health research in the country.

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

Since the establishment of the Philippine Health Research Ethics Board (PHREB;
by virtue of the Philippine National Health Research System (PNHRS) Act of
HAMOZX tlw9. KFa 0SSy (NMzS G2 Ada YLy
principles for the pra SOG A2y 2F KdzYly LI NIiAOA LI
fundamental roles of PHREB is to formulate and update guidelines for the
ethical conduct of human health research as a response in the growing and
evolving complexity of the health research environménthe country. These
guidelines have come to be known collectively as the National Ethical Guidelines
for Health andHealth-Related Research.

Nowin its 2017 version, the guidelines cater to the nevdgntified specialized
areas of healtkrelated reseechincludingresearchinvolving military personnel,
mental health, environmental health, cosmetics, and biobankimpng others

This version also updated theirrent guidelines on researdhvolving herbal
medicine, alternative medicine, assisted repratian, emerging technologies,
genetics, sterrcell, epidemiology, social science, specific population ,(e.g.
Indigenous People, Elderly, etc.) studies, HIV/AIDS, and clinical trials. This is
RSTAYyAGSEE Fy FFFANNVIGAZ2Y 2fhicatidssue®d . Q.
in the conduct of health research.

PHREB anticipates that the landscape of themhd healthrelated researclwill
continually change as newfound knowledge and impacts of modernized society
become more relevant than before. With these chasngeHREB assures that it
will be relentless in promoting the principles of health research ethics in
protecting the welfare of human participants above all.

The Department of Science and Technoledgyhilippine Council for Health
Research an®evelopment(DOSIPCHRD3ommend the dedicated efforts of

the PHREB and its Ad Hoc Committee members in steering the revision of the
guidelines.

Mabuhay!

a P
IME C. MONTOYA, MD, 848hD, CESO Il
Executive Director, DOSICHRD

NATIONAL ETHICAL GUIDELINES FOR HEALTH ANBHEAIEHRESEARCH |20)_(7



MESSAGE

Our battle ONE a! £ £  F2 NHealth fof ALK drn2 S NERG 2 N.
partnerships needed to achieve universal health coverage (Ubl€xeaseless
commitment to the Filipino people. To deliver health outcomes, ensure financial
risk protection, and adequately respd to the legitimate expectations of our
people, we need frontline health workers to deliver services, health managers
and policymakers to design an enabling system, and civil society organizations
to actively promote the interests of the people.

But whatneeds to be emphasized in this relentless pursuit towards UHC is the
importance of health research. Evidences supported by -#dedigned and
conducted research are vital for health workers, managers, and policymakers to
make better and informed decisiomsd ultimately advance clinical care, health
polices, and programs in the country. However, evidence generation in
medicine inevitably involves human participation which entails possible health
risk. Oftentimes, the poor and the sick are the ones subjettethese tests,
experimental procedured Y R RNBzZa® LG Aa (Kdza Ay
(DOH) interest - as the steward of health to ensure that people are
safeguarded from potential and unintended harm.

Therefore, allow me to extend our deepesatitude and congratulations to the
Philippine Health Research Ethics Board (PHREB) for its tireless commitment to
update the National Ethical Guidelines féealth andHealth-Related Research.

This new publication shall foster rigorous but judicious ddierexploration in

the field of medicine, upholding the rights and best interest of the Filipinos.

This certainly allows us to benchmark ourselves to the rest of the world and
brings us a step closer to universal health coverage. But as a champiadoliof pu
health, allow me to challenge the PHREB community further to strengthen
guidelines for health policy and system research.

Again, my sincerest congratulation to the member of the Ad Hoc Committee for
their trailblazing work! Let us continue to workgether for our shared vision of
OAll for Health towards Health fohlld £

Mabuhay!

W‘ %Qj

PAULYN JEAN B. ROSBRBIAL, MD, MPH, CESO Il
SecretaryDOH
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MESSAGE

Greetings to the Philippine Health Research Ethics Board (PHREB) as i
publishes its recent revision tiie National Ethical Guidelines.

¢CAGE SR abl (A 2yl tHedthiaKd\HodItHRelaledReBeSréhX v S
this publication responds to changes hrethealth research landscape since
the last revision of the Guidelines in 2011. It also ensures adherence to
universal ethical principles in all phases of health researahportant
undertaking that promotes and protects the dignity of health research
participants.

As the fields of science and technology continue to evolve globally, the role
of the research in processing, recording, and producing new information
becomes more significant. Groundreaking innovations in healthcare
technologyc robotic surgry, mitochondrial DNAMtDNA) transfer, micre
sampling of blood, among others no doubt provide for stimulating
contemporary health research environment. The principles provided by
these Guidelines ensure better protection of the rights and dignity ef th
human participants involved in research. With the guidance it provides,
ethical considerations in research are addressed acountability in
research conduds ensured.

The Commissioan Higher Education (CHEi®Mmends the PHREB for this
LISNA2RAO dzy RSNIilI {1Ay3 2F dzZLJRIFGAYy 3 G
efforts to aid researchers in the pursuit of relevant health findings that
addressthe/ I GA 2y Q& KSI f idKs rddeibéirig Sn¥ndportat (i (i S
ally in national development.

Mabuhay!

%74 L~
ATRICIA B. LICUANAKDP

ChairpersonCHED
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MESSAGE

The University of the Philippines Manila (UP Manila), being a cradle of ideas,
knowledge, and innovations in health research and a hub for health policy,
advocates for an enabling and conducive environment for research. The integral
part of such an envirament is the protection of the rights, safety, and well
being of human participants in research.

As one of the implementing institutions of the Philippine National Health
Research System (PNHRS), UP Manila supports national initiatives and program:
in research ethics review of the Philippine Health Research Ethics Board
(PHREB). We commend the PHREB for its continuing efforts to come up with
clear, relevant, and harmonized guidelines for the conduct of healdted
research in the country. The universdgmmits to sustaining partnership with
stakeholders towards strengthening research ethics policies nationwide; and
contributes much needed resources, especially systems and scientific expertise,
towards this end.

UP Manila has embedded a framework fdhieal research in the university
through the University of the Philippines Manila Research Ethics Board
(UPMREB) and the restructured Research Grants and Administration Office
(RGAO), which created a cohesive research management system that mandates
and facilitates applicable ethics approval for all health research conducted by
UP Manila personnel. In the last three years alone, through UPMREB and RGAO
the university is able to benchmark compliance with local and international
regulatory and quality staratds in human research oversight.

On behalf of UP Manila researchers and support staff, | thank the PHREB for
leading the revision and publication of the National Ethical Guidelines for Health

and Healthrelated Research 2017. Your hard work supports URWA £ | Q& S
G2 02y RdzO0 NBf SOOIyl KSItGK NBaASF NOK:

¢KS HnAnmMT DdAdzZARSfAYySa gAatf FLOAECAGEGS
as a health research university towards its broader mission of improving the
heath of Filipinos.

By et (. 11,
CARMENCITA D. PADILLA, MD, MAHPS
ChancellorlJPManila
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HOW TO USNEGHHR 2017

The National Ethical Guidelines for Health and HeBiated Research
2017 (NEGHHR 20173 divided into two major topics: 1) th&eneral
Guidelines on ethical review of health research, and 2) tiSpecial
Guidelineson specific research areas, methodology, and populations.

Nineteenappendices (A t&® are provided in these Guidelines. Appendices

A and B are=xcerptsfrom the PNHRSAct of 2013 RA10532), and its
implementing rules and regulations (IRR) that are pertinent to the creation
of PHREB. Appendices C and D are memorandums related to ethics review
of research involving human participants. Appendices E, F, and G provide
the guidelines and pdaties for accreditation ofRECsas well as the
recommendedcontent and format of theilSOPsAppendices H and | are
sample templates for applicatioof ethics review and writing of research
proposals respdively. Appendices J, K,M, and Nare sample temlates

of documents relevant to the review of research (i.e., Worksheet for
Protocol Assessment and ICF Checklist Assessment), and informed consent
and asent forms. Lastly, Appendices ) andQ show the composition of

the NECPHREPRand the Ad Hoc Conittee for Updatingthe NEG

It is important for the readers to familiarize themselves with the General
Guidelines (pagel0to 68), 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 egpin
specific types of research (e.g., genetic studies), are fully described in the
Special Guidelines respectively. The Special Guidelines complement those
in the General Guidelines, and should not be considered as separate from
it.

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

f The provisiong ¢ KS ai{idzRé RS&aA3IYyI YSIiK2R?2
overall, should be able to generate infwation supportive of the
objectives of the study. Social value can only be realized if the study is
a0A Sy (A Tih e Eldnénts @flReskdrch Ethics can be cited as
(NEGHHRO017, Elements of Research Ethics, Guideline 3)
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f The provision,a ! f f al €uddies/mhudt be adequately justified by
NBEFSNBYOS (2 LINA 2 NR { anthé Suidelings fory S S |
Clinical Research can be cited &EGHHR 201 7TClinical Research,
Guideline 1).

The technical terms defined in the Glossary (=846 to 262 must be
understood and used in the context of the specific provisions in the
NEGHHR 2017The entries in the Glossary may not be used outside of the
sdd 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:
ThePHREBecretariat
c/o DOSTPCHRD
General Santos Avenue, Bicutan, Taguig City
Telephone Number(s): +63 2 83834 to 37(loc. 403
Fax Number: +63 2 82024
Email address: ethics.secretariat@pchrd.dost.gov.ph
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INTRODUCTION

Background

The National Ethical Guidelinesa distinct manifestation of the country's
commitment to the protection of the rights, welfare, and wbking of
human participants in research, andresearch integrity.

Usually, time I(ke five years after the last revisioghould be enough
justification for an update. However, in the present endeavor, more than
the time element, the international and local developments in research
SGKAO& LlzaKSR (KS Gdzadzl f adzalJSOGace
on the edition that should follow the 2011 Natial Ethical Guidelines for
Health ResearctNEGHR 2011)

The key international developments included the following: the release of
new version of the Declaration of Helsinki last October 2013, the article on
GwSTF2NXYa 27F /[t AyAOlyEJwBeasikl Mate NewS 3
England Journal of Medicine published on 4 November 20E5approval

of the text of CIOMSInternational Ethical Guidelines for Healtelated
Research Involving Humans by the CIOMS Executive Committee during the
CIOMS XXII Gerad Assembly on 29 November 2016, and formally released
on 6 December 2016.

At home, ThePNHRR\ct of 2013 (RA0532) became effective on 1 June
2013. This institutionalized thtHRERSs the national policynaking body in
research ethics. Thence, in acdance with its mandate, PHREB issued its
new set of Requirements for Registration and AccreditatioRBC®n 2
February 2014 and updated it on 7 September 2Q1Burther, PHREB
developed a Workbook on Writing SOPs in 2015.

The passage of éhDataPrivacy Act of 2012 (RIA173) went unnoticed until

the promulgation of itdRRon 24 August 2016. The provisions of this law
have clear implications on how human research data are collected, stored,
accessed, and used.

The release of the National Comni@s on Indigenous Peome(NCIP)
' RYAYAAUGNI GAGS hNRSN) b2d m {SNASa
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Systems and Practices (IKSPs) and Customary Laws (CLs) Research a
52 0dzy Sy i (A 2 ahd NGIRAAGrBiriisirafivé &rtler No. 3 Series of
HAMH G tsédSGuidelhésion Free and Prior Informed Consent and
wSfIFGSR tNRrOSaasSa 2F wnmué STFFSOG
followed in doing research among indigenous people and in their
communities.

The natural disasters experienced by Filipinos i past few yeargi.e.,
floods, typhoons, and an earthquakeot only called attention to the need

for disaster preparedness, but also for guidelines in social and public health
research conducted in the affected areas. Questions on whether the present
guidelines are clear about the responsibilities of these researchers and
whether the affected communities are adequately informed about their
participation have been raised.

Further, professional groups have raised concerns regarding a perceived
absence ofa regulatory framework on innovative stem cell therapy. There
was worry over the vulnerability of potential clients especially because of
the exorbitant fees that patients had to pay. The health sector needed to be
guided on whether innovative stem celldtapy should be considered a
research activity and therefore fall within the purview of the PHREB research
ethics review system.

There were clear gaps identified in the guidance for several types of research
in various domains. These include mental heaksearch, environmental
health research, emergency medicine research, research among military
personnel, research among older persons, exterpslgnsored
collaborative research, biobanking, clinical registries, and online research.

One often repeatedssue is the timeliness and efficiency of ethics review.

The Ad Hoc Committee for Updating the National Ethical Guidelines for
Health Research, was reconvened to consider all the above developments
and issues in the determination of relevant materialie revision of the
research ethics guidelines. The core members of this committee are Dr.
Rosario Angeles T. Alora, Dr. Leonardo D. de Castro, Prof. Edlyn Jimenez, D
Ricardo M. Manalastas, Jr., Dr. Marita V. T. Reyes, Dr. Evangeline O. Santo:
and DrCecilia V. Tomas. Topic experts (see List of Contributors) were invited
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to prepare working papers, and/or to review old versioBpecial mention
must be given to the tedious and exacting work of Prof. Edlyn Jimenez as
language editor, and to the unreleng efforts of Atty. Marcia Ruth Gabriela
Fernandez to ensure consistency of the guidelines with existing laws and
practices in the conduct of research involving indigenous peoples, and the
acceptability and clarity of the guidelines when applied to soeiénce
research. It mustalso be said that work on the revision of the National
Ethical Guidelines was made possible and feasible by the dedication and
commitment of Mr. Andronico Lear B. de Guzman whose technical
assistance was truly invaluable!

Before the revision was finalized, the 2017 National Guidelines for Health
and HealthRelated Research underwent several reviews by stakeholders
that included a general consultation during a special session of the
Philippine Health Research Ethics NetW@KREN) Scientific Conference on
24 October 2016. Comments and suggestions from the public were also
gathered through the PHREB websiténttp://ethics.healthresearch.phAll
comments were documented, discussed, evaluated, and finally adopted
when deemedsuitable. The public consultation generated a host of
suggestions and recommendations that resulted into the present much
improved guidelines. Those who participated in the public consultation are
listed inAppendix S (pag245).

Scope

The National Guidelines 2017 defigesearcls as an activity that aims to
develop or contribute to knowledge that can be generalized (including
theories, principles, relationshipg)r any accumulation of information using
scientific methods, observation, inference, and analysis.

GwSaSINOK Ay@2ft @Aay3a KdzYlky LI NI AOA
biomedical, behavioral, or epidemiological activity that entails systematic
collection or analysis of data with the intent to generate new knowledge in
which human beings: (1) are exposed to manipulation, intervention,
observation or other interaction with investigators, either directly or
through alteration of their environment; or (2)esome individually
ARSYUGAFAIOES GKNRdAzZAK Ay @S dridsd lofii 2 N.
biological material or medical or other records. This means ¢hat’s a4 S I N2
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researcher with an individual or groups of individuals, but also includes

research using identifiable human material and data (adapted from

Preamble 1, Declaration of Helsinki 2013)

Health research encompasses all research that seeks to understand the
impact of processes, policies, actions, or events originating in any sector on
the wellbeing of individuals and communities; and to assist in developing
interventions that will helgprevent or mitigate their negative impact, and in

so doing, contribute to the achievement of health equity and better Healt
for all (adapted from the RA0532 Joint IRR). It implies that improving
health outcomes requires the involvement of many sectamd disciplines.

hy G(GKS 206KSNJ KFEyRX | MNSXSHNRE MEHF O
of the aforementioned description for health researchut where the
research procedures and outcomes can affect the Avelhg of the
participants and the commuty.

Notwithstanding the very broad definition above, some sectors may
guestion whether these guidelines, which are intended for health and
health-related research, would apply to research that are clearly neither
about health nor are healthelated. Sice, research ethics principles are
now adopted by almost all disciplines (biomedical, natural, social,
behavioral, business and management sciences) whose members conduct
research involving human beings, it must be surmised that it is the
requirement forethics review that is the main issue. This is an institutional
responsibility and decision. There are institutions who see the value of
ethical review, and would opt to establish the oversight system, even for
research that many would not see as healthhmalth-related research.
PHREB welcomes these institutions, and extends its hand for assistance.
Indeed, PHREB looks forward to the day when researchers and institutions
would regard ethical review as a process they want because it is needed to
render quaity assurance in their research work and programs.

MARITA V. T. REY,
Chair
Ad Hoc Committeéor Updatingthe National Ethical Guidelines
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LIST OF ACRONYMS

ADAP lf T KSAYSNRa 5AaSlrasS !aaz2o0ax
AIDS acquired immunedeficiency syndrome
AFP Armed Forces of the Philippines
AO Administrative Order
ART assisted reproductive technology
Association of Social Anthropologists of the UK and the
ASA
Commonwealth
CAM complementary and alternative medicine
CHED Commission on Higher Education
CIOMS | Counciffor International Organizations of Medical Sciences
CBD Convention on Biological Diversity
COPE Committee on Publication Ethics
COl conflict of interest
CRO Clinical Research Organizati.on '
or Contract Research Organization
CVv curriculum vitae
DA Department of Agriculture
DNA deoxyribonucleic acid
DOH Department of Health
DOST Department of Science and Technology
DSWD Department of Social Welfare and Development
DSMB Data and Safetionitoring Board
EO Executive Order
FDA Food and Drugs Administration
FERCAP Forqm for Ethical Review Committees in Asia and the Pac]
Region
FGD focus group discussion
GCP Good Clinical Practice
GMP Good Manufacturing Practice
HBRD humanbiobanks, registries, and databases
HIV human immunodeficiency virus
ICC indigenous cultural communities
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ICD informed consent document
ICF informed consent form
ICH Intern.ational Council for Harmpnisaticm Technical
Requirements for Pharmaceuticals for Human Use
ICHGCP| International Council on Harmonisatigdood Clinical Practic
ICMJE International Committee of Medical Journal Editors
ICU intensive care unit
IDE investigational device exemption
IP indigenous peoples
IPOPHL | Intellectual Property Office of the Philippines
IPRA LYRAISy2dza t S2L) SaQ wAiaKia
IRR implementing rules and regulations
UI intra uterine insemination
Commission for Research Partnerships with Developing
KFPE .
Countries
LAR legally authorized representative
LUA limited use agreement
MARP most-at-risk-population
MMSE mini-mental state examination
MOA memorandum of agreement
MOU memorandum of understanding
MTA materialtransfer agreement
mtDNA | mitochondrialdeoxyribonucleic acid
NAST National Academy of Science and Technology
NCBP National Committee on Biosafety of the Philippines
NCCAM | National Center for Complementary and Alternative Medici
NCIP National Commission on Indigenous Peoples
NEC NationalEthics Committee
NEDA National Economic Development Authority
NEG National Ethical Guidelines
NEGHHE National Ethical Guidelines for Health and He&#lated
Research
NIH National Institutes of Health
NUHRA | National Unified Health Research Agenda
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PALAS | Philippine Association for Laboratory Animal Science
PCHRD | Philippine Council for Health Research and Development
PHREB | Philippine Health Research Ethics Board
PLHIV persons livingvith HIV
PNHRS | Philippine National Health Research System
PNRI Philippine Nuclear Research Institute
POGS Philippine Obstetrical and Gynecological Society
PSREI Philippine Society of Reproductive Endocrinology and Infe|
RA Republic Act
REC research ethics committee
REMB Regional Ethics Monitoring Board
RNA ribonucleic acid
RNE reportable negativeevent
RUHRA | Regional Unified Health Research Agenda
SAE serious adverse event
SOP standard operating procedure
SUSAR | suspected unexpected serious adverse reactions
TAMA Traditional and Alternative Medicingct
™ traditional medicine
TWG technical working group
UHC universal health coverage
United Nations Declaration on the Rights of Indigenous
UNDRIP| 500l 9 g
UPM University of the Philippines Manila
UPM REI University of the Philippines Manila Reseakthics Board
WHO World Health Organization
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ELEMENTS OF RESEARCH ETHICS

Ethical assessment of health and heal#hated research requires a
framework that may consist of principles, values, and key procedures. The
following elements that constitute such a framework are based on
Philippine experience in the conduct of research ethics review.

Social Value

The participation of human beings in research can only be justified if the
study has social value. Social vataters to the relevance 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 welbeing of individuals, their families, and
commurities.

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.

The study desgjn, methodology, and data collection, overall, should be
able to generate information supportive of the objectives of the study.
Social value can only be realized if the study is scientifically valid.

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

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.

Informed consent is a decision of a competent potential participant to
be involved in research after receiving and understanding relevant
information, without having been subjected to coercion, undue

influence, or inducement.
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7. Obtaining informed ensent is a process that is begun when initial
contact is made with a potential participant and continues throughout
the course of the study. By informing the potential participants, by
repetition and explanation, by answering their questions as they arise
by ensuring that they understand each procedure, and by obtaining
agreement from them, researchers elicit their informed consent, and in
so doing manifest respect for their dignity and autonomy.

8. For all research involving humans, the researcher sbiatain 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 consgihe researcher must
exert effort to obtain his or her assent arttle consentof a legally
authorized representativ@LAR)in accorénce with applicable laws

9. In obtaining informed consent, sponsors and researchers shall have the
duty to avoid deception, undue influence, or intimidation.

10. Informing the potential paitipant shall not be simply a ritual recitation
of the contents of a written document. Rather, the researcher shall
convey the information, whether orally, in writing, or other modes of
O2YYdzyAOFGA2Y S AYy | fly3dza IS | YR
capacity and level of understanding.

11. The researcher shall ensure that the prospective participant has
adequately understood the information. The researcher shall give each
one the full opportunity to ask questions, and should answer them
honestly, promptlyand completely.

Essentiainformationfor participants
12. The researcher shall provide the following information to the potential
research participant, whether orally or in writing, in a language that suits

GKS LI NGAOALNI yiQa tS@St 27F dzy RSNE

12.1. That the individual is invited to participate in the research
which is being unertaken by the researcher (name of
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12.2.

12.3.

12.4.

12.5.

12.6.

12.7.

12.8.

12.9.

12.10.

researcher) from the institution (name of institutigin

The reasons for considering the individual suitable for the
study, and that participatio is voluntary;

That the individual is free to refuse to participate in the
research without penaltpr loss of benefits to which he ghe
is entitled;

The purpose of the research, the procedures to be carried out
by the researcher, and an explanatiof lwow the research
differs fromroutine medical or health care;

¢tKS SELISOGSR RdNY GA2Y 2F (K
(including number and duration of visits to the research center
and the total time involved) and the possibility of early
termination d the study, or of they RA @A Rdz £ Q& LJ
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 riskgo the health or weld SAy3 2F GKS
spouse or partner;

The direct benefits, if any, expected to manifest to individuals
from participating in the research;

Whether money or other forms of material goods will be
provided in return for the inddA Rdz £ Q& LJ NIi A OA |
the kind and amount;

The expected benefits of the research to the community or to
society at large, or contribution to scientific knowledge;

Whether, when, and how, any intervention proven by the
research to be safe arukneficial will be made available to the
individuals after they have completed their participation in the
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12.11.

12.12.

12.13.

12.14.

12.15.

12.16.

12.17.

12.18.

12.19.

research, and whether they will be expected to pay for them;

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

[ St 2N 23KSNJ f A abhity 8 saleguardi K S
confidentiality, and the possible consequences of breaches of
confidentiality;

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 her she is entitled;

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

The possible research uses, direct or secondary, of the
AYRAGARdzZ f Q& recdBdR, artd lthe pogsiile fitGré  (
use and final disposition of biological specimens;

If the specimens collected will not be destroyed, then where,
how, and for how long they are going to be stored,;

That the research participants have the right to decidewt
future use, continued storage, or destruction of collected
specimens and/or personal information;

Whether commercial products may be developed from
biological specimens, and whether the research participant
shall receive monetary or other benefit®m the development

of such products;

¢tKS SEGSYyld 2F GKS NBaSINOKSND
services to the research participant;
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12.20. That treatment and rehabilitation will be provided free of
charge for specified types of researdated injury orfor
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 funding of such treatment;

12.21. That a PHRE#&ccredited REC has approved or cleared the
research protocol; and

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

12.22.1. Queries on the dtails of the protocaol,

12.22.2. Issues relating to thedman rights of participants;
12.22.3. Related concernand grievances; and

12.22.4. Management of researchelated injuries.

Documentatiorof consent

13. As a general rule, documentation of informed consantudesan actual
signature or thumbmark of the prospective participant on the informed
consent form.

14. When the use of an informed consent form is not feasible or
unacceptable to the prospective participant, a description of the
process, attested by a witness, may be an alternative theasds prior
approval of the REC.

Waiverof the informedconsent

15. Waiver ofindividual informed consent is to be regarded as exceptional,
and mustbe approved by an REC.

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

16.1. Archival research involving publicly available documents;

16.2. Research that usethe method of naturalistic observation
02FGSy RSAONAROSR |a aO2@SNI¢E
provided that all of following requirements are complied with:

16.2.1. Thorough justification for the use of naturalistic
observation;

16.2.2. Planfor how the datacollected will be used;

16.2.3. Assurancehat risks to participants are unlikely; and

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

17.1. The researclpresents no more than minimal risk;

17.2. The waiver or alteration 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; and

17.4. The participants will be provided wvitadditional pertinent
information after their participation (whenever appropriate).

Renewingconsent

18. The informed consent of each research participant shall be renewed
under the following conditions:
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18.1. If there are any significant changes in the#cumstances or
procedures of the research; or

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

18.3. In longterm studies at predetermined intervals even if there
are no changesnithe design or objectives of the research.

Vulnerability of Research Participants

19.

20.

21.

22.

Vulnerable participants shall require special protection because of
certain characteristics or situations that render them as such.
Vulnerable participants are those whaearelatively 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, ahmarginalization, among others and
who are at greater gk for some harms.

Vulnerable groups shalhot be included in research unless such
research:

20.1. Is necessaryto promote the welfare of the population
represented; and

20.2. Cannot beperformedon nonvulnerable 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
LINBOf dzZRAY 3 2NJ f A YA lnkegerchg 2 YSy Qa LJ

Competent advice andssistancehall be provided to participants who,

by virtue of social, economic, political or medical disadvantages, are
liable to give consent under duress or without the benefit of adequate
information. Caution shall bexercised in obtaining informed consent
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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.

Risks, Benefits, and Safety

23.

24,

25.

26.

27.

28.

Research is justified if there is a reasonable likelihood that the
population from which the participants are derived stand to benefit
from the research.

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

Every precaution shall be taken to minimize the negative impact of the
dl0dzRe 2y GKS NBaSHNOK LI NIAOALN yi

Research shall be condudteonly if there is an acceptable positive
benefit-risk ratio.

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 jifstation 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 riskattached to routine medical or psychological
examination of such persons. Slight or minor 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.

Privacyand Confidentiality of Information

29.

Researchers shall adhere to the principles of transparency, legitimate
purpose, and proportionality in the collection, retention, and processing
of personal information (Data Privacy Act of 2012).
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30. Researchers mustres@ei LJ NI AOA LI ydiaQ NRIKIG
by law, the confidentiality of information shall at all times be observed.
Recordsthat link individuals to specifignformation shall not be
released. This requirement shall be included in the informedseat
form.

31. Researchers shall refrain from identifying individuals or groups when
release of information about them can expose them to possible harm or
socialstigma unless required by law.

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

32.1. Explicitly indicate the limits of confidentiality in the informed
consent process, such as when tieseacheris ethically and
legally obligated to disclose the identity of the respondent to
forestall imminent harm to self or others;

32.2. Emphasizehe right of the respondent to withdraw from the
study or withdraw his or her data, and to refuse to answer any
guedion; and

32.3. Prepare a concrete and realistic protocol for reporting and
referralin the event that imminent harm and/or a criminal act
is disclosed or discovered in the process of data collection.

33. Researchers shall recognize that collecting data ugimogp methods
(e.g, FGDs) has implications for the privacy and confidentiality of
individuals. As it might not be possible for researchers to ensure the
confidentiality of information or the anonymity of research participants,
the researcher shall ensurthat the nature of the study and the
qguestions would cause minimal harm should confidentiality or
anonymity be breached.

34. The researcher shall describe lis her data protection plan in the
protocol, including the steps to be taken so that all who haveeas to
the data and the identities of the respondents can safeguard privacy and
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confidentiality. For example, the researcher shall provide adequate and
clear instructions to research assistants, transcribers of audio
recordings, or translators of transptions.

Justice

35. In research involving human participants the principle of justice refers
primarily to distributive justice, which requires the equitable
distribution of both the burdens and the benefits of participation in
research. That is, it should hbe the case that one group in society
bears the costs of research while another group reaps its benefits.
Research should not worsen existing health and social inequities.

35.1. There shall be fairselection in the choice of population,
sampling, and assignments.

35.2. There shall be provision of appropriate care to research
participantsregardless of their economic status, gender, race,
or creed.

35.3. Thereshallbe justcompensation for harms brought about by
participation in the research.

35.4. Researchparticipants shall be reimbursed for lost earnings,
travel costs, and other expenses incurred when taking part in a
study. Where there is no prospect of direct benefit, participants
may be given a reasonable and approfwiancentive for
inconvenience. The payments shall not be so large as to induce
prospective participants to consent to participate in the
researchagainst their better judgmentuphdue inducement

36. Individuals and communities shall have access to bensditted to
participation in the study.

Transparency

37. Ethical research shall be characterized by transparency. It is imperative
for all parties to be transparent about matters relating to their
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38.

39.

40.

41.

involvement. Transparency is not diametrically opposegrigacy. On

the contrary, transparency is an element of ethical research that
promotes confidence in the research enterprise, even when privacy and
anonymity need to be preserved about sensitive matters. The need for
transparency also entails disclosurere$earch results.

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 withholtheir informed consent.

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

39.1. The findings are scientifically valid and confirmed,;

302, ¢KS FTAYRAYy3Ia KI @GS aA3IyAFAOI Yy
well-being and

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

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

At the same time, transparency puoses responsibilities on research
participants to be truthful in declaring their health conditions, and to be
candid in expressing their concerns abthair involvement in research.
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ENSURING QUALIRESEARCH

The Research Protocol

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

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

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

1.2. Establishthe appropriateness of the proposed methods for
investigating the research problem;

1.3. Provide evidence fothe feasibility of doing the study as
proposed, that is, that the study can be completed
successfully in the specified time drwith the available

resources;

1.4. Describe the recruitment process (where, who, how); and

1.5. Describe the dissemination plan foesearch 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. All procedures, whether invasive or not, shall be satisfactorily described
in detail

4. The research protocol shall adequately adsirethe elements of
research ethics as part of the Ethical Considerations section
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5. The protocol shall provide information on how the safety and welfare of
research participants shall be protected.
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Qualifications of Researchers

The researcher is the individual who is ultimately responsible and
accountable for the research. The ethical discomfort in the use of human
participants in a research is alleviated by @msurancehat the researcher

is quaified. Such qualifications need to be vetted by the researcdherREC,
andthe sponsors.

1. Persons engaged in research involving human participants shall have
moral fortitude, scientific competence, social awareness, cultural
sensitivity, intellectual hunlity, vigilance and preparedness in safety
issues.

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

3. The researcher shall be knowledgeabfdahe literature on the research
topic.
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The Research Ethi¢seview
National Governance in Research Ethics Review

The establishment of the Philippine National Health Research System
(PNHRS) began in 2003 when a memorandum of understandingevag
between Department of Scien@nd Technology (DOST) and Department of
Health (DOH), and completed in 2007 when the Commission on Higher
Education (CHED) and the University of the Philippines Manila (UPM) were
drawn in as implementing agencies. PNHRS was legislated through the
PNHR®\ct 0of 2013 (RAL0532) which was enacted on 23 July 2012, and
signed by then President Benigno Simeon Aquino on 7 May 2013. The PNHRS
Law led to the creation of PHREB the national policy making body in
health research ethics.

At present, relevant activite in ethics review in the Philippines are
organized as follows:

PHILIPPINE HEALTH RESEARCH ETHICS BOARD

REGIONAL ETHICS MONITORING BOARDS

RESEARCH ETHICS COMMITTEES

NATIONAL REGIONAL CLUSTER INSTITUTIONAL

1. Philippine Health Research Ethics Board

PHREBwas 12 members, includingpe DOST Philippine Council for
Health Research and Development (PCHRD) Executive Directogxas an
officio member, and representatives fronthe DOH and CHEDEcept

for the exofficio member appointments shall be for a term of three
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years (initially, five were appointed for three years and six members for
two years). The members represent a balance of backgrountjeye

and disciplines (e.g., health research, philosophy, law, academe,
medicine, public health/epidemiology, theology, social science, and
FffASR KSIfGK &a0OASyOSaovs FyR Ay
organizations and the youth sector. Both the €tend CoChair have
two-year terms.

Thefunctionsof PHREB are as follows:

1  Formulate/update guidelines for the ethical conduct of human
health research;

1 Develop guidelines for the establishment and management of
RECsand standardization of research ethics review;

1 Monitor and evaluate the performance of institution®ECSn

accordance with procedures outlined in a prior agreement;

Promote the establishment of functional and effectiR&Cs

Provide advice and make gemmendations 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;

1 Initiate and contributeto discourse and discussions of ethical
issues in human health research; and

 Network with relevant local, national, and international
organizations.

= =

2. Regional Ethics Monitoring Boards

TheRegionaEthics Monitoring Boards (REMBSs) 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. Majority of the
members sbuld have been members 8HREBdredited RECs. REMBs
shall be under the supervision of PHREB.

PHREB and the REMBSs, in consultation with RECs, shall develop anc
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agree on indicators of good performance, which shall be used in
ensuring and monitoring quality ethics review in hbatesearch (Rule
23, PNHRS IRR).

REMBSs shall be located within existing regional DOST, DOH, and CHEL
offices or any designated institutions. For 2016, three (3) REMBSs shall be
established to assist PHRRith the following functions:

1. Information dissemiation, training, and advocacy;

2. Monitoring performance of RECs in their respective regional areas;
3. Submission of annual reports to PHREB;

4. Development of quality assurance in review of RECs in the region;

5. Implementation of policies and directions for Hsaresearch
ethics set by PHREB; and

6. Other functions or tasks as deemed necessary.
Research Ethics Committees

RECsnclude the National Ethics Committee (NEC), Regional RECs,
Cluster RECs, and Institutional RECs.

A. National Ethics Committee

The NEC was constituted in 1984, through Special Order NO534
issued by Dr. Alberto G. Romualdez, Jr., then Executive Director of the
Philippine Council for Health Research and DevelopgifRCHRD). It had
both policymaking and review functions (for gsearch in institutions
without RECs) until its poliapaking role was taken over by tiRHREB

In 2010, the NEC was temporarily phased out (DOST SpecialNarder
383) only to be reactivated on 9 December 2013 because of the pressing
need for a national bdy to review researches which are of national
importance.
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B. Regional Research Ethics Committees

The Regional RECs operate under the auspices of the Regional Health
Research and Development Consarfihey shall take charge of ethical
review of research tde conducted in institutions without their own
RECs, and of communibased research without a specific responsible
institution.

C. Cluster Research Ethics Committees

Several institutions may form a comm®&fkdf it is not feasible to form
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.

D. Institutional Research Ethics Committees

Philippire institutions that engage in biomedical and behavioral
research shall establish an institutional REC, which shall provide
independent, competent, and timely ethical review of proposed studies.
The main purpose of the REC is to help safeguard the digights,
safety, and welbeing of all actual or potential research participants. To
this end, it is important that in its composition, procedures, and
decisionmaking, the REC shall be independent of political, institutional,
professional, and market infances.

The REC should consider both the scientific and ethical aspects of the
proposed research even when the REC is distinct from the technical
review committee.

As ofAugust2017, more than 20 RECs have been identified all over the
Philippines. Of thge,77 have beeraccredited by PHREB.
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Guidelines for Research Ethics Committees

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

Institutional RECs shall have a manualS@Pg0 make REC operations
transparent, accountable, competent, timely, and consistent (WHO, 2011).

Composition

1. The REC shall be constituted by the institutional authority in accordance
with its policies on research and international and national standards.

¢KS
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REC, in relation with other institutional units, to show under whose
administrative oversight it belongs as an institutional entity, while at the
same time maintaining its ability tssue independent ethics review
decisions.

2. When appointing membershe institution shalktonsiderthe following:

2.1

2.2.

2.3.

Membership shall be multidisciplinary and migectoral,with
adequateage and gender representation.

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

TheREC shall include an individual (rordical, norscientist)
who will represent the interests and concerns of the
community, as well as serve abe voice of patents, persons
living with challenging health conditions, and their families.

NATIONAL ETHICAL GUIDELINES FOR HEALTH ANBHBRAIEIHRESEARCH P(ﬁ@



2.3.1. The primary role of the nomedical, norscientist
member shall be to share hig her insights about the
communities from which participants will be drawn
and about theinformed consent process and form.

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

2.4.  Atleastone member shall be independent of the institution or
research site (nowmffiliated member) to ensure the
independence of the REC.

2.5. The number of REC members shall be adequate to ensure that
the review can be done efficiently and effectivebillowing
international and nationastandards.

3. 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 enable it to carry out its
responsibilities.

Appointment

4. The officersand members of the REC shall be officially appointed by the
administrative head of the institution.

5. The appointing official shall indicate their functions, terms of office,
scope of work, conditions of appointment, and compensation, if any.

6. The appoinmnent document shall mention the responsibilities of
members with special roles (e,gpfficers, nonmedical/nonscientist
member, nonaffiliated member).

7. Procedures for renewal of appointment, resignation, replacement;
grounds for disqualification; and proceduregth regard toCOldue to
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9.

financial gainshall be included in the SOP manual.

Prior to serving as a regular member, each member of the REGigimall
both a confidentiality agreement, as well as a discleaagreement that
states that he orshe has noCOl (e.g., financial interests in a
pharmaceutical company or connection with the funding agency) as a
reviewer.

The appointing official should caémA RSNJ al FAESR N
members that allows for continuity, the development and maintenance

of expertise within the committee, and the regular input of fresh ideas
FYR | LILINRF OKS&é¢ 0621 hE HAannO®

10. The senior decisiomakers of the entity creatinghe REC or of any

organization that sponsors or conducts research reviewed by the REC
(such as dector of the institution or his oher agent) shall not serve as
members of the REC or as its Chair (WHO, 2011).

External or independent consultants

11.

12.

13.

The REEGhall establish a list of external or independent consultants who
can provide specific expertise regarding ethical, scientific, psychological
or social aspds of researctfor review. They are not considered REC
members; therefore, they shall not take pantREC decision making (no
voting privilege).

In deliberations on research involving special participant groups or
concerns (e.g., HIV, AIDS, the physically challenged), best efforts shall be
exerted to include participation of advocates.

External ormdependent 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.

Functions and responsibilities

14.

The REC shadict in the ful interest of potential research participants
and affected communities, taking into account the interests, needs of
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the researchers, and having due regard for the requirements of relevant
regulatay agencies and applicable la@&/HO, 2000 and 2011). Ingh
Philippines, the regulatory agencies include the PNARREB, DGH
FDA, CHED, the National Committee on Biosafety of the Philippines
(NCBP), National Commission on Indigenous Peoples (NCIP), and others
The REC should be updated with regards to Philipjpive and policies

of regulatory agencies about possible areas or groups for research.

15.¢ KS w9/ Qa TFdzyOliAazya akKlftft oS Ia -

15.1. Review the scientific merit and ethical acceptability tbé
researchinvolving human participants;

15.2. Undertake the same reviewprocess 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 agey;

15.3. Ensure that the proposed research is responsive to the priorities
and health needs of the country and that it meéte requisite
ethical standards;

15.4. Issue the ethicahpprovalrequired for the implementation of
any researclit has reviewed and appred,;

15.5. Promote research integrity by identifying and resolving conflicts
of interest;

15.6. Establish appropriate mechanisms in all stages of the research
to:

15.6.1. Ensure the safety, protect the rights, and promote the
welfare and weHlbeing of research participants;

15.6.2. Provide counsel to research participants, including
proponents and researcher;
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15.7.

15.8.

15.9.

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

15.6.4. Ensure the proper documentation of and adherence
to the confidentiality rule and policy omformed
consent; and

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

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 remeh 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 quarter
of the year ending on March 31), which shafintain the
following:

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

15.9.2. Members of the REC secretariat, officedaamail
addresses, and contact numbers;

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

15.9.4. 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.
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Meetings and deliberations

16.

17.

18.

19.

The REC shall regularly meet as a committee on a schedule that is
determined based on the research cycle of the institution. Thsdvall

be a provision for holding special meetings to consider urgent matters
as decided by the Chair.

For RECs with five to nine members, quorum requires at least five
members present, otherwise, quorum shall follow the 50%+1 rule.
Quorum also requireshe presence of at least one nanedicalor non-
scientist and one nosaffiliated member(s) to make decisions about the
proposed research (WHO, 2011). In the absence of these required
members, there is no quorum.

Deliberations of the REC shall be charaetnt by transparency and
collegiality. A member who is involved in whatever capacity in the study
or project under consideration shall infornhé committee of this
potential COJ) and hisor her further participation in the deliberations
shall be determinedaccordingly. Those with COIl shall not be present
during the deliberations and decision making. A member who is the
principal investigator or researcher may remain during the REC meeting
to answer questions for clarification with regards to bider resarch,

but shall leave the room during the REC deliberation and decision
making.

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 witregards to the informed consent process
and form) and/or the noraffiliated member. Strong objections shall be
addressed and reasonably resolved.

Training and continuing education of REC members

20.

Members of the REC shall undergo initial and continuiaiging on the
ethics and science of healtielated research.

20.1. |Initial training shall be required of new members. In case, there
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is no basic ethics training available at the time there are newly
appointed members, the REC Chair shall 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.

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

Reviewfees

21. Review fees are intenddd support the operations of the REC, training

activities, and continuing education of its members. Charging review
fees for other purposes puts the REC i@@lsituation, from which it
may not be easy to extricate itself.

Accreditation byPHREB

22. All RECshall apply for PHREB accreditation that shall indicate the

nature of research that it can review (See PHREB Policies and
Requirements for Accreditatiopagel89)
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The Research Ethics Review Process

The ethical review of research proposals involving hurparticipants is
conducted by an RERased on an evaluation of the research activities
described in the protocoland protocotrelated documents.These are
submited to the REC for approval before study implementation.

Since quality of the ethical review is an important concern, the REC shall
have a manual d5OPsvhich 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, signed and datedetiback on its review,
preferably within two to four weeks after receipt of the submitted
documents. The review must be efficient, transparent, and timely.

The ethical review of protocols involving several sites may be done as a joint
review of a group oPHREB accredited RECs, provided that the review is
conducted in accordance with SOPs approved by PHREB.

Required documents for REC review of an initial protocol submission

1. The researcher shall be required to submit to the REC the following
documents béore REC reviews his her research proposal:

1.1.  Application for review addressed to the REC which may be a
formal letter or part of & applicationform as described in the
w9/ Qa {htT

1.2. Clearance from technical/ethical review(s) from other
committees (ifapplicable);

1.3.  Research protocalihich must include the title, significance of
the study, literature review, objectives of the study,
methodology and procedures, description of the study
population, exclusion anthclusion criteriadata analysis, and
ethical consideratiors

The Section on Ethical Considerations shall state what relevant
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1.4.

1.5.

1.6.

1.7.

1.8.

1.9.

1.10.

international and national guidelines will be used as reference
in the study and include ethical issues like anticipated risks
(how these will be minimized) and potéal benefits;
protection of confidentiality of data and privacy of the research
participants;  vulnerability of research participants;
management of adverse events, and how informed consent
will be obtained.

Informed consent andassent documents (see Infoed
Consent on pagél, Research among Minors on paggl; and
Templde of Informed Consent ands&entFormson page21

to 234). The inbrmed consentaind assent documents must be
both in English and in a language appropriate to the level of
understanding of the research participant (see General
Guidelines, pagd0). A sample template of statements to be
written in an ICF is found page221;

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

Study drug ormedical device informizon like researcher
brochures, published literature and medical device
YIydzF OGdzZNBENRAE RSaAdays AF NBf

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

Statement of on presence or absenaeCOlof the researcher;

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

Contracts and approval of relevant offices (Memorandum of
Agreement (MOA) if study is kaborative in nature; Material
Transfer Agreement (MTA), Intellectual Property approval,
Investigational Device Exemption (IDE), when relevant;
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1.11. Study/protocol budget; and

1.12. The researcher shall submit to REC the number of copies of the
protocol package that is required by REC for itdaw.

Initial review procedure

2. After receipt of 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 log book or an
electronic databasenoting the date of submissn, protocol title,
researcher omrincipal investigator, funding agenoy sponsors, and
other relevant fields.

3. The REC @h, or his or her representative shall determine the
LINP L2 &l f Qa SESYLIiA2Y FTNRY N&BWASSH
or expedited review.

3.1. Exempt from Revievis the term used to denote that a protocol
does not need to undergo either full or expedited review after
a preliminary asessment by a designated member of the REC.
G9ESYLIW FNBY wS@ASsé Aa I RSO

3.1.1.  Protocols thaneitherinvolve human participants nor
identifiable human tissue, biological samples, and
data (e.g.meta-analysis protocols) shalelexempted
from ethical review.

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

3.1.2.1. Protocols for institutional quality assurance
purposes, evaluation of public sergic
programs, public health surveillance,
educational evaluation activities, and
consumer acceptability tests
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3.1.2.2. Research that only includes interactions
involving survey procedures, interview
procedures, or observation of public
behavior (including visual orauditory
recording) if the following criteriare met:

3.1.2.2.1. There will be no disclosure of
iKS KdzYl y LI N
responses outside the research
that could reasonably place the
participants at risk of criminal
or civil liability or be damaging
to ‘their financial standing,
employability, or reputation;
and

3.1.2.2.2. The information obtained is
recorded by the investigator in
such a manner that the identity
of the human participant
camot readily beascertained
directly or through identifiers
linked to the partigbant.

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

The decision to exempt from reviewnay be
delegated by theRECto an office or group of
individuals for efficiency and in the interest of time.
There must be assurance, however, that the
delegated individuals or office have been properly
oriented and trained to make such decisions with due
diligence. Subsequently, ¢se decisions shall be
documented and submitted to the institutional REC
for review.

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

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

3.3.  Full Reviewshall be required for protocols that entail more than
minimal risk to participnts or those that involve vulnerability
iSsues.

In a full review, the proposal is assigned for primary review to
all REC members or to at least two reviewers (a scientific and a
non-scientific/nonrmedical member) prior to the REC meeting.
The reviewersshall present their findings during the REC
meeting for discussion and final action.

3.4. Expedited Revievean be done by the REC for proposals that do
not need a full review such as the following:

3.4.1. chart review
3.4.2. survey of norsensitive nature

3.4.3. use ofanonymous or anonymized laboratory/pathology
samples or stored tissues or data

Expedited review refers to the number of REC members doing
the initial review rather than the length of time it requires.

3.5. Submissions after the approval (e.grotocol or informed
consent amendments, progress or final reports, monitoring
reports) shall be subject to either full or expedited review.

40| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANREBAIHIHRESEARCH 2017



Protocol review

4. Research protocols are evaluated relative to the elements of research
ethics (see Elements foResearch Ethicspage 11) and other
considerations as follows:

4.1.

4.2.

4.3.

4.4,

4.5.

4.6.

4.7.

4.8.

4.9.

Social value: scientific validity, relevance to community and
national needs, suitability of thedissemination plan and
recipients;

Informed consent: voluntariness (absence of coercion and
undue influence), comprehensibility of information (use of
native and nortechnical languagegnd capacity to decide (of
legal age and sound mind);

Risks, benefits, and safety: assessment of risks, favorable risk
benefit ratio,andaccess to favorable research outcomes;

Privacy and confidentiality of information: respect for right to
privacy,andmechanisms tgrotect confidentiality;

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

Transparency: Management o€O] sharing of relevant
information to participants, honesty in participatiorand
disclosure of research results;

Qualificaton of researcher: appropriate education, training,
and experience;

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

Community involvement: respect for local traditions and
culture, community empowerment, ackwledgement of
participation.
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Action on proposals

5. The action of the REC shall be one of the following:

5.1.

5.2.

5.3.

54.

5.5.

Approval, in which case, the REC shall inform the researcher, in
GNAGAY3IS 2F GKS w9/ Qa NXI dzA NB
must be complied witlduring the conduct of the research, with
definite timelines such as:

5.1.1. Progress Report, at least once a year or as requested by
the REC,;

5.1.2. Final Report;
5.1.3. Amendments;
5.1.4. SAEendSUSARs

5.1.5. Termination of the research before its anticipated
completion date, andhe reason for itand

5.1.6. Protocol deviations and violations.

Modifications (Minor or Major) Requiredjn which case, the
REC shall clearly communicate to the researcher, in writing, a
clear description of required modifications to the protocol and
protocokrelated documents.

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

Deferred,if clarifications are necessary, before a decision of the
REC can be made.

Ethical clearance is usually for a period of gear which may
be renewed if an applicatiofor continuing review is submitted
before the expiration of the earlier ethics clearance.
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Appeal for reconsideration

6.

In case of an unfavorable decision, the researcher may make oral or

written representation b the REC for reconsideration.

Withdrawal of prior approval

7.

Prior approval may be withdrawn for the following reasons:
7.1. Noncompliancewith reportorial requirements

7.2. Undueor significant number oSUSARSdirectly or indirectly
attributed to the research;

7.3.  Protocolviolation(s);
7.4. Validserious complaints from participants

7.5. Scientifiomisconduct

Review of post approval submissions

8.

As part of its function, the REBallmonitor the conduct of a research
that it has approved. The process includes review of amendments,
revisions, protocol deviations, and their approval before
implementation. The process also includes review and
approvalacceptanceof reports (progress, termination, end of study,
and final reports). The reviewmay be expedited or full.

Site monitoring visit

9.

The REC or designated representative may alsardonsite visitof
studies that it has approved. This may be done where there is significant
number of serious adverse events, new study sites,-campliance or
suspicious conduct, failure to submit required reports, among others.

9.1. REC shall inform the researchers of tigt\at a date agreeable
to both.
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9.2. 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.

9.3.  After the gte visit, a report is given to the principal researcher
and tothe REC.

9.4. The REC may recommend corrective actions for observations
made.

Review of SAE and SUSPdRorts

10. The REC shall have SAE/SUSAR report forms available which may b
used for reportingby the researchers. The form should include the
determination of the expectedness and relatedness of the SAE/SUSAR
and relationship to the study drug, health product or device used in the
research. If deemed triaklated, the REC shall determine what anti
to take.

11. SAE reports shall be evaluated by the REC with special attention on the
SAEs from the site with an approval from the REC.

Early termination/suspension of study

12. If the trial is prematurely terminated or suspended for any reason, the
principal researcher shall promptly inform the REC how this shall be
managed and ensure appropriate therapy and folopvof participants.
The principal researcher shall submit a written detailed explanation of
the termination or suspension.

Completion of the resarch

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

14. Alldocumentation and communicatioof the REGhall be dated, filed,

by

R I NOKA@GSR I O0O2NRAY3I G2 GKS O2

2011).Agenda and minutes of REC meetings shall have templates to
facilitate their preparation and filing.

14.1.

14.2.

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 protocol and current version,

informed consent documents amendments, all

communications regarding application, decision, foHopy

safetyreports, continuing progress reports.

14.2.1. Completed study files include all of the above and the
final report. They are usually archived for a minimum of
three years.

14.2.2. Active and completedstudies shall be identified and
filed in a secure place.

14.2.3. The REC shall maintain a file of the following:
0 REC SOPs;
o International, national and local guidelines
0 Annual REC reports
0 Curriculum vitae of REC members including initial
and continuing training in ethics review, GCP,
among others, which shigbe updated, signed and

dated;

0 Log books and electronic database to facilitate
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checking and follovup of approved protocols

0 Log book for inquiries and complaints (dated)
especially from study padipants with their contact
numbers

0 Log book for SAEs from local study ;sfiees of
reports of SAEs from internationsites are kept in
another file;

0 Flow charts of REC procedurelsichshdl be clearly
visible to guests; and

o0 Templates of various fms to be used in ethics
review available electronically or in print.
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Responsibilities of the Research Adviser

All research conducted in academic institutions by studdrdsiees
including postdoctoral fellows, shall be under the supervisionguidance

of a senior research or faculty adviser.

Thesenior research or faculty advisehall:

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

2. Assist the student or trainee in the addressiethical and scientific
concerns raised by reviewing bodies;

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

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

5. Reviewinterim and final reports for accuracy and consistency;

6. Share responsibility and accountability with the student/trainee for the
ethicalconduct of the research; and

7. Ensure that the research to be undertaken by undergraduate students

involves only minimlarisk (See Roles and Respibilities of the
Investigator oiResearcher, page0)
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Responsibilities of Research Institutions

All institutions that are mandatetb conduct research or those who allow
or require its faculty, staff, students, or trainees to do research are
O2Y&aARSNBR Ay GUKA& 3JdZARSEAYS | a aN

The research institutions shall:
1. Provide a supportive environment for ethiagalsearch;

1.1. Ensure the ethical conduct and monitoring of research being
undertaken in the institution given the institutions available
resour@s by taking reasonable step®y comply with CHED
Memorandum Order No. 52 Series of 2016 (p.20) which
requires hidper education institutions to adhere to the National
Ethical Guidelinefor Health Reseah.In the absence of an REC,
the institution shall refer researchers to other authoritative
bodies with expertise in ethics review.

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

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

3. EstablishSOPgegarding the review of research studies to be done in
the institution including fees to be charged;

4. Establishsafety monitoringand managemensystens (for researchers
and participants)

5. Put in place sstems, subject to the available resources of the
institution, to enable researchers to maintain the privacy and
confidentiality of information pertaining to human participants
including secure processes for the sharing of data by the research
community, aswell as the disposal and/or archiving of data;
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6. Provide opportunities for dissemination of results in collaboration with
other stakeholders;

7. Update itself and systematically disseminate information to its
community of researchers and administrative staéfgarding national
and international polices and regulations and comply with them; and

8. Ensure that a system for the education and protection of human
participants is in place in the institution.
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Roles and Responsibilities of the InvestigatorResearcher

C2NJ 6KS LlzN1)>2aSa 2F GKAa aSi 27 3Jdz
individual or group of individuals who conceptualizes, initiates, and
O2yRdzOG& I+ aidGdzZRéd® hy (GKS 20KSNJ KIy
individual or group bindividuals who are responsible in the conduct of
clinical trials involving investigational new drugs or devices, usually
commissioned and sponsored by pharmaceutical companies or
manufacturers¢ KS dat NA y O A 4 JlthedeadyngiBriedtdr aflthé 2 NJ
clinical trial protocob & /Yy S & (G A 34) dreadbset obkeyDersonnel
who have special responsibilities in clinical trials. “Bwestigator” is a term

used to identify study team members who make critical clinical-tgkdted
procedures ad/or to make important trialrelated decisions. Generally,
these are also study de but may also include study team members with
critical and important triakelated roles. All investigators have the same
responsibilities pertinent to protection of humaparticipants and ensuring
credibility of data, but they perform their tasks based on clear delegation of
responsibility emanating from the principal investigator.

Eligibility requirements for conducting research on human participants vary
depending on tle role of the researcher or investigator. Research personnel
shall be appropriately qualified by training and experience to perform their
research responsibilities.

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

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

2. Obtaining ethical approval of the protocol, and for cooperation with the
REC in the condti of the clinical trial.

3. Bearing ultimate accountability for all activities associated with the
protocol, including compliance with adopted international guidelines,
national and local laws, institutional policies, and ethical principles.

4. Consulting ocollaborating with colleagues in the scientific or academic
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10.

11.

community to which he or she belongs 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.

Performing or delegating to qualified ¢ovestigators or research staff
all the necessary tasks to carry out their studies; while remaining
ultimatelyresponsible for proper conduct of the study and fulfillment of
all associated obligations.

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

Engring that adequate resources (facilities, equipment, supplies, and
personnel) exist to:

7.1.  Conducthe research (e.g., through internal or external funding
for staff, facilities and equipment);

7.2. Protectsubjects and
7.3.  Ensure the integrity of the research.

Evaluating the resources available at each site where the research will
be conducted, in multicenter/sited studies

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

Providing evidence of Good Clinical Practice (GCP) training for clinical
trials (NOTE: A GCP training certificate is valid for three years, and a local
GCP training is preferred to ensure that the investigatesinformed

of the local regulatory requirements of the clinical trials)

Obtaining informed consent from each prospective research participant
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(or the participant's legally authorized representative) before the
participant begins to participate in theesearch (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, pddg.

12. Having adequate time to enlist the necessagmberof participants to
the research.

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

14. Informing the REC if a researcher or investigator can no longer fulfill his
or her duties for any reason including, but not limited to, traveling for a
prolonged period of time.

15. Cooperating, atll times, 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 scientific
development or execution of a study in a substantiveasurable way.

16. Bearing accountability for the content of all submissions (e.g., initial
review, continuing review, adverse event reporting, reportable negative
events, progress reports) to the REC and other review units and for
ensuring that those doguents are submitted in a timely manner, as
required by the REC and other review units (e.g., audit teams).

17. Conducting the research as specified in the Bg@oved protocol and
complying with all REC decisions pertinent to the -BEfoved
protocol.

18. 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

19. Reporting promptly to the REC any additionaks that are identified
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20.

21.

22.

during the course of 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 &ifCoval for a study
lapses for any reason, even if the researcher or investigator has
submitted an application for continuing review in a timely manner and
has promptly responded to any requests for clarifications or changes,
the recruitment of participats 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 to the REC any of the following:

21.1. Unanticipated problems involving risks to participants or others,
such as an adverse event or exposure of member(s) of the
research team to harm;

21.2. Noncompliance with applicable laws or regulations or REC
requirements, whether by the researcher or investior,
research staff, or others, even if the noncompliance was
unintentional or was discovered in the course of quality
assurance or quality improvement activities; and

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

Cooperating with:

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

22.2. External reviews (e.g., by industry sponsors or government
agencies suchs the FDA).

22.3. Any external investigation, inspection, or other external review
and its outcome must be reported to the REC responsible for

NATIONAL ETHICAL GUIDELINES FOR HEALTH ANBHBRAIEIHRESEARCH P(ﬁ%



the research in question. Researchers should consult with their
administrators, the RECs, and as appropriate, tigalleounsel
for assistance and representation.

23. The researcher or investigator shall disclose all financial and non
financial COI.

24. Complying with all applicable FDA regulations and fulfilling all
investigator responsibilities, and in some cases, spoirsg@stigator
responsibilities, as applicable when conducting research involving FDA
regulated products.

25. Complying with the IGI&CPguidelinesin fulfilling all other duties in
clinical trials that require FDA regulation.

54| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANREBAIHIHRESEARCH 2017



Responsibilities oforeignResearchers

A foreign researcheis (1) anon-Filipinodoing research in the Philippines,
or (2) a Filipino@anducting researcin the Philippine®n behalf of a foreign
research institution or in compliance of requirements of a foreign

institution.

Requrements

1. Familiarity with the General Guidelinesin the National Ethical
Guidelines foHealth andHealth-Related Researck017 (pagel0) and
the nationalgovernance structure for human protection in research.

2. Submission of required documents to the concerned institutidRBIC
which, ingeneral, include the following:

2.1.
2.2.
2.3.
2.4.
2.5.
2.6.

2.7.
2.8.

2.9.

Letter requesting for ethics review
Accomplishedpplicationfor ethicalreview;

Latestversion of the research protocol

Informedconsent form

Datacollection forms

Letter of endorsement from the foreign institutiovhere
researcher is affiliate@f applicable)

Technicaleview approval

Ethical review clearance from the concerned foreign
institutional RECand

Curriculumvitae of researcher.

3. Ethicalapproval of the protocoshall be based on:

3.1
3.2.

3.3.
3.4.

3.5.
3.6.

Relevancef the study to Philippine research priorities
Acceptability of justification for choosing the Philippines as
researchsite;

Identification of a qualified and appropriatéocal researcher
and/or adviser

Scientificsoundness

Ethicalsoundness

Familiarityof the researcher with the culturef the community
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research site;
3.7.  Appropriateexpertise of the researchgand
3.8.  Appropriatereporting and dissemination plan

4. Ethical clearance is usually for a period of one yedrich may be
renewed if a applicationfor continuing review is submitted before the
expiration of the earlier ethics clearance.

5. Ensuring compliance with internatiah foreign, and local laws and
regulations shall be the responsibility of the entire research team. For
this purpose, however, the local research collaborators shall be
accountable to local authoritiesn cases of violations of local laws and
regulations

6. Transfer of biological materials overseas shall be covered by a Material
Transfer Agreement (MTA) through an institutit;rinstitution
arrangementand shall comply with all applicable international, foreign
and local laws and regulations. Examplessafd norms include the
Convention on Biological Diversity, CITES, WMidlife Resources
Conservation and Protection Act (RA 914Fg issuances of the DENR
and DA on scientific studies on wildlife, the bioprospecting regulations,
IPRARA 8371)and theTechrology Transfer Act of 2009 (RA055).

7. Safeguards shall be in place to ensure protection of sensitive and
personal information thatvill be transmittedoutside the country.

8. Compliance with local regulations shall be ensured by fibreign
researcher.
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Responsibilities of the Funding Agency and Sponsor

Sponsor is defined as an individual, company, institution, or organization
which takes responsibility for the initiation, management, and/or financing
of a clinical trial (ICKECP1997). This definitiondescribesthe role of the
sponsor in initiating the researclincluding protocol development This
definition also differentiates the sponsor from an agency that is mainly
responsible for financing or funding of the research. The latterhiat\this

JdZA RSt AYS NBFSNA (G2 Fa GKS aCdzyRAY
1. The funding agency shall:

1.1. Ensure competet technical and ethical reviewf all research
projectsreceiving its support;

1.2.  Ensure regular and timely release of funds to support research;
1.3.  Monitor the proper implementation of the protocaol;

1.4. Promote research integrity;

1.5. Provide remedial support in case of incident problems;

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

1.7. Provide opportunities for dissemination of results.

2. The sponsor is expected to fulfill responsibilities specifically provided in
the ICHGCP Guidelines.
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Gabay para sa mga Kalahok sa Isang Pananaliksik

Kalahok ang tawag sa mga taong sumasali sa isang pananaliksik kung saa
sila mismo ang pinagaralan. Ksama sa pananaliksik ang pagtatala at
pagsusuring kanilang personal na impormasyon, lagay ng kalusugan, mga
reaksyon, damdamin, pagugali, kaalaman, at mga palagay. Ang
kredibilidad ng mga resulta ng isang pananaliksik ay nakasalalay sa pagiging
wastong mga impormasyong nabanggit.

Kadalasan ang mga kalahok nagkakaroon ng kaalaman tungkol sa layunin af
mgapamamaraangyagamitin sa pagaral sa pamamagitan ng proseso ng
pahintulot(informed consent)

Pagsali sa isang pananaliksik

1. Angisangpananalksik ay isinasagawa ayon sa isang dokumento na ang
GF el 3 | & . Arg hdtoksllag fitagamit na gabay ng mga
mananaliksik para sa kanilang paaral

2. Ang protkol din ang pinagmuralan ng lahat ng impormasydangkol
sa pagaaralnakinakailanganupangmakapagpasya angga maaarig
maging kalahokung sila ay sasali o hindi.

Pahintulot

3. Angbawatpananaliksilay dapat may dokumentong pinapipirmahan sa
mga kalahok, tanda ng kanilang pagsaggn na sumali. Ang tawag sa
dokumentong ito ayd Ly F2NX¥Y SR / 2¢ && Vilipino,C2 N
Gt I KA Y Gdd 210K xpyay ighagpiosesmg nagpapatunay ng
boluntaryong pagsaling isang taong maykakayahang pumirma
mataposmaintindihanangkarampatang impormasyatte] 2 f al Y 3|
ibang aspeto ng pagard na makakaimpluwensya sa pagpapasya.

4. Kasamaaprosesongto ang pagbibigaalamsa kalaholg kaukulang
impormasyon tungkol sa pananalikbi&go magpasyang sumali.

5. Ang pagsali sa isang pananaliksik ay tdagiat sapilitan (boluntaryong
pagsal), kung kaya ang mga kalahok ay:
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5.1. Maaaringkumonsulta ng kgpamilya o kaibigan kung may agam
agam;

5.2. Huwagmahiyang tumanggi sa mananaliksik; at
5.3.  Maaaringtumiwalag anumang oras habang isinasagawa ang
pananaliksik nang walang mawawalang dati néingtanggap

na pribelehiyo.

. Ang maalam na pahintot ay dapat na naglalaman ng mga sumusunod
na impormasyon:

6.1.  Sino ang nagpopondo o sponsor ng {aagal ?

6.2. Anona ang kaalaman o karanasan tungkol sa pewaglan?
Saang mga bansa ginawa o ginagawa aneppagl na ito?

6.3. Sinusino ang at arkano ang responsibilidad ng mga
mananaliksik?

6.4. Anuano ang mga responsibilidad ng mga kalahok?
6.5. Anuano ang mga hakbang na pagdadaanan ng mga kalahok?

6.6. llalagaypaang mga kalahoksao I QG Aol y 3 3 NHzLI2
ng pagaaral kung saan ang pagtatakdaragdomo ala swerte?

6.7.  Ano ang mga panganib na maaring idulot ng mga pamamaraan
sa pagaaral?

6.8. Gaano katagal ang pakikilahok?
6.9. Mayroonbang gastos ang pagsali?
6.10. Mayroonbangmatatanggap na kabayaran ang mga kalahok?

6.11. Sino ang mananagot kung sakaling ang kalahokayahamak
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0 magkaroon ng pinsala?

6.12. Mayroon bangibibigay ang mananaliksik maga benepisyo
pagkatapos ng pagaral? Halimbawa ay:
1 Gamutan
1 Pagsama sa mgaipportgroups

1

Impormasyon tungkol sa resulta ng pagaaral

6.13. Ang pagaaral ba ay aprubado ng isang research ethics
committee (REC) na awtorisado ng Philippine Health Research
Ethics Board (PHREB)?

7. Ang mga kalahok ay dapat na may kakayahang maunawaan ang mga

impormasyon tungkol sa pagsali

7.1.  Anong wika ang ginamit sa maalam na pahintulot?

7.2.  Madali ba itong maunawaan ng mga kasali?

8. Maaaringmagbigayng maalam na pahintulot ang mga sumusunod:

8.1. Angmgakasalimismo, kung sila ay:

T

1
1
1

Nasa hustong edad na (18 pataas);

May malinaw at tamang padsip;

May kakayahang intindihin ang pagsali sa-patal; at

May kakayahanumasa at pumirma sa wika ng maalam na
pahintulot

8.2.  Angmgakinatawanngkasali, kung walang kakayanan ang mga
kasali na magbigay ng maalam na pahintulaiad ng:

1 Magulang(kung bata);
 Asawa;o
1 Kinatawanayon sa batas

9. Ang mga kasaliay maaaring humingi ng karagdagang impormasyon
mula sa mga sumusundaing sila ay may agaagam ukol sa nilalaman
ng pahintulot:

1 Sakanilangdoktor (kung ang pananaliksdly clinical trial);

60| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANREBAIHIHRESEARCH 2017



1 Sa mananaliksjk
1 Sa REC na napruba ng pagaral (ang numero ay dapat nakasulat
sa dokumento ngahintulot).
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Guidance for Research Participants

Research participants are the primary subjects of a study. The research may
involve reording and analysis of 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.

Participants normally get to undstand the research objectives and
procedures through the informed consent process.

Participation in a research

1. A researchis conducted in accordance with a document called the
Protocol It is the principal reference for the implementation of the
research.

2. The protocol isalsothe source of information to be given to potential
participants for their consideration when they are recruited in to the
research.

Informed consent

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

This document is called the Informed Consent Form. Informed consent
is a process by which a participant confirms his or her willingness to
participate in a study, after haawg been informed of all aspects of the
atdzRRe GKFG FNB NBtS@lIyd G2 GKS
Informed consent is documented by means of a written, signed, and
dated informed consent form.

4. The informed consent process requires communiaghtirelevant
information about the study to the participant before he or she decides
to participate.

5. Willingnessto participate is emphasized, such that joining a particular
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study shall not be obligatory, hence, prospective participants:

5.1.  May consult familynembers or friends if they have issues about
participation;

5.2.  Should not be ashamed to turn down participation; and

5.3. May refuse to participate or withdraw from the study, at any
time, without penalty or loss of benefits to which the subject is
otherwise ertitled.

The informed consent form shall contain the following information:

6.1. Whosponsor=r funds the study?

6.2. Is thereprior research about the subject of the study?which
countries was the study conducted or will be conducted?

6.3.  Who are the researchemand what are their responsibilities?

6.4. What are the responsibilities of the participants?

6.5. Whatprocedureswill participants undertake?

6.6. Will there be a probability for random assignment of
participants into groups which will undergo different

procedures?

6.7. Whatare the reasonably foreseeable risks or inconveniences to
the participants?

6.8.  How long will the participation take?

6.9. Are there anticipated expenses to the participant for
participatingin the study?

6.10. Will there be payment or any form of compensatido the
participant for participating in the study?
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6.11. Who will be accountable in case participants are harmed?

6.12. Willthere be poststudy benefits? For example:
1 Treatment
9 Membership in support groups
9 Information regarding the results of the study

6.13. Was thestudy given approval by RHRERccreditedREQ

7. Research participants must have the capacity to understand
information regarding study participation

7.1. Inwhat language was the informed consent document written?

7.2.  Canparticipantseasily understand the information about the
study?

8. Thefollowingcan give informed consent:

8.1.  The participant, if he or she is:
9 Of legal age (18 years or above);
1 Of sound mind;
9 Capable of understanding the nature of his or her
participation; and
1 Capable of reading arglgning the informed consent form.

8.2. Representatives of the participant, if the participant does not
have the capacity to give informed consent, such as:
1 Parent(if minor);
1 Spouse; or
1 Legally authorized representative

9. Participantsmay request additional information from the followinify
there are issues regarding the contents of the informed consent form:
1 Doctor (if the study is a clinical trial);
1 Researcher adnvestigator; and/or
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1 The REC who gave ethical clearamge the study (thecontact
number of the REC shall be written in the informed consent form)

NATIONAL ETHICAL GUIDELINES FOR HEALTH ANBHEAIHIHRESEARCH P(ﬁ%



Community Participation

Community participation is not ongn ethicalconsiderationbut it alsohas
practical value. It aims to involve the communities themselves in the
formulation of research questionsnd to link theresearchto their own
development. Such a participatory process with the community is a
continuum that includes community consultation in protocol development,
appropriate information disclosure and informed congeprotection of
confidentiality, right of dissent, and community involvement in the actual
conduct of research, and in the sharing of benefits (Wendler & Emanuel,
2000). Community participation provides a proactive character in the
researchand establibes a symbiotic relationship in knowledge production.

1. Researchershall actively engage with communities in decisinaking
about the design and conduct of research (including the informed
consent process), while being sensitive to and respecting the
O2YYdzy A GASaQ OadndieligNds practicésNWHOA)IAL2 y |

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

2.1. The study involves established community practices;

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

2.3. The study outcome may bringconomic benefit to the
community.

3. Involvementof a community representative in the study team may be
required when:

3.1. There is risk that the study procedures may be disrespectful of
community traditions and practices; or

3.2.  The community itself requests forepresentation in the
ownership and outputs of the study.

4. The RECmay invite a representative from the community during
deliberations.
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OTHERCONSIDERATIONS

National Research Agenda

1.

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

Healthresearch shall adhere to the National Unified Health Research
Agenda (NUHRA) and Regional Unified Health Research Agenda
(RWHRA) must be firmly grounded through a process of priexdifing.

Government funding agencies shall seriously consider conformity of the
proposal with their respective research priorities.

Externallyfunded collaborative research

4.

Sponsors and researels involved in externaljunded collaborative
research, have the ethical obligation to ensure that the research project
shall contribute effectively to capacity building.

Protection of the environment and biosafety

5.

The conduct of biomedical or behavadresearctshall be in a manner
that minimizes possible harm to the environment.

Research involving the use of biological and hazardous mkseria
including those that involvgenetic maodification and manipulation of
microorganisms and of animal and plaigtsue cells must be reviewed
and approved by the National Committee of Biosafety of the Philippines
(NCBP) before implementation.

Welfare of animals

7.

The use of animals for research shall adhere with Animal Welfare Act of
1998 (RA 8485pmendments orits certain sections (RA 1063and its
Implementing Rules and Regulations through the Department of
Agriculture AO No. 40 series of 1998 and the Code of Practice for the
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Care and Use of Laboratory Animals in the Philippinégdtion, 2002
developed ly the Philippine Association for Laboratory Animal Science
(PALAS).
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SPECIAL
GUIDELINES



ETHICAL GUIDELINES FOR CLINICAL RESEARCH

Clinical research encompasses studies involving human participants
designed and intended to add to medical knowledge related to the
treatment, diagnosis, and prevention of disease or illness. The term
GOt AYAOLFfté¢ AYRAOIFIGSa GKIFG GKS aiddzR
basic research (e.g., laboratory or animedearch) to one that can be done

in humans, inclusive of interventional and observational studies. Clinical
trials may be investigateinitiated or sponsoiinitiated (pharmaceutical
companies). Interventional studies that involve food and agricultural
products are not addressed in this section.

In the Philippines, clinical trials for marketing authorizations on drugs,
devices, biologics, and other cellular products are regulated by the Food and
Drug Administration (FDA) through various administrative osdand
circulars derivd from the FDA Act of 2009 (RAL11), as well as international
guidelines, such as the International Council on Harmonization Guidelines
for Good Clinical Practice (IGCP) and common requirements from
regulatory agencies of referee countries (EU, Japan, and the US). The FDA
flrg SYLRoSNARA (GKS C5! (G2 aO2yRdzOGx
da0dzRASa 2y KSFHEOK FyR alF¥Sde Aaac
marketed by entities under its regulatory oversight.

Clinicaltrigh 2y RNXzI&d | NB Ay @SaidAardArzys
to discover the clinical and pharmacological effects of and adverse reactions
to an investigational product, and/or its pharmacodynasii@and
pharmacokinetic properties, with the object of &staining its safety and

ST T A O-@FP£1997)LDrug trials generally consist of phases |, I, 11, and
V.

Clinical trials on medical device include those in rehabilitation medicine
(e.g.transcutaneous electrical nerve stimulation, ultra sound #py, short
wave diathermy, traction devices, use of wax), in ophthalmology (e.g.,
lenses, ophthalmic products), or in orthopedics (e.g., implants, prosthetics,
orthotics). dinical investigation of medical devie@aims to demonstrate
safety and performanceather than efficacy. Thus, clinical trialsammedical
device shall show that the device performs safely and in accordance with its
intended purpose, as claimed by the sponsor/manufacturer. Medical
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devices that are not used regularly are deemed to himgs riskpotential
than those used regularly. Likewise, devices used outside the body are
deemed to have less risk than those used inside the body.

Clinical trials on diagnostic procedures and preventive measures, including
vaccines, raise similar ethiczoncerns, especially on the informed consent
process, and potentiaOl In contrast to drug trials, where the objective is
to find out if a drug is efficacious for individual use, vaccine trials are done
to find out if the vaccine can be safely usedgsiblic health tool. In vaccine
trials, the burden of risks is mostly carried by the individual participant, while
benefits accrue mainly to the community. Direct benefit from the
investigational vaccine is provisional, that is, if the vaccine is suctessf

that the participant who received the trial vaccine gets exposed to the
infectious agent at some future time. It must be noted that a significant
number of vaccine trials are done on children, who beleng vulnerable
population group (see Guidaks on Research among Minars Children
pagel3l).

Clinical research may be conducted in an emergency room or intensive care
unit (ICU) setting, which involveshighly diverse and critically ill research
population Such studies generate unique ethical issues because of the
vulnerability of the research participants and the demand for exigency.

All clinical studies, both researchiitiated and those sponsed by
commercial companies, shall be conducted in accordance with these
Guidelines.

1. All clinical studies must be adequately justified by reference to the
priority health needs of the country.

2. Investigators involved in clinical trials shall be goverrsd clinical
equipoise. A state of clinical equipoise means {tased onavailable
data, a condition of genuine uncertainty on the part of the clinical
investigator(s) and/or a community of medical experts exists regarding
the comparative therapeutic mdad of each arm in a trial. Thus, they
would be content to have their research participants/clients pursue any
of the treatment strategies being tested, since none of them have been
clearly established as preferable.
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3. Careful consideration of the differeqthases of clinical trials shall be
made as they present dédrent ethical issues (ICEHCP E8L997). These
include heightened risks because of product toxicities in Phase |, the use
of placebo in Phases Il and lll, and @@Isituation in postmarketing
activities in Phase V.

Contents of the clinical research protocol

4. The protocol shall at least contain the following:

4.1.

4.2.

4.3.

4.4,

4.5,

Administrative information abet the study such as
researcher(s) oinvestigator(s), sponsor(s), monitor(s), other
qualified medical epert(s), diagnostic laboratories, and
research institutions involved;

Background information regarding the study, relevant past and
current research findings and references to such information
and data, and potential risks and benefits;

Backgroundinformation on the drug under investigation,
reason for the indicated route of administration, dosage,
periods of treatment, population to be studied, a declaration
regarding compliance with GCP, and regulatory requirements
(in case of clinical trials und€&DA oversight);

Objectives and purpose;

Study design, which substantially determines the scientific
integrity of the study and reliability of the data, and includes the
following:

45.1. Description of the type of design, diagram of
procedures and stagesnd for clinical trials, the trial
plan (e.g, double-blind, placebo controlled, parallel
design);

4.5.2. Primary and secondary endpoints to be measured;
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4.6.

4.7.

4.8.

4.9.

45.3. Measures to minimize or avoid bias (e.g.,
randomization and blinding);

45.4. Trial treatments and investigationalLJINR R dzO § !
dosage, packaging, labeling, and storage (for clinical
trials);

4.5.5. Nature of the placebo (if applicable);

456. 9aUAYIFIGSR Rdz2NY A2y 2F AYyR
study;

45.7. Discontinuation rules for the participants and the
study;

45.8. Treatment randonration codes maintenance and
rules on breaking the code;

4.5.9. Procedures for accountability for product being
investigated, placebos, and comparators, if
applicable; and

4.5.10. Other sources of data

Selection and withdrawal of research participaritglusive of
criteria forinclusion, exiusion, and withdrawal;

Informed consentof adult study participants or their minor
children and assentof adolescent participants with their

LI NBydaQ 2N £fS3alFffe | dzi Kngelh T S
consent;

ResearchLJF NI A OA LI yiaQ GKSNIF LR 2N
monitoring procedures;

Efficacy parameters, methods, and timing;
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4.10.

4.11.

4.12.

4.13.

4.14.

4.15.

4.16.

4.17.

4.18.

Safety parameters, methods, timing, and procedures for
recording and reporting, as well as monitoring adverse
reactions;

Safety measurefor research participants when they withdraw
or are withdrawn from the study;

Plan for data and statistical analysis;

Information describing direct access to study data and
documents for monitoring, audit, ethical review, and regulatory
inspections;

Ethical considerations;

Data management and record keeping;

Financing and insurance;

Dissemination and publication plans and procedussx]

I £t AYAOLf 0 NR I € LI NOAOALI yiaQ
applicable.

Use of placebo

5. Use of placebo igenerally not acceptable when there are standard
treatments available to a research participant population. Thus, a
placebo control may be used only if all the following conditions are
present:

5.1.

5.2.

There is compelling and scientifically sound methodological
reason to use placebo;

Research participants who receive placebo shall not be subject
to additional risks or serious or irreversible haas a result of

not receiving the best proven intervention (Declaration of
Helsinki, 2013);
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5.3.  Research participants gifieee andprior informed consent; and
5.4. In addition to the above, any of the following:

5.4.1. Standard therapy is unavailable and other existing
interventions are of unproven efficacy;

5.4.2.  Standard therapy is available but:

5.4.2.1. Existing treatment is unacceptable for
different reasons except for economic
reasons; or

5.4.2.2. Testing an adn treatment to a standard
therapy when all research participants get
all treatments that would normally be
given.

Protocol amendments

6. Any amendment(s) to the protocol shall be resubmittedche REC and
FDA.

Therapy versus research

7. Strong justification shall be presented by the principal investigator or
researcher when combining medical research with medical,camd
that participation in the study will not adversely affect the healftttee
research participant.

8. The difference between therapy and research shall be clarified
throughout a clinical study. The research participants should be made
to understand that, in a clinical trial, the drug is experimental and that
its benefits are arrently being proven.

9. It shall be clearly defined in the informed consent document which
components are standard care and which are components of the study.
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10. It shall beclearly explained to participants thaparticipating inthe
research will neither provide nor entitle them to better therapy
(therapeutic misconception).

Agreements in sponseinitiated clinical trials

11. The investigator(s) shall establish with the sponsor an agreement on the
protocol, SOPsmonitoring, and auditing of the trial aralocation of
trial-related responsibilities, including publication and authorship.

12. The institution, investigator, and sponsor must take the responsibility to
define and mutually agree on the process for immediate management
of study related injuries suchs medical expense reimbursement or
hospitalization expenses, inclusive of timelines and payment options.

Compliance with regulatory requirements in clinical trials

13. A clinical research shall comply with the necessary regulatory
requirements for the condct of the clinical trial. The FDA has several
AOs and circulars that define processes and criteria for the approval and
conduct of clinical trials (e.g., DOH AOAlBeries of 2001 and FDA
Circular 2012007).

14. The investigator(s) and sponsor shall be mspble for complying with
all applicable regulatory requirements of FDA.

15. Investigational and comparator products, whether produced locally or
abroad, shall be prepared in accordance with the principles of good
manufacturing practice and other quality sidards. The products
should be fully described, appropriately packaged and stomud
acceptably safe. All prelinical studies or available natlinical and
clinical information about the product shall be made available for
review.

16. Good laboratory pradéte shall be strictly observed when a clinical trial
requires laboratory tests and assays.
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Considerations in recruitment of women of reproductive age in clinical
trials

17.

18.

19.

A pregnancy test shall be done and access to effective contraceptive
methods shall beensured before the research commences, if
participation in the research is potentially hazardous to a fetusa
woman, if she becomes pregnant.

Researchers and RECs shall ensure that prospective participants who are
pregnant are adequately informedbout the risks and benefits to
themselves, their pregnancy, the fetus and their subsequent offspring,
and their fertility.

Research in this population shall be performed only if it is relevant to
the specifichealth needs of a pregnant woman or her fetusr of
pregnant women in general and, when appropriate, if it is supported by
reliable evidence from animal experiments, particulatlye risks of
teratogenicity and mutagenicity.

Research on medical devices, diagnostic procedures, predentive
interventions

20.

21.

22.

23.

24.

Randomized trials for medical devézre not usually indicated.

Review of clinical study protocols on medical devices shall include an
expert consultant, such as a bioengineer who shall look into the material
and design, as Weas the electrical safety of the device.

The research participant information sheet shall contain information on
procedures to be adopted should the research participant decide to
withdraw from the study.

Safety procedures in the introduction of a meal device in the research
participant shall be followed.

Trials of critical medical devices, such as implants which may present a
potential serious risk to health, safety or welfare of the participant, shall
not be conducted on healthy volunteers.
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25.

26.

27.

28.

Thecurrent safety data on the medical devices shall be gathened
objectivelypresented by thesponsoror researcheyand the risks posed
by the device shall be considered and evaluaigdoth the REC and
regulatory authority In order to facilitate the pocess, the REC may
initiate its review prior to the issuance of approval by the regulatory
authority.

Safety precautions regarding the implapike effect of magnetic fields,
allergic reactions, etcshould be clearly described in the protocol.

Followup period for medical device trials is longer than drug trials, and
may last for several yearaspecially for implantable devices.

In the case of contraceptive implant trials, adequate monitoring and
counseling for removal of the implant shall be donben the study
ends or when the participant withdraws (or is withdrawn) from the
study. Children born as a result of failure of the contraceptive being
investigated shall be followed up for any abnormalities, and properly
reported to monitoring authorities

Clinical trials on the use of diagnostic procedures

29.

30.

31.

32.

Clinical trials involving diagnostic agents using radioactive materials and
x-ray shall not unnecessarily expose participants to more radiation than

normal, and shall be undertaken only on research participants needing
the procedure for diagnostic or thepautic purposes.

Clearance from the Philippine Nuclear Research Institute (PNRI) that the
level of radiation from the radipharmaceuticabroductis within the
allowable limits for human usehall be secured and submitted to the
REC for consideration.

Measures to safeguard research participants and others who may be
exposed to radiation shall be described in the protocol.

Adequate provisions shall be ensured for detecting pregnancies to avoid
risks of exposure to the embryo.
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33.

RECs shall require ththe informed consent document includes the
information that participation will involve exposure to radiation, which
may have impact on significant others and possible genetic damage to
their offspring.

Vaccine trials

34.

35.

36.

37.

Child bearing women who participaie vaccine trials shall be properly
advised on the use of acceptable contraception. Should pregnancy
ensue, adequate provision for prenatal care shall be provided.
Pregnancies as a result of failure of contraception shall be reported and
monitored for abrormalities during a follow up a period determined as
appropriate by the REC.

For vaccine trials using active or live attenuated microorganisms, the
researcher shall:

35.1. Inform the participants and/or legal guardians about exposure
to the specific infectiorfor which the vaccine is being tested;
and

35.2. Ensure provision of the necessary care for the affected
participants.

DNA vaccines and vaccines developed using recombinant DNA
technology shall have a prior clearance from the Biosafety Committee
of the instituion where research will be doner if none, such shall be
referred to the National Committee on Biosafety of the Philippines
(NCBP.

Informed consent shall bebtained from third parties who may be
exposed to studyelated infections or treatments thragh contact with
participants (e.g., parents, siblinggouse, etg.

Research in an emergency room or ICU setting

38.

The wellbeing or safety of the critically ill patient shall be the
paramount consideration in the emergency room or ICU setting. No
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reseach shall stand in the way of the standard of care that should
accrue to the critically ill patient.

39. In cases where the research participant, by the virtue of the nature of
his disease, is unable to give consent (e.g., research participant has
delirium orthe sensorium is impaired), consent must be obtained from

GKS NBaSkNODK LI NIHAOALIYGQaA [!w LI

40. When the LAR is not available at the time the research participant is
brought to the hospital, the principal investigatonust exhaust all
YStya G2 2048 GdKS NBaSkNOK Lk
process, within the therapeutic window.

41. The protocol shall describe approprlate procedures to inform the LAR,

Fd GKS SIFENXIASad FTSFaao fSIus&thhJﬁeNJJdZ\

study and his or her right to discontinue participation in the research.

42.hyO0S GKS NBXaSIFNOK LI NIGAOALI yiQa
of management, and is able to give informed consent résearcher or
investigator should seek ceant from the research participant himself
or herself on whether to continue or netith the study. If the research
participant decides not to continue, he or she shall receive the standard
treatment due him or her.

43.In rare instances, the REC may graxemption or waiver of the
informed consent requirement, provided all the following conditions

exist:

43.1. Research participant has a liflereatening condition for which
available treatments are unproveigcking or unsatisfactory;

43.2. Prospect of direcbenefit to the research participants;
43.3. When research participants are unable to give consent (e.g.,
impaired sensorium), and no LAR is present or cannot be

located;

43.4. The risks associated with the investigation are reasonable in
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relation to what is known atut the emergent conditionand

43.5. Where to be effective, the intervention under investigation
must be given right away upoadmission to the emergency
room orlCU or within the specified therapeutic window.

Referral fees

44. Payment of fees for referral gfotential research participants is not
allowed. Such practice taints the clinical research process, and provides
the wrong motivation for those involved in the activity.

45. The ecruitment process and possible payment of fees shall be subject
to approval bythe REC.

Publication of results of clinical studies

46. Results of clinical studies shall be published regardless of whether they
are positive, negative, or inconclusive. Findings shall be released in the
public domain, and generally made known through stifienand other
publications. Special effort must be exerted to share the results with the
participants.

47. Preliminary reports that raise false hopes and expectations of product
safety, efficacy, and immediate use shall not be made public.

48. The plan for pulication and the actual publication of trial results shall
not expose the identity of the research participants or their family and
community, imperil their privacy as individuals, family, or community,
or breach the confidentiality of their personal anddth information.
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ETHICAL GUIDELINES FOR HERBAL RESEARCH

The Traditional and Alternative Matiine Act(TAMA)of 1997 (RAB423),
RSOf I NBR GKS LRtAOE 2F GKS adlras
healthcare services to the Filipino people through the development of
traditional and alternative healthcare and its integration into the national
KSIf KO NS R SThid @vd dlis toa &)aelicBurage scientific
research on and develdpaditionaland alternative healthcare systems that
have direct impact on public healthcare; and 2) promote and advocate the
use of traditional, alternative, preventive, and curative heatite
modalities that have been proven safe, effective, esiective, and
consistent with government standards of medical practice.

These legislated objectives have enhanced research activities on herbal
remedies, or preparations to evaluate safety arffitetiveness. Necessarily,
these research activities involve human participants for which ethical review
is mandated.

There are traditional healing practices in many Philippine communities,
which are rich in oral and unpublished written reports on the 0$ plants

and their derivatives in addressing ailments. Whereas a significant
componentof drug discovery (such as that of PCHRD) is the screening of
plant parts and of insect symbionts for biological and pharmacological
activity, the aforementionedtraditional healing practices are areas of
research that aim to record and preserve the healing tradition amongst our
people, to validate the safety and efficacy of the practice, and subsequently,
to deconstruct the plant parts and attempt to isolate thetise components
singly, or in combination. It is in the latter step that studies on indigenous
herbal medicines and drug discovery programs come together.

Both drug discovery and herbal medicine studies involve the collection of
plant samples in commundés, especially in indigenous cultural communities
(See Guidelines on Research involving IPs, j2de Researchers must
consider the impact of these activities the environmentand biodiversity,

as well as community proprietary claims. Thus, in this context, the individual
is not the only participant, but a complex network of family and community
isinvolved.
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Some advocatesof traditional and herbal medicinare convinced that
herbal products can be used without subjecting them to the same rigorous
scientific evaluation (e.g., requirement for peénical trials) required in
Western medicine. It is argued that the current universal scientific
procedures and sindards are not applicable to remedies with a long history
of use in and have been accepted by communities.

However, despite all the arguments against treating research on indigenous
herbal medicines differently from Western Medicine, the safety and-well
being of participants in herbal research must remain paramount over the
desire by any researcher to prove their effectiveness. Thus, basic ethical
guidelines, as espoused by many international instruments, are applicable.
The formulation of these ethicalugdelines is guided by th€AMAas its
policy framework, and the IGEBCP Guidelines for its scientific and quality
underpinnings.

1. In aresearch that aims to validate the therapeutic or diagnostic value of
a traditional herbal preparation,

1.1.  There shall b@roof of a long history of use of the herbal plant
or remedy to be tested. An exhaustive literature search about
the therapeutic or diagnostic value of the herbal plants must
serve as the background, or justification to the research
proposal. Any documentsupporting its putative actions and
traditional use in the community must be incorporated in the
research proposal. Proof of its use may be both in the written,
oral, or video form. Evidence regarding usage of the herbal
preparation shall be validated vhitthe National Commission
on Indigenous Peoples (NCIP), the National Museum, or by an
expert opinion, should the need arise.

1.2. Theoriginalherbal preparations and manner of use by people
in the community shall be similar to the intended form and use
in the proposed research. For example, if the herbal plant is
applied as a poultice for a condition to be studied, then it shall
be given in the same form to the research participants.

1.3. The geographic area, maturity of collection of the plant, and
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the method ofits preparation must be clearly described.

2. Research in herbal remedies shall include standardization of the
preparation and identification of markers to ensure that the ingredients
being studied and assessed are the same. This method must be followed
allthroughout the conduct of research.

3. When the traditional herbal preparation is modified in some way
either shape or form including dose, dosage form, mode of
administration, herbal medicinal ingredients, methods of preparation
and medical indications, i$ classified as a herbal product.

4. Herbal product research shall undergo Phases | and Il studies prior to
Phase Il

4.1. Phase I/ll studies shall require the inclusion of the following
information in the protocol:

1  Amountof herbal component

9  Listof excipients/diluents

1  Typeof product (tablet, capsule, etc.) and its method
of manufacture

1  Analysiof putative active ingredient(s) via chemical or
biological parameters

1  Analysif a sizeable chemical constituent (analytical

marker compound)

Analysisvia chemical fingerprint (analytical markers)

Analysidor absence or lack of contamination by

pesticides, herbicides, heavy metals;

1  Presencef synthetic drug adultents, microbials,

toxins, etc.;

Resultof dissolution studiesand

Storageconditions ad stability over the length of the

trial.

=A =4

=A =

4.2. Phase lll studies shall require the same information in Phase I/II
clinical trials and an environmental impact statement.
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5. Once an active principle is identified from the herbal preparation, and
there are intentions to synthesize it for research and eventual
commercial purposes, any studies thereafter, need to be reviewed,
based on the ICKBCP and Good Manufacturing Practice (GMP)
Guidelines.

Informed consent

6. Uncertainty regarding the herbal preparatiom product adulteration,
interactions between herbal remedies and other entities, minimal
toxicity data, and incomplete prior dose finding must be clearly
disclosed to all concerned, particularly in the informed consent process
(WHO Traditional Medicine Stiegy 20022005).

Recruitment of volunteers

7. When normal volunteers are recruited, participants must preferably
come from the community where the herbal preparations are
frequently used.

Participation of traditional healers

8. Cultural settings and expedtans must be considered in the review of
the proposal, and this may require inviting a traditional healer, or a
known scholar of herbal medicines in the REC. The traditional healer is
GKS O2YYdzyAaiteQa aidSseFNR 2F AYRAI!

Research design

9. Plaebo-controlled trials may be accommodated in consonance with the
guidelines on the use of placebo as indicated in Guidelines for Clinical
Research (page0).

10. Effectiveness of herbal preparations may not only be measured with
improvements in health or disappearance of physical symptoms, and
other diseaseaelated variables. It may also be measured in terms of
overall health and welbeing. However, measuring tlgality of life or
improvement in welbeing shall be objectively measured.
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11. Although efficacy of herbal preparations is a major objective of herbal
research, adverse reactions such as side effects, tolerance profile, and
interaction with other administere preparations shall always be part of
herbal research.

12. Blinding in herbal research may be challenging because of the difficulty
in preparing control galenicals/concoctions indistinguishable from the
herbal preparation being tested. In this case, it ©®&LJi | 6 f S (2
the health status assessor or evaluator in support of objectivity.

Transport

13. No indigenous materials used in the research may be transported
outside the country unless the source (represented by the community
leader, government agencyor institution) of the material and the
recipient sign a material transfer agreement (MTA).

14. Researchers shall comply with the MTA if plant products or herbal
preparations will be tested outside the country. (See International
Colbhborative Research, Gldline 15

Benefit sharing

15. When possible, the community from where the herbal
preparation/product originates shall be consulted during the course of
the research, and the results and benefits of the research shall be shared
with this community (WHC005).

16. A memorandum of agreement regarding benefit sharing and patenting
conditions, especially for indigenous plant products, shall be set as early
as the planning stage of the research.

Commercialization of herbal preparations
17. Researchers shall include provisions for conditions when the herbal

preparation or product may likely be commercialized. They shall be
guided by existing laws and regulations of the Intellectual Property
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Office of the Philippines (IPOPHL).
Safeguarding idigenous knowledge
18. It is recommended that the rich knowledge about indigenous herbal

plants in a community must be documented, appropriately recorded,
and archived for posterity.
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ETHICAL GUIDELINES FOR RESEARCH IN
COMPLEMENTARY AND ALTERNATIVE MEDICINE

Worldwide, there is a continuing popular interest in and utilization of
complementary and alternative medicine (CAM). In the Philippines,
promotion of the utilization of CAM is embodied in the Traditional and
Alternative Medicine Act of 1997 (R#¥23), which declared that the state
AKFff GAYLINROGS (GKS ljdz-fAde FyR RSt
people through the development of traditional and alternative healthcare
FYR AGa AYydSaANIGAZ2Y Ayid2 GKS yIFGA?2

The World Health Organization (WHO) and national health authorities have
looked to CAM as a source of accessible, -effsictive, and beneficial
alternative to the expensive conventional methods of treatment. This
perspective can go hand in hand with tredldor the application of the rigor

of scientific investigation, before specific CAM modalities could be
promoted for widespread use.

Complementary and alternative medicine is defined as a group of diverse
medical and healthcare systems, practices, anmddpcts that is not
presently considered to be part of conventional medicine. Complementary
medicine is used together with conventional medicine, while alternative
medicine isusedin place of conventional medicine (NCCAM, NIH, & US
Department of Health ash Human Services, 2006).

As opposed to CAM, traditional medicine (TM) is defined as the sum total of
the knowledge skills, and practices based on the theories, beliefs, and
experiences indigenous to a particular culture, whether explicable or not,
used in the maintenance of health, and in the prevention, diagnosis,
improvement, or treatment of illnesses. However, the term complementary
or alternative or norconventional medicine is used interchangeably with
traditional medicine in some countries (WHO 0. It will also be so used

in these guidelines.

According to the National Center for Complementary and Alternative
Medicine NCCANlin 2011 CAM therapies include the following:

9 Biologicallypased therapies such as dietary supplements, herbal
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products,animal products, and aromatherapy;

Manipulative bodybased methods such as massage, acupressure,
chiropractic, and osteopathic manipulation;

Mind-body interventions such as meditation, prayer, mental healing,
art or music therapy;

Energy therapies suchs i gong, reiki, therapeutic touch, pranic
healing, electromagnetic fields methodmd

Other methods used in alternative medical systems such as in medical
traditions developed in the West (e,qaturopathy and homeopathy),
and in Oriental traditional medicine (e,gAyurveda, unani, and
traditional Chinese medicine).

While some scientific evidence exists regarding some CAM therapies, for
most there are key questions that have yet to be answettedugh well
designed scientific studies, such as whether these therapies are safe and
whether they work for the diseases or medical conditions for which they are
used.

Background information

1.

There should be adequate documentation of the use of the dpgrin
the community in, at least, one generation.

Involvement of an external resource person in the review

2.

The REC shall include an expert or practitioner in the specific traditional
medicine modality being considered in the research protocol.

The REC shall also include a member of the community where the
specific traditional medicine is being or will be used.
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Use of randomized controlled trial design

4. In contrast to conventional medicine, CAM modalities focus on
beneficial effects (e.g., qualitgf life) rather than efficacy. In this
context, study designs other than randomized controlled trials may be
acceptable.

5. Assignment of treatments may use geographic separation of groups to
avoid contamination of data.

Blinding

6. Blinding could be diffidt to achieve in the application of certain CAM

modalities, in which case, the research protocol shall provide
mechanisms for blinding the clinicalitcome evaluator.

Safety

7. The study shall ensure that there is evidence of safety and that the

SELISNAYSYyGEE FNXY gAtt y2i 62NBSY
in administering conventional medicine.

The protocol must identify and describe the rescue medication, which
shall be available to the research participants who may require such an
intervention.
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ETHICAL GUIDELINES FOR RESEARCH INVOLVING
ASSISTED REPRODUCTIVE TECHNOLOGY

Research in assisted reproductive technology (ART) includes studies to
improve ovulatory (ovulation) rates, ejaculatory efficiency including sperm
guantity and quality,embryo viability, fertilization success, and uterine
hospitability. It may also involve studies on the psysbeiccultural
aspects of reproductive technology. Research in the reproductive health
field, in general, is studded with gender issues.

Researh in ART is ethically complex because the research participants in
ART research, in contrast to other health research, include two individuals
(i.e., the source of the ovum and the source of the sperm) and the fertilized
egg in various stages of developnmiewhose status as a moral agent has
religious and ethical implications. This means that the ethical principles
enunciated for health research must be equitably and equally applied to the
researchparticipants,with special consideration for gender andigébus
issues.

The Philippine Obstetrical and Gynecological Society (POGS), in 2011, anc
the Philippine Society of Reproductive Endocrinology and Infertility (PSREI)
have set requirements that must be satisfied in medical hospitals, clinics,
centers, andother facilities where assisted reproductive techniques or
technologies and related research are conducted. Additionally, it is
emphasized that clinical and biological research in assisted reproductive
technology shall be carried out under the supervisioh a qualified
practitioner who has acquired adequate and-tgpdate training in, and is
sensitive tg the technical aspects of using technology for assisted
reproduction.

The following are considerations that are specific to Reproductive Health
Research:

1. Allresearchparticipants must be accorded due respect. The ethics of
Assisted Reproductive Technology research must take into
consideration not only respect for the adults involved in the research,
but also a special consideration for the ensuing prddo€ the
reproductive process.
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2. The research protocol must not include any prohibitedinacceptable
practices (see Practice Guidelines for ART, SectieBis Philippine
Society of Reproductive Endocrinology and Infertility, Inc., Guidelines on
the Ethics and Practice of ART and 1UI, 2011).

3. Obtaining the informed consent from the potential participammsist
take into consideration, separation of the research activities from the
usual clinical care, gender equity and equality, information regarding
the future disposition of the resulting embryo/s, and an@l

3.1

3.2.

3.3.

3.4.

3.5.

Information sheets for research projectsust be completely
separate from, and capable of being read independently of,
written information provided to a patient in the course of
routine clinical care.

Theconsent process must include an opportunity to discuss the
protocol with the male and femalpartners, individually.

The possibility of multiple embryos must be discussed with the
partners with decisions settled in the light of institutional
practiceand religious considerations.

Consent for the use of excess human gametes or human genetic
material must be obtained from all concerned persons.

The participants in research are entitled to know about any
financialbendits that the researcher or clinic may gain from the
research. For example, when researchers intend to use embryos
for research hat may ultimately yield commercial profit, such
intention must be made clear to the donors from whom these
are collected, during the informed consent process.

4. Researchermust keep accurate records of all gametes and embryos in
their care, subject to apppriate requirements for privacy and
confidentiality.

5. The Protocol should include lostgrm follow-up procedures tanonitor
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outcomes of the ART.

Researchers must disclose in the protocol to be submitted to the REC,
any financial interests they havetime research.

Conscientious objections must be appropriately recognized.

7.1. If any personnel or trainee expresses a conscientious objection
to the research conducted by an ART clinic or a research facility,
they must be allowed to withdraw fronnvolvement in the
research to which he or she objects.

7.2. Clinics or research facilities must also ensure that such
personnel or trainee are not disadvantaged because of a
conscientious objection.
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ETHICAL GUIDELINEEHRRRESEARCH ON COSMETICS

Theseguidelines shall be applicable to research on "Cosmetics" as defined
by the Consumer Actfahe Philippines (R&394), as follows: (1) articles
intended to be rubbed, poured, sprinkled or sprayed on, introduced into or
otherwise applied to the human bodyr @ny part thereof for cleansing,
beautifying,promoting attractiveness, or altering the appearance, and (2)
articles intended for use as a component of any such article, except that such
term shall not include soap.

Social value

1. Cosmeticesearcta KI £ £ y 20 LINRPY23S | &LISOA
disparages the characteristics of the Filipino.

2. In consideration of vulnerability issues, cosmetic research shall not be
conducted among populations and in communities with limited
resources. Neitheshall it involve individuals who are not capable of
giving informed consent.

Quality and safety of the cosmetic product

3. A certificate of compliancevith Good Manufacturing Practic6GMP)
shall be obtained for the cosmetic product.

4. Before any participanis exposed to the test product, all safety
information regarding the product and its individual ingredients shall
have been assessed. Prior to human testing, proof must be presented
that each component of the cosmetic article has been tested for safety,
respectivelyand as compounded.

5. Clinical testing must be preceded by a safety assessment by adequate
laboratory experimentation (when applicable), or screening tests (e.g.,
patch testing) to demonstrate a reasonable probability of success
without undue isk.
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Inclusion and &clusion criteria

6. Inclusionand exclusion criteria shall take into consideration different
skin conditions, allergic reactions, occupation of the participant, and
past experiences with cosmetics.

Avoidance of risks

7. The protocol shall include all precautions to be taken to avoid
occurrence of adverse skin reactions, (e.g., exposure to sunlight, wetting
and drying, interaction with other common skin products, etc.)

8. Cosmetics to be tested on the face, neck, or scalp should be most
carefully evaluated for risk of serious adverse reactions.

Withdrawal from the study

9. A participant who withdraws from research for reasons related to the
study, such as unacceptable sidffects of the tested product (as
defined in the protocol), or whés withdrawn on health grounds, shall
be recompensed for lost wagéar unfulfilled visits and provided with
the appropriate medicalcare in accordance with REApproved
procedures.

Clinical care and compensation of participants

10.In case of occurrence ofinexpected/adverse skin reaction, the
investigator shall assess the severity of the reaction, complete the
required safety report (e.g., SAE, SUSAR), and start the appropriate
therapy promptly.

11. Investigators shall ensure that research participants wiesan injury
as a result of their participation are entitled to free medical treatment
for such injury, and to such financial or other forms of assistance that
would compensate them equitably for any resultant impairment.
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ETHICAL GUIDELINEEHRRENVIRONENTAL HEALTH
RESEARCH

Environmental health focuses on the physical, chemical, and biological
aspects peripheral to individuals, as well as the interconnected factors
AYyFEdzSyOAy3a | LISNE2YyQa o0SKIGAZ2ND L
attributes that are capable of negatively affecting human health.
Additionally, it also delves on the impact of individuals on the environment
(WHO, 2011).

¢tKS {G201K2fY 5SOfFNFGA2Y t NRAYyOA LI
fundamental right to freedom, equalitygnd adequate conditions of life, in

an environment of quality that permits a life of dignity and wellbeing, and
he bears a solemn responsibility to protect and improve the environment
F2N) LINBaASyYyd FyR FdzidzZNBE 3 Sy SNlvitled 2 y a
related to environmental health.

The matrix below indicates the core areas of concern in environmental
health and are the topics of inquiry in environmental health research.

Air Emergency Food Safety
Preparedness
Iniu Infectious
Healthy Housing jury Disease and
Prevention

Vector Control

Radiation Toxicology Vector Control

Waste and Water Weather and
Sanitation Climate Chang¢g

Thus, environmental health research is an arm of public health, concerned
with understanding the health effects of environments in which humans live
and work. It is a diversified field encompassing a range of objectives,
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research methodologies, and studggigns (Sharp, 2013).
The common objectives of environmental health research include:

1 Identification of ecologic hazards and environmental toxicants

1 Assessment of biological mechanisms through which environmental
toxicants affect human health

1 Evaluatio of interventions designed to mitigate harms associated with
environmental hazardsand

1 Identification of susceptible populations at increased risk of developing
occupational and environmental diseases

The importance of environmental health is emphasiireits inclusion in the
global thrusts listed in the post 2015 Sustainable Development Goals. The
document enjoins everyone to ensure the attainment of goal number 3, that
is, that the number of deaths and illnesses from hazardous chemicals and
air, water, and soil pollution and contamination will be substantially reduced
by 2030.

A major issue in environmental health research is the existence of potential
COlthat would put into question research results and recommendations.
The 'polluter pays' principlshould guide researchers in avoidi@pl It
requires that those who produce pollution should bear the costs of
managing it to prevent damage to human health or the environment.

Studydesign

1. The study design shall not include a withholding of effective
environmental health interventions from research participants.

2. Environmental health research involving children shall take into
consideration their unique susceptibility to certain toxicants that is
different from adults. Children shall not be treateddikhey are little
adults.

3. Adequate relocation shall be the goal when there is possibility of
contamination in environmental monitoring.
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Community participation

4.

The participation of the community shall be encouraged in the
preparation of the research agda.

Community empowerment and local government action shall be
ensured prior to community based environmental monitoring or health
research.

The research protocol shall describe the communication strategy that
ensures cultural setting and community expations are better
understood.

Researchers shall first obtain approval from community leaders or
whoever is the traditional gatekeeper of the community (e.g., church
leaders) before the study begins.

Research involving housingelated health hazardsind pesticide exposure

8.

10.

11.

The protocol shall ensure that intrusion into the privacy of residents are
minimized.

The vulnerability of communities in poguality housing shall be
recognized and protected.

In poor housing communities, undue influencep@rticipate because of
financial and material incentives shall not be allowed.

Mechanisms shall be in place to address the persistence of
environmental concerns after the study is completed.

Sharing of results with community

12.

13.

Research results, includiteyels of biomarkers, shall be shared with the
community unless results are not definitive and are ambiguous.

Results of environmental health studies shall inform policy makers to
take appropriate action.
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Use of biobanks in environmental health research

14. Environmental health research concerning biobanks shall include a
mechanism in its protocol to address the following:

14.1.

14.2.

14.3.

Respect for the decision of subjects from whom specimen were
collected who participated as children or through their parents
and have ow become adults, to withdraw their specimen from
the biobank;

Management of incidental findings, especially false positives
with putative psychological implications; and

Transparency in the handling of the financial aspects of the
biobank.

Managementof conflict of interest

15. Presence of any of the following indicators shall require a declaration of
COlby the researcher or expert (ageed fromthe National Academy of
Sciences2009).

15.1.

15.2.

15.3.

Employment and consulting within the past four years, such as
beingemployed by an interested party or provided professional

opinion on an environmental issue in court or to a government

agency;

Research supportvhich additionally, requires a submission of
Fy |002dzyd 2F &adzLJLl2 NI F2NJ 0KS
his or her unit, including supplies and equipment; or

Financial interest such as ownership of stock, and other
securities, business interest, and patents or intellectual
property related to environmental health concerns.
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ETHICAL GUIDELINES FOR EPIDEBMIOIRESEARCH

Epidemiology ishe a & 1 dzR& 2F GKS 2 O00dzNNBy OS
related diseases or events in specified populations, including the study of
the determinants influencing such states, and the application of this
knowledge to control tehealthLINR 6 f SY¢¢ ot 2NIi I X HAawmn

Epidemiologic research is used to elucidate the causes of diseases and other
health-related statesas well as to provide information that are utilized for

the development and evaluation of interventions for disease preimmand
control.

A major part of epidemiologic research involves collection of data from
individuals who will not gain any personal benefit and often may not have a
disease that needs treatment. There must be assurance that research risks
are minimal ad that the benefits to society are worthwhile.

Although epidemiologic research does not usually involve interventions that
may cause physical discomfort to eligible individuals, these studies still
NBIljdzANBE GKS AYRAGARdzZ f Qéncroach Vs thel vy R
AYRAQDGARIzZE £ Qa NAIKG (2 LINAGFOe | yR
harms such as embarrassment, strong emotional reactiand social risks

that need to be considered.

Consentproceduresin epidemiologic studies need not be ssingent as
those for experimental study designslowever, when the researcher
proposes selective disclosure of information to the participants, RieC
takes a closer look at the protocol and decides whether suchdisciosure
is justified.

Oftentimes, genetic and other biological materials are collected in an
epidemiologic studyRECsnd other appropriate authorities shall set the

conditions for the use of these materials beyond the epidemiologic
objectives.

Conflicts of interest in epidemiolog&tudies may not be as obvious as in
interventionresearchike clinical trials, but they do exist. Financial interests
and a researcher's ideological advocacy may affect scientific judgment and
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influence study results. For example, marketing of vaccineteireloping
countries may be based on the prevalence of a disease established in an
epidemiologic study or public health prograjrendmay be influenced by
ideologically driven epidemiology data.

Requirement for ethical review

1. Epidemiologic studies that aim to contribute to generalizable
knowledge shall undergo ethics review prior to start of the study.
Exemption from review is a decision made by an RECT{&étesearch
Ethics Review Process, p&f®

2. The ethical review of an epidemiologic study shall consist of the same
elements of review for other studies, namely: social value, scientific
soundness, fair selection of participants, favorable balancésksrand
benefits, validity of the informed consent process, protection of privacy
and confidentiality, respect for participants and protection of vulnerable
populations and appropriateness of thequalifications of the
researcher.

3. Collection of data by ugstionable means, such as deception, shall not
be condoned.

Scientific validity

4. The nature of the data and biological samples to be collected, the
method of collection, the population from whom the data shall be
collected, the method of data analysis shall all be as dictated by the
objectives of the study and basic statistical principles.

5. Expicit and detailed research protocols shall fully account for the
requirements for scientific validity.

6. Human participant protectiosthrough adherence to ethical principles
precedes that of science and society.
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Informed consent

7.

10.

11.

Researchers, iprinciple, shall obtain written informed consent from all
research participants prior to conducting any epidemiological study.
Researchers shall stipulate in their research proposals: a) how a study is
explained to the research participants involved, b)whinformed
consent will be obtained from the participants, c) and any other relevant
issues concerning informed consent.

In cases where written informed consent is impracticable, alternative
methods of obtaining consent (e,yerbal consent) shall be ergyed

as discussed in Guidelines fhliealthRelated Social Research (page
108).

Informed consent shall be obtained from parents or in their absence, a
legalguardianor legally authorized representative (LAR) collection

of data among children. The informed consent process shall ensure that
there is no basis to think thdhe participant would have dissented.

For individuals who are temporarily or permently incapable of giving

a valid consent (as determined by an appropriate assessment method)
for themselves, thd.ARcan sign the ICF, provided that the research
does not involve more than minimal risks to the participants.

Researchers may request famiver ofthe informed consent process if
the process is impractical and the research procedures entail not more
than minimal risk, for example:

11.1. Collection of information in the public domain. However, it
should be noted that communities differ in their digtion of
what type of information about individuals is regarded as public.

11.2. Review of medical records, if anonymity can be maintained and
if information sought is considered nesensitive (Data Privacy
Act of 2012). This means if a data set is succégsfu
anonymized and therefore, it no longer permits the
identification of the individual whom the data set pertaing to
it is taken out of the scope of the Data Privacy Act, and the
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12.

13.

14.

latter's provisions will no longer be made to apply to the
processing (e.g.review) of such data set (e.g., anonymized
medical records).

11.3. Exemption from the use of the standard form for informed
consent (e.g.non-disclosure of all the study objectives) may be
permissible if full disclosure of the study hypothesis could bias
the investigation. (For other criteria for exemption from the use
of standard informed consent form, see GuidelinesHealth-
RelatedSocial Research, pa@68)

Whenfeasible, debriefing of research participants shall be included in a
study that waived full disclosure. This may be done towards the end of
the study so the results may be disseminated to those involved.

In general, if the information is obtained by mearfsa questionnaire,
and adequate information has been given to the research participant,
there is no need for a written informed conse(waiver of informed
consent documentation)since answering the questionnaire implies
consent.

Appropriate consent fostoring biological material for research must be
obtained from the research participants. If the samples are to be used
for research are not covered by the original consentR&tshall decide
whether renewed consent is needed or if the analyses magidme on
anonymized samples. Details regarding the collection and storage of
biological material are covered in the document Bthical Guidelines

for Genetic and Genomic Research (pa§e).

Risks and benefits

15.

16.

The protocol shall clearly describe identified risks and ensure that these
are minimized by, for example, proper timing of interviews and
appropriate design of questionnaires.

Since individual participastare not always benefited by epidemiologic
studies, benefits to the community and society should be carefully
weighed against possible harms to individuals.
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Privacy and confidentiality

17.

18.

19.

20.

21.

Working with personal data is a privilege that calls for a highek=gf
data protection, especially in situations where data are used without
personal consent.

Researchers shall properly manage and protect the personal data of all
research participants in compliance with the Data Privacy Act of 2012
and its 2016 IRR.working standard for data protection that secures as
little risk of disclosure as possible shall be developed.

Data regarding income, personal habits, preferences, personal opinions,
political and religious inclinations, among others, may be considered
sensitive and will require consent prior to collection.

Researchers shall avoid identifying individuals or groups when release
of information about them can expose them to possible harm or social
stigma, unless required by law. This legal requirement ieailhcluded

in the information to be disclosed when soliciting informed consent.

Whereas, the general population can benefit from information required
for timely control or prevention, in no case, however, shall protection of
privacy and respect for coidentiality be waived. Removal of identifiers

or keeping to the minimum data that could identify groups shall be done
to avoid labeling or stigmatizing them. In cases where populations at risk
have to benotified, researchers have to ensure that risks @i
outweigh the benefits.

Sharing of study results with participants

22.

Important findings from the research shall be made available to all the
participants in a suitable form.

Compensation for participants

23.

Compensation commensurate to the time given aftbrt exerted for
participation is encouragedvhile taking care not to use this as undue
inducement.
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Management of conflict of interest

24. Researchers shall disclose all potential and actG8all including
involvement in an ideological advocacy relatedte research, all forms
of financial interests, and sources of funding when applying for ethical
clearance, obtaining informed consent from participants, and when
publishing or disseminating research results.

25. Potential or actual financial conflicts of @rest shall also be disclosed
when obtaining informed consent from research participants.

26. Researchers shall avoid entering into contractual agreements that
prevent them from publishing results in a timely manner.
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ETHICAL GUIDELINEEHRRRESEARCH USINRLOINE AND
DIGITAL TOOLS

Online and digital tools provide a relatively new platform for headétated
research. They present several opportunities, but also raise ethical issues,
especially in the informed consent process. Ambiguity in the determination
of risk arises from the mimal interaction between the researcher and the
participant. In Internet research, there is little means of gauging participant
characteristics (e.gage, and how participants are responding to the study.

In addition, there are issues that are associbteith data and personal
privacy, and access that are inherent in most Internet activities. While
ethical guidelines and standards have yet to be established for Internet
based research, researchers shall be mindful of these issues, and consider
current best practices to safeguard the rights of participants and protect
them from harm.

1. Researchers utilizing online and digital tools shall be guided by the
F2tf2Ay3 ljdzSaidArAzya (2 SyadNB (K
confidentiality is upheld:

1 How wil participants be recruited?

1 How can the requirements for informed consent be fulfilled?

T ' NB GKS AYRAGARdzZ ta ARSYUGATFTALFOf
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expectations of privacy?

9 Did individuals know or expect that records were being kept (versus
ephemeral or impermanent data)?

2. If individuals have reasonable expectations of privacy and
impermanenceof their online activities, then researchers may need to
take specific measures to inform the respondents and obtain their
consent to use their data for research, with the attendant protections
to their rights to privacy.

3. Soliciting the participation of mors shall be done with extreme care,
given that the researcher is unable to verify the age of the respondent,
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5.

6.

and shall include strategies for checking and ensuring parental consent.
Internet research involving minors should be limited to minimal risk
research.

Researchers and RECs shall ensure that research in the Intaryet
involves minimal risk or includes mechanisms that address more than
minimal risk Moreover, data collection via the Internet shall be justified
(versus other means).

Additional safeguards for maintaining privacy and confidentiality of
information shall be used (e.g., pseudonyms, modified quotes to
prevent immediate retrieval through search engines, encryption,
separation of data files for identifiers and responses).

The study tam shall include a member who is familiar with technical
issues concerning Internet security, including additional safeguards.
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ETHICAGUIDELINESORHEALTHRELATEBOCIAL
RESEARCH

The relationship between health research and social realitiesigraiotic

and complex one. First, all health research involving human participants are
conducted within a social context. Second, while health and heeltited
research encompass a broad range of academic disciplines and concerns,
social research not oplcovers a wide of social science disciplines but also a
host of interrelated but possibly conflicting theoretical and methodological
approaches, albeit even within a particular academic discipline. Not
surprisingly, these differences may in turn lead toetgences in ethical
considerations and requirements. Third, there are also such subfields in the
social sciencessuchas health social science and the sociology of health
where the intricate relationship between health and society are more
closely exanmed. Fourth, overlaps and divergences in the social sciences
notwithstanding, all social research involving human participants have
possible health and healttelated implications. Under thsecircumstances,

it is the responsibility of social researchdrs anticipate these possible
health-related ethical concerns and make the necessary referrals to relevant
organizations and agencies, if the need arises.

Notwithstandirg differences, health or healtfelated social research must
adhere to theGeneral Guidlineswhich are founded upothe principles in
the Belmont Report (1979)The aim of these guidelines is to encourage
researchers to think through the ethical issues that may arise during the
entire research process and to see how they can in utmost daal,
uphold the requirements of respect for persorsneficenceand justice
given the particular theoretical and methodological underpinnings of the
research from the preparation of a research proposal until the archiuitag
destruction or disposal ofaw research dataTo enable researchers to
further critically reflect on the above principles, the guidelines contain
references to ethics codes and legal norms relied upon as their basis.

Some theoretical perspectives and research methods make usdudtive
logic in order to produce or develop theories and hypsis in the course
of fieldwork. It willnot be immediately possible for researchers using such
methods to provide RECs specifically formulated research quesésmeell

as instrumentsandto identify all possible participants whom the researcher
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may encounter during the course of fieldwoRECs shall recognize that
using such perspectives and methods means allowing for flexibilities in
research design that allows modifications of topicude as the research is
carried out. Researchers using said perspectives and methods have to
periodically deal with ethical issues throughout the research process and
respond to different circumstances.

General Issues

While most ethical concerns in social research are basically the same as 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 controllestudies. 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 participantd &éme strategies

to mitigate them may not baseasily apparentas they go beyond physical

or health risks.

The relationship between the researchers and the people they study
involves an inherent imbalance in power in favor of the researcher. The
reseacher is more knowledgeable and has greater access to resources than
the people they are studying, especially if the sampt@pulation is a
marginalized group. There are opportunities to take advantage of this
imbalance when seeking to enter communities, useholds, and the
personal and social lives of participants.

The burden is therefore on the researcher to undertake measures to clarify
and balance the personal and political power of all stakeholders involved in
the study. An example of these measuresuld be to increase the level of
participation of the people being studied in designing the study or validating
the results of the study. Researchers shall likewise exercise care that their
research does not exacerbate existing inequities, including gepased

and classased inequities, and shall ensure that no group is inequitably
burdened with risks in research.
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Consent process

1. A prospective participant is given a voluntary choice to participate in a

study after being fully informed about th@ature, purpose, and
procedures of the study, and potential risks and benefits of
participation.

The researcher shall fully disclose information to the potential research
participants about the research that can serve as basis for their decision
to partidpate or not to participate. Information to be disclosed must
include specific details about the research procedures ,(#gig.number

of interview sessions and the length of time involved), foreseeable risks
and benefits, and how privacy will be safeguzatd

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 see to it that participants are aware that they can
withdraw at any time from the research. Reselagrs 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 being participants.

Where there is a psychologicalswcial intervention that is being tested
that is, as 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. Thie ierestall

any unwarranted assumptions of benefits of the social intervention,
which may induce individuals or communities to participate.

Undue coercion and influence

5.

The researcher must be mindful of implicit undue coercion to
participate in studiesand address this in the informed consent process,
such as in the following situations:

51. 2 KSy aitdzRSyda | NB aNBI dzA NEBRE
to be part of the subject pool; and other contexts wherein
participation in studies is gradedh such cases, studergball

llO| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANRHEBAHMRESEARCH 2017



be presented with alternative requirements or projects that are
equivalent in effort and merit to participation in studies. The
benefit of research participatiorshall not be so large as to
NEY2@S aitdzRSyidaQ FTNBSR2Y (2 ©

5.2. When students are enjoined or required to collect data for
faculty or for a class; to recruit a certain number of participants
for a grade.In such cases, students maye Ipressured to
circumvent the informed consent process to obtain a grade or
benefit in their classes. Studerghallbe trained and supervised
by faculty or senior researchers in the necessity of the informed
consent process, and the number of participargsruited must
not be the basis of a grade or class benefit.

5.3. Soliciting the participation of prisoners and other
institutionalized persons, or of indigent groupsrhe
marginalized status of these samples, and their restricted
autonomy, make them vulnerdd to coercion. Researchers
shalltake more care to uphold their autonomous right to decide
to participate in a study.

5.4.  Whenconsentor permissionis initially sought from individual
gatekeeperssuch as community leaders and ofilsi or from
collective decisioamaking bodies In addition to negotiating
I 00S&aa (2 GKS FTASt R tleKes@dmdrk &
shallsupplement thepermissionof collective bodies with that
of individuals, particularly where substantial sectors of the local
society areexcluded from collective decisiemaking but are
also researclparticipants(Association of Social Anthropologists
2011)

Research with Indigenous Peoples

6. The researcher must be aware of the special requirements and
considerations in conducting research with and obtaining informed
consent from indigenous peoples (IPs). Best practices in research with
IPs ensure that the rights of IPs are upheld, and that risearch
purpose, design, and methods are culturally sensitive, empowering, and
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beneficial to the IP community S€eGuidelinesfor Research among
Indigenous Peoples, padg24)

Waiver of informed consent

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

7.1.  Archival research involwy publicly available documents;

7.2. Research that usethe method of naturalistic observation
62F3iSy RSAONAROSR |a aO2@SNI¢
Naturalistic observation does not necessitate informed consent
if the activities or behaviors observed are public in nature such
that any person can observ@éégm without violating principles
of confidentiality or privacy;

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 (i.e., if
risks to participants ardéikely). Moreover, use of this method
requires that the researcher provide:

7.2.1. A thorough justification for the use of naturalistic
observation;

7.2.2.  Aplan for how the data collected will be useahd

7.2.3. A mechanism to ensure confidentiality and
anonymity of observed individuals and their data

Waiverof signed informed consent

8. Under the General Guidelines(page 10) informed consent is
documentedthrough a sigrature of the participant or his dner legaly
authorizedrepresentative(LAR)on the informed consent form (ICF).
Documented informed consent pde waived (with the approval of the
REC) if:
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8.1. 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

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

8.3. In caseswhere the documentationrequirement is waived, the
REC may require the researcher to provide participants with a
written statement regarding the research.

9. Under certain circumstances, it is appropriate to obtain informed verbal
consent. Participantscan be highly suspicious &rmal bureaucratic
procedures. Requests for signatures on printed forms can render
standard procedures for obtaining written consent problematic.
However, the process mustill be documented and witnessed.

Waiver of some elements of the informeahsent.

10. Some or all of the elements in the informed consent may be waived or
altered (with the approval of the REC) if all these conditions are met (see
Informed Consent Form, padd):

10.1. The researclpresentsno more than minimal risk; and

10.2. Thealteration will not adversely affect the rights and welfare of
the participants; and

10.3. The researchcannot be practicably carried out without the
waiver or alteration; and

10.4. The participants will be provided with additional pertinent
information after their participation (whenever appropriate).
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Withholding ofinformation

11. Withholding information in the informed consent process may be
necessary in order to control biasedsponses of participants (i,e.
demandcharacteristics; goodubjectphenomenon). This may be done
if:

11.1. It is justified by the prospective scientific, educational, or
appliedvalueof the study;

11.2. The risk isninimaland the potential harm is reversible;

11.3. Noequallyeffectivedesign or method can be used; and

11.4. Debriefing iperformedas soon as appropriate.
Consent of minors and mentally incapacitated persons

12. In the case of research participants who are minors, the consent of the
parent or guardian mustéobtained as well as the assent of the minor.
Such assent must be properly documented andavitnessed (See
Guidelinedor Research among Minors or Childreagel31)

In the case of potential research participants who are elderly, demented
persons, or other mentally incapacitated persons, there shall be
independent screening of their capacity to make decisions on their
involvement in the studySee General Guidelingggel0).

Community research

13. In communitybased research (e.gstudies involving social action or
participatory action research [PAR], community multi-comporent
interventions), community consenbr permissionshall be sought
alongside individual consent.

14. The researcher shall conduct proper consultation with community
leaders and stakeholders prior to initiation of the research. If relevant,
there shall be didosure to the community during consultations prior to
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15.

16.

data collection that observations will be done of particular public scenes
during the research. If itis a requirement of the research design that the
scenes and time of observation shall not be diedlgthe researcher
shall explain to the community why such prior disclosure could not be
done.

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

The researcher shall consider the customary or culturadlyed
practice of decisiommaking in the community while noting permissible
waivers or modifications of the informed consent process.

Management of risks and harms

17.

18.

19.

20.

21.

Researchershallensure that risks of harm to the research participants
in their study are minimized.

In research protocols where risk is not completely eliminatad
mitigated, the benefits of conducting the study must clearly outweigh
these potential risks.

The researcher shall consider the overall benefit of conducting the study
as well as the specific need and benefit of asking each question or item
in the reseach instruments. The need to know or ask the questions or
items (e, 1 KS NBaSINOKSNEQ LINA2NARGASaE
welfare of the participants and their right to privacy

The protocol shall include referral and reparation strategies where there
is potential or actual harm. These must be concrete, specific, and
realistic, and not general statements.

The researcher shall have the necessary expertise and competency to
undertake the study (e.g., training and/or experience in the use of the
specificmethod and on the subject matter). Competency shall also
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include sociocultural sensitivity to the population and community under
study, and awareness of the ethical issues involved.

22.When the research causes psychological stress to the research
participarts, there shall be provision for debriefing or counseling.

23.In case unforeseen situations aisluring the study that requiréts
temporary or permanent cessation, researchers shall discontinue the
study completely or resume it when the risk of harm isatasonable
level. Researchers shall undertake appropriate measures to prepare the
research participants or community for exit of the study.

24. The researcher shall report to the REGYy increased levels of risks or
harmsl YR F g+ A G KS towdhtingriy orimikiid chBges INR
in their procedures, unless such changes are necessary to prevent
immediate harm to the participants.

25. The table below shows examples of risks and corresponding protection
strategies that may be incorporated in a socialeace research
protocol:

RISK EXAMPLE

CATEGORY!| OF RISKS EXAMPLES OF PROTECTION STRAT:

Inclusion of rest breaks in the protocol;

Physical Fatigue supetrvision of a physical trainer

Procedures to safeguard confidentiality
Social Stigma of data;de-identification of materials
and data at soonest possible time

Friend or spouse can accompany
respondent; referral protocol for follow
up psychological support if needed

Emotional

Psychological Distress

Disclosure of
Legal illegal drug
use

Obtain legabafeguards to protect
confidentiality of data; referral protocol

Loss of job or | Confidentiality of data (nowlisclosure to

Economic
advancement | employer)

26. Risks to researchers shall be identified in the protocolthedroposed
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27.

management of such shdlk a consideation for ethical approvalThe
researcher shallinclude a report onnegative events (e.g., sexual
harassment, physical threats, stalking)its progress and final reports,
to the REC

The institution shall compile a list of reportable negataxents(RNES)
aspart of its research safety monitoring and management program

Access to services or benefits

28.

29.

30.

31.

32.

33.

Researchers shall endeavor to protect and promote the safety and
interests of theindividualor communityparticipants Researchers shall
include in the proposal a description of how the benefits of the study
will be shared with the study population.

In carrying out experimental or quaskperimental research, access to
services or begfits provided to the experimental group shall also be
provided to the control group (if such services or interventions were
found to be positive). If the intervention is a benefit at the same time
the experimental variable, the withholding of the intervem to the
control group shall only be for the duration of the experiment.

In community intervention research, researchers shall maximize the use
of participatory processes so that the group or community can
participate in deciding on how benefits can decessed or shared.

In the matter of possible commercial use of output, benefit sharing shall
bediscusseavith the participants during the solicitation of conseahd
shall be based on current good and legal practices.

Researchers shall includetime proposal how the research findings
report will be shared with the people being studiaftier data collection.
Researchers shall endeavor to inform the research participants or
community they studied about their research findings. The findings shall
be presented in a language and style that is understandable to them.

Potential legal repercussions in the researédr both or either the
researcher and research participanshall be carefully identified in the
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study proposal, and steps undertaken moitigate or eliminate such
repercussions.
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ETHICAL GUIDELINES FOR RESEARCH IN MENTAL HEA

A quick survey of current research in mental health revealed a rich variety
of research projects like anthropological studies on mental iliness, an inquiry
into the common language for mental health symptoms and manifestations,
clinical drug trials including pharmacogenomics, the determination of
effectiveness of psychosocial interventions in drug abuse and - post
traumatic or aftermath of violent experiences, estadiiment of a national
clinical registry for mental iliness, the derivation of a of a Filipino diagnostic
manual for mental iliness, various association and causative genetic studies,
and development of programs that support mental health. Mental health
research involves the young and older persons, for the whole range of
normality and iliness, and different sexual orientations.

Mental health research may be described as positivistic or
phenomenologicaln approach and includes both clinical and roimical
studies that involve different disciplines (e.g., anthropology, psychology,
sociology, psychiatry, genetics, pharmacology, philosophy, and the like). It is
conducted in various settings including health care facilities,-$taading
clinics, schools,ral in communities where mental health interventions are
planned or done.

While most ethical concerns in research involving human participants are
similar to those recognized in other research areas, there are unique issues
challengingmental health researh, with particular issues found in the
Philippines. Foremost is the usual exclusion of persons with poor insight,
thus creating a selection bias and introducing a limiting factor in the study
conclusion. There are certain difficulties in clinical druagl fprotocols like
when the inclusion criteria require the selection of patients who are actively
psychotic, who need immediate medical attention and cannot undergo the
usual washout period, and the risk of suicide among patients who are
recovering from depession, as an effect ahninvestigative new drug. There

is also conflict between giving the current acceptable standard of care, when
the drug trial excludes psychotherapy. There are certain interventions in
mental health research where blinding is noeasible, like when
psychotherapy is in one of the research arms. Further, there can be legal
issues when dealing with reportable crimes (e.g., illegal drug use, domestic
violence, etc.).
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Fundamental to mental health research is the use of mental healtastr
behavioral scales. These are clinical or behavioral scales that have been
developed, validated, established, and licensed in Western countries. There
is a perceived lack of validated translations, both conceptually and
culturally, for Filipino partipants. Mental health organizations are thus
urged to translate and validate internationafpurced clinical/behavioral
scales such that they are conceptually and culturally applicable for Filipinos
and, thereby, be able to contribute to global mentaldtib knowledge and
policies.

Methodology

1. The researcher shall develop ways and means, other than blinding, to
promote objectivity of data collection. One way is for the observer or
assessor to be uninformed (assesktind) about the intervention.
Another is for the control and experimental groups to be geographically
separate so that there is no contamination of data observations.

Selection of participants

2. All persons, regardless of mental health status and place of care, who
will potentially berefit from the knowledge generated in the proposed
mental health research, shall be considered as possible participants.

3. Exclusion of certain groups of individuals because of their lack of
capacity (e.g., poor insight) to provide a valid informed consemioi
fair especially if the study can generate benefits to the individual or
group. This incapacity is addressed by a proxy consent (LARS), while
continuing to exert effort to obtain thé y R A @ ikhferaed fcddsent
when the individual's insight improves

Informed consent

4. Researchers need to determine the best way by which consent will be
obtained, and continuing participatiowill be ensured from a person
who has difficulty with written or oral communication, cognition, and
emotion.
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5. Informed consent is a continuing process and the mental health
researcher must base his or her assessment of the deciscamacity
of the potential subject on established tools or instruments.

6. Proxy consent based on best interest shall be obtained fiohRRs
whenever there is doubt. The involvement of LARs in the informed
consent must be properly documented as required by law, such as, The
Family Code of the Philippines@2209).

7. In cases where the decisional capacity is not a permanent disability, the
researcher shall endeavor to obtain the informed consent during
moments of rationality.

8. Researchers must take care to clarify the purpose of the study in order
to address participants' desires for therapeutic outcome, social contact,
or practical help.

Confidentiality

9. Confidentiality is the responsibility of the person with whom this private
information was given. However, when the right to safety of another
individual is infringed, the policy of right to privacy may be breached.
This happens, for example, when the ptarharm another individual is
unearthed during an interview, or in the data interpretation and
analysis. The researcher shall exercise due diligence in determining
whether such findings justifies breaching of the privacy of the
participants.

Special gudelines in clinical trials

10. In clinical trials, the protocol shall include a rescue strategy or rescue
medication including a close monitoring strategy (that may include
hospitalization) in order to look after the safety of the subject patient
during a wah-out period where there is a risk of exacerbation of
symptoms and heightened risk of adverse events. This requires that the
clinical trial site has the capability to manage serious adverse events.

11. Investigators involved in clinical drug trials for ragement of
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12.

13.

14.

15.

depression shall include the risk of suicide among the enrolled patients
in the orientation and training of the research staff, and in the
arrangements regarding patient care. For example, the investigator shall
weigh his or her options for ougiient or inpatient observations and
the need for rounedthe-clock monitoring and observation.

Clinical trials of drugs for mental illness where standard care includes
psychotherapy shall be designed, such that a psychotherapy regimen is
clearly describednd is included in the protocol for both the control and
the experimental. Nosinclusion of the psychotherapy regimen must be
justified, and clear clinical metrics be put in place to monitor early signs
of deterioration.

The investigator and the REC sludarify the nature and extent of care
for clinical trial participants at the end of the trial period. Arrangements
for continuing care shall reflect fairness, as an important ethical
principle in research.

Pharmacogenetic studies that usually ride dimical drug trials shall
have a separate informed consent process and a separate form for
signature of the patient or the LAR.

Studies on genetic causation of and susceptibility to mental illness shall
be carefully conceptualized, and the limits in fnéerpretation of data
seriously considered and analyzed. Genetic counseling must be in place
before embarking on these endeavors.

Communitybased research

16.

Research conducted in specific communities that have implications on
the general mental health othe constituents and their possible
stigmatization must be avoided, unless there is a strong justification for
it. The justification must be weighed against the risk of harm for the
present and future members of the community.
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Research where illegalctivities may be encountered

17. As much as possible, unless the objectives of the study significantly
address problems related to illegal activities, such studies shall be
avoided by researchers. However, if the benefits to society are
commensurate with theisks, proper and adequate consultation with
the law and police authorities shall be done prior to its implementation
to protect both the researcher and the participant.
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ETHICAL GUIDELINES FOR RESEMNRQILYING
INDIGENOUS PEOPLES

There are challenges the use of mainstream standards or guidelines
when indigenous peopféindigenous cultural communitiefPYICC$ are
involved as research participants. The composition, standards, and
procedures oRECgpose problems when IRCCethicsarenot represened
because there may be norms and practices that could be inconsistent with
existing research ethics guidelines.

The PHREBRand the National Commission on Indigenous Peoples (NCIP)
agreed on a Memorandum of Understanding in 20(p&ge 186) that
described the level of coordination about the ethical review of research
conducted inIPsACG. It specified that the research protocol must first
undergo a preliminary evahtion by an REC, and if found acceptable, the
REC shall endorse the same to the local or provincial NCIP authority which,
in turn, will evaluate the protocol using NCIP requirements and processes.

If found compliant and satisfactory, the protocol will gézen an NCIP
clearance. The clearance is to be used by the REC as basis for issuing the
final ethical approval.

Oversight considerations

1. Indeliberations on research involving special populations by an REC, the
following considerations shall becluded:

1.1. Social and cultural needs of thesiCG;

1.2.  Clarification of the various roles of different stakeholders such
as the sponsors, researchers, and volunteer workers and
identification of potential conflicts of interest;

1.3. Compliance with existing national and local regulations and
international guidelines relevant to the protection of rights of IP
populations and establishment of a monitoring mechanism to
ensure that the guidelines are complied with such as the:

f Indigenod t S RiglitsSAat QPRA) of 1997 (83Y1);
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1  United Nations Declaration on the Rights of Indigenous
Peoples (UNDRIP);
1  Convention on Biological Diversity (CBD)

1.4. Access to anember, advocate, or representativaf IPs/ICCs
who has a good understanding dieg nature of indigenous
knowledge and its means of expression;

1.5. Recognitiorof the right to selfdetermination of thelP, and

1.6.  Recognitiorof the membersof IPs/ICCas partners with equal
rights in the research process.

Informed consent

2. Research involving IPs/IQ@astcomplywith standard elements of free
and prior informed consent (FPIC), such as capacity to consent,
disclosure, comprehension of information disclosed, voluntariness, and
signification of consent, both oral and written,ncluding a
memorandum of agreement with the community, as needed; with
special consideration for IP values and concepts.

3. Obtaining informed consent involves two interrelated processes: (a)
obtaining theFPIGf the community for the study to proceednd (b)
individual consent to participate. The first is requiredByICCdor the
second to proceed.

4. Whereas llance must be sought betweetommunity approval and
individual informed consent, the forme&amot overridethe latter. If a
member of thecommunity feels compelled to consent because the
communityhas already approved the study, then such autonomy may
be regarded as compromised. Howevercdmmunity approval was
arrived at after several community meetings, discussions, consensus
taking, whee members freely participatedhe communityapproval
YIed 6S NB3IFNRSR da GKS NBLNBaSyil
OFasSz GKS 3aINRdAzZIQa RSOAaA2Yy &aldNBy
violates individual autonomy.
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5. Community consultations arrequired for approval to conduct the
study prior to approaching individual members for consent. Community
consultations will provide the opportunity to the researcher to learn
culturally appropriate ways of soliciting individual consent, and at the
sametime, to explain the rationale for individual consent. This may
require iteration of the informed consent process to truly reflect
community consultation, which the research budget should allow.

6. Securing free and prior informed consent shall be in adherence to the
processespecified under the IPRA and if possible, with the presence of
NCIP members.

7. Other documents may be required in addition to ttandardinformed
consent form (e.g., IPRA douentary requirements such as a
memorandum of agreement with the community).

Competence of researcher

8. The researcher must be familiar with the culture and preferably with the
language of the indigenous people being studi@te researcheshall
approach he IPsICG, seek informed consent, develop a culturally
sensitive research design, and conduct a study that does not violate its
tradition, while respecting individual autonomy.

9. The researcher shalllentify the appropriatecommunity members to
consult for specific research problems.

10. Competence of researchers to conduct the study shall be assessed as
part of the ethical review process. The researcher may be requested to
appear before the REC that is processing the application facadth
clearance, andnanifestrequired competence.

11. The researcher shall ensure the protection of confidentiality of research
materials andresults including those that may be deemed proprietary
by the community.

12. Researchershall familiarize themselves with the procedures forpre
termination. A researcher shall pterminate a research project when
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the welfare and rights of thtPsICGare compromised.
Respect for traditions

13. The researcher must demonstrate knowledge appreciation ofthe
traditions of IPs/ICCgshrough the inclusion of an appropriate social
preparation phase of the study.

14. The researcher shall acknowledge and maintain respect for elders,
which is a highhyalued tradition inlPsACCs. The tradition undssores
the rationale why communities would not participate in a study without
the approval from elders for the study to commence. Ignoring or
bypassing the elders disrespects the traditmfiPs/ICCqSee informed
consent above)

15. The researcher shall rgsct sacred places and rituals, including request
of communities to conduct rituals, as part of the decisinaking
processof IPs/ICCwhether to allow the study or not.

16. The research design shall not violate traditional practices. Methods, like
field obsrvation, could potentially trespass certain sacred places or
taboos. Researchers should use alternative methods, and if there is
none, to explain why field observation must be done and how the
benefit outweighs the risk of harm that these methods couleate.

Addressing vulnerability, risks, and safety

17. Risks and harms to normal populations shall be included in the risk
benefit assessment.

18. Special attention shall be given to the vulnerability of/I@8s It is
essential that procedures for informedconsent taking and
arrangements for benefit sharing consider this vulnerability.

19. Care shall be exercised in disseminating information that could be used
by vested interests in exploiting IP resources or violating their traditions.
The community should ceent to the dissemination plan and the
information to be disseminated.
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20. Risks to biodiversity must be examined, specifically whether the study
poses risks of destruction of the biodiversity or alteration of the ecology
in IP land.

21. The study shall take iatconsideration requirements for the protection
of biodiversity already contained in the Guidelines for Herbal Research
(page82), as well as other pertinent legislation.

Benefit Sharing and Ownership

22. The research plan shall include explicit description of access and benefit
sharing and describe how the researchelt emsure that thecommunity
will have access to or get a fair share in whatever benefits will accrue
from the study.

23. Information about access and benefit sharing shall be disclosed during
communityconsultations and solicitation of individual consent.

24. Access and benefit sharing agreements shall be formalized as
stipulations in a contract or memorandum of agreement between the
IPsICGand other parties.

25. Researchshall comply with Philippine laws on the transport and
protection of indigenous materials.

26. Results of the research project shall respond to the needs ofRAEC
and presented in a manner that is useful and accessible to its members,
and in a language fully understaaiole to the communityThe research
results shall be presented to theommurity members prior to
publication or presentation in various research forums; with their
comments taken into consideration in the development of the final
report.

27. In case communitie®or parties other than the study communitgnake
an ownership claim on #nknowledge (and on the benefithlom the
study, the researcher shall undertake separate consultations and
negotiations with these parties or communities.
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28.

29.

30.

Sponsors or funders of the research shall comply with all access and
benefit sharing agreements, drthis compliance should be made part

2 ¥ 0dKS NBEaSINOKSNDa adF1SK2ft RSN
researcher shall provide theommunity with the names and contact
details of groups or institutions or individuals who can assist them in
ensuring theirights in the agreement.

Dissemination and communication plans of the research shall include a
protocol for informing thecommunityabout the findings or outcomes

of the study. A noriechnical summary of the research findings, written

in their languageshould be provided to theommunityat the end of

the study.

IP/ICC ownership of traditional knowledge shall be acknowledged in any
report in any medium.

Role of the Research Ethics Committee

31.

32.

33.

An REC that processes the ethical clearance of reseavofving IPs

must have adequate understanding of the application of the
AYyaiaNdzySyda OAGSR Ay GKS ah@SNA.
guideline (see 1 above). If necessary, the REC shall invite an expert to
assist in the review of the study.

Experise of the REC could be enhanced by the presence of articulate
and empoweredIP/ICC representatives who genuinely embody the
interest of the indigenous peoples to be studied. Empowerment is key
because without it, thelP/ICC representative could be aweddan
inhibited in the presence of professionals in the REC.

If an indigenous expert is available, there shall be a preference for this
person to inform the decision of the REC, in which case, the REC should
consider using language that is familiar to thdigenous expert during

its deliberations.
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Approval of Protocol Amendments

34. Any change in the approved protocol shall undergo the approval process
of the REC and the ICC.
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ETHICAL GUIDEES FOR RESEARSMOLVINGAINORS
OR CHILDREN

& a Ay 2 Nfeksond udder 18 years of age and the term may be used
AYGSNOKEFy3ISIote gAGK GKS GSNY aOKA

Republic Act No. 6809 places the age of majority at 18 years of age at which
time the person is emancipated from parental authority, and is considered
Glid2z t ATASR YR NBalLlRyaAiofS FT2NJ I|f
contracts on their own, or sign tHEF

Pediatric practice, on the other hand, includes patients who are more than
18 years though under 19 years old. The practice means thatafiedi
research may include patients who can already sign the ICF on their own,
without requiring parental consent.

Assent is the manifestation of the agreement of a minor to participate in a
research or clinical trial. The assent may be in the oral dtemrform.

Minors are considered as belonging to a vulnerable population.
1. Research involving minors is justified when:

1.1. The research cannot be carried equally well in adults; Examples
include research on pediatric cancer, systemic lupus
erythematosus, dolescent depression, childhood abuse,
526y Qa4 &a@YRNRBYSI IY2y3 20KSNE
adults who had these illnesses in their childhood will not elicit
accurate results.

1.2.  The purpose of the research is to obtain knowledge relevant to
the healthneeds of children.

Requirement for permission from a legally authorized representative
2. A parent or legally authorized representative (LAR) of each child shall

provide the necessary consent for participation of the minor. In default
of parents or judicidy declared guardians, this order of authority shall
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be followed:
2.1.  Grandparents;
2.2. Oldest sibling over 21 years of age, unless unfit or disqualified;

2.3.  Actual custodian over 21 years of age, unless unfit or
disqualified.

3. Where the parents are both of min@ge or themselves incapacitated
G2 SYGSNI O2yiNY OGasz 2N IA@GS 02y
research, the guidelines on medical treatment of such a child may be
FT2{f26SR gKSNBoe& | GKANR LI NIé&
grandparentsphysician, or the hospital administrator, as in emergency
cases).

Requirement for assent

4. Aside from the informed consebking requiredrom LARsassent from
minors must also be obtained. Thufe protocol must include the

procedure for obtaining themA y 2 a¢&e@t. TheminorQa | A4Sy

participate in the study shall be obtained without coercion.

5. At any age, any sign of dissent shall be observed, and children who
dissent must not be recruited to the study.

6. The manner and fan by which aninor provides his oher assent shall
be as follows:

6.1. If the minor is under 7 yearsld, noformal assent whether
verbal or written,is neededaslong as there is no manifestation
of dissent.

6.2. If the minor is 7 to under 12 yearsld a verbal assent is
acceptable. Documentation of the verbal assent is required.
Documentation may be in the form of a written description of
the processaandwitnessed.
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6.3.

6.4.

If the minoris 12 to under 15 yeassld, heor she shall gin a
simplified Assent Form that is different from the Informed
Consent Form which the parents or guardians sign. The Assent
Form shall have been reviewed and approved by the REC. The
decision to have an Assent Form for participants below 12
yearsold ress on the REGSee Appendix L: Informed Assent
Template)

If the minoris 15 to under 18 yeassld, he or she can sign on
the same informed consent document signed by the parents.

7. AminorQa NBFdzalf G2 LINIAOALIGS 2NJ
respected.

8. LYT2NXNIGA2Y 2y (KS &addzReée (2 o6KAOK
GSN¥a adzOK |a aNXaShkNOKzZ¢é aaidzR
STFSOGz¢ ag2fdzyil Neé¢ akKltt o068 SE
child understands for purposes a$sent and dissent.

Determining the age of the child

9. The age of the child shall be determined by documentary evidence as
follows:

9.1.

9.2.

9.3.

9.4.

/ K A birkh @adtificate;
| K A bapRti€ndalcertificate;

Any otherpertinentdocuments such as, but not limited to, the
OKAf RQa aOKz22f NBO2NRax RSyl

In the absence of all of the above, competent testimonial
evidence may be used.

10. In case of doubt as to the age of the child, after all measures are
exhausted to determine it, the age shall lEsolved in thebest interest
of the child
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11. Assent presupposes that the child is mentally and physically capable of
understanding what study participation entails. However, a competency
examination of a childnotu proprioor by request of a party, shdle
conducted when there exists substantial doubt regarding the ability of
the child to understand the nature and consequences of giving assent.
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ETHICAL GUIDELINES FOR RESEROIYIN®LDER
PERSONS

The Philippines needs to prepare for the burgeonpugpulation of older
persons. The population of those who are 60 years and above has grown at
a very rapid rate, increasing from 2.4 million in 1980 to 5.4 million in 2007,
comprising 6.2 percent of the population. The older population is projected
to increase rapidly in the future. By the year 2025, 10 percent of our
population will be composed of senior citizens, at which time the country
will be considered an aging society by UN definition (assuming that the
mediumterm assumptions of the Philippine poptilon projections will hold
true). However, there is inadequate representation of older persons in most
research including, but not limited to, biomedical, clinical, seocio
psychological, and epidemiological. It is therefore appropriate to
recommend the inlusion of older persons60 years and older, frail,
ambulatory, homebound, and institutionalizedn research.

There is a need to differentiate between legal competency and the capacity
to make researcinelated decisions.

Ethical challenges in research alder persons include the following:

1. Variability of health status and functional capacity among the young old
(60 to 69 years), middle old (70 to 79 years), and the oldest old (80 years
and above). This implies that researchers will need to design pristoco
to take into consideration such variability and disaggregate data
during the stage of data analysis. In drug trials, the presence of multiple
chronic diseases and polypharmacy (intake of five or more drugs) need
to be considered as potential sourceé drugdisease, druglrug, and
drugresearch participant interactions, leading to adverse drug events.

2. Physical and sensorial disabilities such as blindness, deafness, and
mobility problems may inappropriately exclude such persons from
needed participatn in research.

3. Neurological and psychiatric illnesses that affect mood, movement, and
cognition are accompanied by challenges in obtaining informed
consent.
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among persons with chroc, debilitating, and incurable diseases may
be unrealisti¢ such that the research activities may be regarded as
bringing cure, rather than alleviation or stabilization of disease or
disability.

5. An increasing number of older persons living in loegn care
institutions, or homebound, may be inadvertently excluded from
participating in research, leading to recruitment bias.

6. Socieeconomic demographic characteristics may render the older
persons more vulnerabland may affect their participation in rearch.

Inclusion of older persons in research

7. Older persons with different health and functional status, including
those who are terminally ill, regardless of venue of care, who will
potentially benefit from the knowledge generated shall be represented
in research.

Informed consent

8. Researchers must be careful to clarify the purpose of the study to
FRRNB&da LI NGAOALIyiaQ RSaANBa 210
practical help.

9. Researchers need to determine the best way by which consent avill b
obtained and continuing participation be ensured from a person who
has difficulty with written or oral communication, mobility, cognition,
and emotion.

10. Researchers must be on the leokt for cognitive, psychiatric, and
functional problems common amoradder persons that may affect their
capacity to give informed consent. But these shall not necessarily
exclude them from participation in the research.

11. In the event that capacity for an informed consent is doubtful, a
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12.

cognitive assessment shall be donbkefle are several tools that may be
used to determine decisional capacity. To assess cognition, the
't T KSAYSNRA 5AaS8SHaS 1 aa20ALGAz2y
GKS dzaS 2F cCc2ftadiSAyQa aa{9 6al02N
drawing test (score4/4). To assess functional capacity, ADAP
recommends the wuse of the Adaptddinctional Activities
Questionnaire (AAQ). The researcher may also use the following guide
to determine competency:

1 LS1: the research participant knows that he or she is fagdda
choice;

1 LS2: the research participant has the capacity to make a
reasonable choice comparable to that of a normal person;

1 LS3: the research participant is aware of the emotional
consequences of his or her positive or negative choice;

1 LS4: the resarch participant is able to provide reasons fordris
her choice;

1 LS5: the research participant has the capacity to understand the
meaning of the information and the treatment situation.

No single tool is sufficient in determining ability to consenheT
NBEaSINOKSNRa Of AyaAOlt &2dzR3IYSyidx
utmost importance.

In the absence of capacity or competency to provide informed consent,

a legally authorized representatives (LAR) may provide consent on
behalf of the research p#cipant, using the substituted judgment or
best interest standard. Persons with movement disorders, such as

t I NJAyazyQa RAaSIFaS 2N AaGNR1SZI Y
mark rather than a signature.
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Design of research

13. It is recommended thathe research design consider representing the
various subgroups such as age, gender, secanomic, and functional
status.

14. A thorough list of chronic diseases, prescription drugs, over the counter
drugs, and supplements will help determine potential &oiverse drug
events, which is especially relevant in clinical trials.

15. The protocol shall include safeguards that are proportionate to
impairment and experimental risk and benefit.

Conduct of the research

16. Involve LARs and primary caregivers in all phasd¢ise research. This
may entail regular, weekly communication between the study staff and
the primary caregiver.

17. The research participant has the right to withdraw from the research, at
any time, during the conduaif the research. The LAR arekearche
must be sensitive to signs of dissent from the research participant,
especially those with communication problems. Dissent must be
respected.

18. The researcher shall ensure that the study compensation will directly
benefit the research participants.

Disseminationof researchoutput

19. The researcher must ensure that the research participants (with special
attention to those who are institutionalized, homebound, or those who
have communication and mobility problems) are informed of the result
of the study.

20. Reports of study results that are communicated to older persons must
be in the form that is easily understandable to the participant.
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ETHICAL GUIDELINES FOR RESEARCH INVOLVING
MILITARY PERSONNEL

Military organizations have their own culture atrddition that is rooted on
discipline, obedience, and value for training.this contextresearchmay

be expected toaccord substantial consideration for the nature of the
hierarchical or superiesubordinate relationship in the military, based on
GK808&& TFTANRG 0ST2NE.Thug stidiedLavebdddrell y ¢
vulnerable inthe context ofhealthresearch

1. Involvement of soldiers in a research framed within the above military
tradition must be justified by any of the following reasons:

1.1. Thestudy pertains to a special concern of military personnel;
1.2.  Thestudywill provide direct benefit to military personnel; or
1.3.  Therisk entailed is minimal.

Recruitment andenroliment

2. Officers shall not influence the decision of their subordinates.

3. Officers and senior nenommissioned officers shall not be present at
the time of recruitment of the subordinates.

4. Officers and senior nenommissioned officers shall be recruited
separate from the subordinates.

Informed consent
5. Special protection musbe accorded to military personnel to ensure
that the informed consent process is truly voluntary, free from undue

influence or a coercive presence or intimidation from superior officers.

6. Researchenofficers shall not to be in military uniforms wheibtaining
informed consent.
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ETHICAL GUIDELINES FOR RESEMNRQOILYINGPEOPLE
WITH DISABILITIES

Any research involving human participants is ethically bound to be done in
a manner that respects the human rights of the concerned individuals. With
respectto persons with disabilities (PWDs), the UN Convention on the Rights
of Persons with Disability has made it clear that these human rights include
the respect for the inherent dignity, individual autonomy, and
independence ofpersons In ethical review ofasearch involving PWDs,
other core principles in Article 3 of the UN Convention, such as equality, full
and effective participation and inclusion in society, respect for difference,
and accessibility must be addressed.

Under the Magn&arta for DisableBersons (RA277), disabled persons are
those persons suffering from restriction or different abilities, as a result of a
mental, physica) or sensory impairment, to perform an activity in the
manner or within the range considered normal for a human being.
Impairment may be any loss, diminution or aberration of psychological,
physiological, or anatomical structure or function. Any research protocol
would therefore have to address and accommodate the nature and type of
disabilities of the intended researclagicipants.

The general principles in research involving persons with disabilities, as
enumerated, are not any different from those involving persons without
disabilities. Howevel is the depth of sensitivity to the PWD situation, and

the representation of this population in the collection of data that spells the
difference.PWDs are classified as vulnerable participants, and the informed
consent process shall ensure freedom frommpaulation and coercion; with
ALISOALE O2yaARSNIGAZY (2 GKAA LI Lz

1. The wellbeing of the PWDs participating in research, involved in or
affected by the research process shall be promoted at all times.

2. Thedignity, autonomy, equalitgnd diversity of all the persons involved
in the research process shall be respected.

3. The researcher shall respect the PWDs freedom to choose to participate
or not, and protect their privacy and the confidentiality of their personal
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information.

Respecting autonomy means that PWDs who participate in a research
have the right to make their own decisions regarding participation in the
research process.

Participation of PWDs in research

5.

If research involving humans is to be truly representatisi? should

be equally eligible to participate as research participants, and the
protocol shall describe the necessary steps to facilitate such
participation.

The diverse nature of research means that the various ways of including
PWDs need to be assessedorder to decide which one is appropriate
for a particular study.

The researcher shall consult with PWDs or their representative groups
regarding the research topic, research questions, and research design.

Disability awareness and sensitivity training

8.

Researchers and the research staff shall have disability awareness
training (or equivalent qualifications) in preparation for the
implementation of any research conducted with this population.

Facilitating participation in research of PWDs

9.

The researcer shall endeavor to address the needs of research
participants with visual, hearing, speech, cognitive, or other physical
impairments in order to facilitate participation in research as follows:

9.1. Use oflargeprint materials or audio tape for people with vision
impairments;

9.2.  Provisionof easyto-read materials or interpreters for people
with cognitive impairments;
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9.3.  Facilitationof interviews through ligreading, written materials,
or sign language interpretatn for people who have hearing
impairments; and

9.4. Use ofphysicallyaccessible venues during interviews or focus
group discussions (FGDs).

Dissemination of research findings

10. The researcher shall ensure that research participants and disability
groups ardncluded in the dissemination of the research findings.
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ETHICAL GUIDELINES FOR RESEMNRQOILYINGPEOPLE
LIVING WITH HIV AND AIDS

HIV and AIDS research encompasses a wide range of research activities tha
include basic research on the infectious agent and its effect on individuals,
clinical trials on vaccines and other therapeutic protocols, and investigations
on the psychesociacultural aspect of HIV and AIDS. The basic principles of
research ethics shall, therefore, apply in all these activities as they apply to
other health research activities. However, RECs, researchers, and funding
agencies shall pay special attention to theuss of justice and respect for
groups and individuals affected by HIV and AIDS, as their condition gives
them distinct vulnerabilities because of the sensitivity of reproductive
health issues.

In the preparation of the protocol, the researcher shathploy measures
that increase the level of participation of the PLHIV being studied.

Recruitment of participants in the research usually involves members of the
most-at-risk-population (MARP) (e.g., commercial sex workers and men
having sex with men) whaay be difficult to identify because of social
marginalization. The accuracy of epidemiologic data is very much dependent
on the integrity of recruitment and the resulting estimation of denominators

in prevalence and incidence reports.

Nevertheless, therecruitment process shall be sensitive to the social
implications of being identified as a person that is possibly HIV positive or
with AIDS. Specific mechanisms to protect the privacy of individuals shall be
described and put in place in accordance witie tprovisions of the
Philippine AIDS Prevention and Control #fc1998 (R/A8504).

Recruitment process and informed consent
1. The protocol shall describe the recruitment process, in detail, including
mechanisms to avoid double counting through interlockiaf area

groupings.

2. In nontintervention or observational studies, where the written consent
may serve to increase the possibility of identifying the person with HIV
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and become a permanent record, verbal informed consent can be done,
as long as it is wiessed and properly documented with appropriate
andspecific codes.

Special attention shall be given to the potentially sensitive nature of the
information to be extracted from the research participants and, if
applicable, the necessity of undergoingldiV test.

LG Aa AYLRNIFYd G2 RSGSNXYAYS GKS
2F GKS GSad NBadzZ 6z GKS GSadqQa N
her sexual partners and life style, if found positive.

The research participant must also indormed that he or she is free to
withdraw from the study anytime.

Pre- and posttest counseling

6. Pre and posttest counseling shall be put in place as part of the research

protocol; conducted in private by wellained, culture and gender
sensitive reearch personnel.

Standard of care

7.

In an interventional study, the control group shall receive the standard
of care accepted by the larger community. It is not acceptable to subject
the control group of affected individuals to placebo treatment or be
withdrawn from the current mode of treatment before the start of the
study.

Research benefits

8.

Special effort shall be exerted to make the beneficial findings of the
research project accessible and available to participants under
reasonable circumstances.
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Use of research data

9. Special care shall be applied in the public use of research data and the
publication of reports so that participant groups are not further
stigmatized or become targets of blame. Reports shall be carefully
examined for gender anculture bias.
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ETHICAL GUIDELINES FOR RESEARCH INVOLVING
POPULATIONS IN DISASTER SITUATIONS

Disasters may have lingering physical, social, and psychological
consequences, including chronic poverty, deprivation of basic needs,
violation of basic rights, ulnerabilities, and a pervasive sense of
hopelessness and disempowerment. These guidelines refer to research
conducted among populations that have experienced extreme forms of
stress due to natural calamities (e.g., floods, earthquake, fire, etc.), armed
conflict, or other forms of violence.

Research involving populations in the aftermath of emergencies and
disasters must be guided by principles in consonance with the practice of
humanitarian assistance and work with vulnerable groups, in general. Of
relevance are universal humanitarian imperatives of alleviating human
suffering, preserving human dignity, as well as protecting and respecting
human rights, regardless of race, creed, nationality or political belief.

Research in poglisaster areas shall praste the following norms:

1 Allowing for stability in the aftermath of the disaster, such that basic
physical and safety needs are met

1 Sensitivity to heightened vulnerabilities of the participants:
0 Heightened psychological and physical risdgainst potential
benefits (refer to the diagram below for the period of highest

vulnerability)

0 Vulnerability to undue influence (especially if research is linked to
service)

o Diminished capacity to make decisions about participation due to
stress

e Prioritizing welfare of participantsr community versus scientific goals
(i.e., utilitarianism and social justice)
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Social Systems and Order|
(Regarding Social Welfare,
and Research)

High

The "Bermuda
Triangle" of Disaster
Research: the greatest
respondent vulnerability,
and the least social

"order" to accomplish
research

Low Vulnerability
Event Response Short-term Long-term
Recovery Recovery

Abramson, David. 2007 Time Since Disaster

NationalCenter for Disaster Preparedness

Proper assessment of benefits and risks requires that the following
guestions are addressed first by the researcher, and later byR&@Iuring

the ethical review: Are there known potential harms and risks to individuals
and the participant population, overall, by their involvement in the
proposed research? How can the risks be mitigated, and how much will it
cost?

These guidelines address several issues related to risks, benefits (i.e.,
contribution to the healing of the affected community3O] recruitment

and informed consent, and gender and cultural sensitivity. The potential for
harm resulting from the researclprocess itself and its sociopolitical
implications, implies an equal potential for exploitation of participants.

The ideal situation would be that government or academic institutions in
the community have RECs that can undertake the ethical revieweof th
proposed studies. In their absence, however, concerned agencies (e.g.,
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DOH DsWD CHED or the BDS) may refer such studies for review to the
NEC.

Ethics committee review

1. Research iemergenciesand disasters shall give special attention to the
uniqueneeds and special concerns of victims and their specific cultural,
religious,racial, and ethnic affiliations, so that pursuit of answers to the
study questions may also bring about services and opportunities that
are appropriate and acceptable to theselividuals.

2. During the deliberations of the review committee on research involving
populations in emergencies and disasters, a community representative
or an accepted and established advocate for similarly situated
populations must be present.

3. The ethical review process shall address the followdogsiderations
related to the care of the study population:

3.1. Istheresearchnecessary? Justified in a patisaster context?

3.2.  Where does the research fall along the disastéme
continuum?

3.3.  Howephemeral (timebound) are the data?
3.4. What is the nature of exposure to the disaster?

3.5. Who are the research participants? How vulnerable? How will
they be selected?

3.6.  Whatarethe risks and benefits to participants?

3.7.  Canone obtain local support or endorsemef#.g., barangay or
municipal endorsemen®

3.8.  Howshould the informed consengrocessbe conducted?

l48| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANRHEBAHMRESEARCH 2017



3.9.  How will referrals for help be handled?

3.10. Are the research design, tools, methods, valid, and appropriate
to the resarch questions?

Roles and responsibilities

4. The different roles of the researchers, health providers and volunteer
workers shall be clarified and the actual and potential conflicts of
interest identified.

5. Theresearchersshall have the responsibility to identify the specific
vulnerabilities of the research population relevant to the study and the
mechanisms that are being put in place to address them.

6. wSaSI NOKSNE Ydzzald RSY2yauaN)»aGS FI
situation and their cultural beliefs and practices.

6.1. Theresearchteam may include a local community counterpart
(e.g., barangay or municipal officials).

6.2. Theresearchteam must describea preliminary community
mapping orscoping exercise to ensure familiarity kvithe
situation of the community, as well as identify local resources
that will support the faithful implementation of the project.

6.3. The researchteam must demonstrate ability to anticipate
potential negative events (e.g., pedisaster trauma) and
facilitate appropriate interventions.

Justification for the study
7. Research in disaster areas shall be justified if it can demonstrate that
the objectives othe study cannot, otherwise, be achieved if done in a

more stable setting

8. The research proposal musixplain how its objectives relate to the
priorities of the interests of the community.
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Research design and methodology

9.

10.

11.

12.

13.

Collecting personal data on traumatic experiences shall not be allowed,
unless clearly justified in the protocol. It must be understpdwever,

that in many instances, people themselves want to talk about these as
a form of therapy.

Group methods shall be used with much caution because confidentiality
and anonymity cannot be guaranteed (in all types of research among
this population);and in security sensitive situations, this takes greater
importance. For example, when recruiting Focus Group Discussion
(FGD) participants, people with history of conflict shall not be placed in
the same FGD group. Potential research participants mustfoemed

that they can be identified and that their views could not be kept
confidential.

The protocol shall include provisions for proper intervention, or referral
mechanisms, to address the health needs and security of research
participants and the stuglteam; and exit strategies, including closure
activities andassociatedtosts, throughout the proposed duration of the
project.

In research involving people in emergencies or disasters, the
involvement of participants is of prime importance. The studgige
shall provide the highest possible degree of participation and
involvement of research participants.

Procedures shall be established for a course of action in the event that
a criminal act is disclosed or discovered through data collection, such as
interviews.

Recruitment and the informed consent process

14.

The researchers shall consult the community and secure its permission
before approachingindividuals for their informed consent. Further,
there shall be close coordination with the local governmantthe
conduct of the research.
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15. Theresearchteam shall identify factors that serve as a barrier to the
freedom of individual members of the participant population to give
consent, and provide effective mechanisms to address them.

16. The withholding or nosdisclosure of pertinent information must be
justified in the context of protecting the research participants from
specific harm or risks, and must be done according to the Guidelines for
Health-RelatedSocial Research (pa$68), and with the approval of the
REC.

Risks and benefits

17. Direct benefits to the participants and to the community shall be a
primary consideration in the conduct ofdlresearch.

2. The research activity shall contribute to or enhance the development of
intervention programs and shall not impede the healing or recovery of
the community.

18. Possible repeat traumatization and potential risks (e.g., stigmatization
and reprigls) for the study population shall be anticipated and planned
for in the proposal.

19. The securityisksfor studies on population in an armed conflict situation
shall be clearly identified and included in the ethical considerations
section, specifically itthe risk benefit assessment, recruitment and
informed consent process, and contents of the informed consent form

20. Data security shall be accorded top priority.

20.1. The protocol shall anticipate potential misuse of seemingly
GAYYy20SyiGé RSYZ2IANILIKAO 2N FlIY
femalesin the family) that may put individuals at risk (e.qg.,
forced recruitment of male members by any of the combatant

groups).

20.2. Protection of sensitive information that can escalate violence
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shall be guaranteed to prevent potential misuse (e.g.,
information on delivery of supplies could lead to an ambush).

Conduct of the research
21. Researchers shall provide professional help (¢eadt a referral) during

the conduct ofthe research to take care of the psychosocial needs of
the community.
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ETHICAL GUIDELINES FORAREFONEMERGING
TECHNOLOGIBSANOTECHNOLOGY, NANOMEDICINE,
AND BIOSIMILAR DEVELOPMENT

Nanotechnology, also known as molecular manufacturing, deals with the
manipulation of moleculasized materials to build new ones at the
Y2t SOdzt  NJ £ S@SE 2F YFGGUGSNI 6t 2NI SN
has evolved over the years via terminology® ¥4 G2 YSIy dal vy
GKIFIY YAONROGSOKy2ft23ex¢ adzOK | a GKA
the building, with intent and design, and molecule by molecule, of these two
things:

(1) Incrediblyadvanced and extremely capable nanoscale and nscate
machines and computers, and

(2) Ordinary size objects, using other incredibly small machines called
assemblers or fabricators (found inside nanofactories).

By taking advantage of quantuhavel properties, nanotechnology allows
for control of the materal world, at the nanoscale, providing the means by
which systems and materials can be built with exacting specifications and
characteristics. It represents the state of the art advances in biology,
chemistry, physics, engineering, computer scierasel mahematics. The
major research objectives in nanotechnology are the design, modeling, and
fabrication of molecular machines and molecular devices.

Nanomedicine is the novel use of nanotechnology in pharmaceutical
G022y ailiNHzOGa¢ o60KSa Sonsideréd ay @ufs), fiseass a 2
treatment and nanomachinassisted surgery. Potential applications can
include nanodevices for tracking and targeted destruction of tumor cells,
killing bacteria, tissue repair, improved imaging and immune enhancement.

The energence of nanotechnology has numerous social, legal, cultural,
ethical, religious, philosophigalnd political implications. In research
involving emerging technologies, there shall be assurahat product, if
found effective and safe, will be availakand affordable to the population
where the participants were chosen.
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A biosimilar is a biopharmaceutical product that is similar to a licensed
biologic product in terms of quality, safety and efficacy. Development of
biosimilars involves emerging teoblogies especially recombinant DNA
technology and requires compliance with Good Manufacturing Practice
(GMP) and stringent drug development requirements.

1. Guidelines for GMP shall be clearly set for specific emerging
technologies.

2. Data on preclinical andall phases of a clinical trial shall be provided
prior to full-blown application of emerging technologies for research
participant treatment.

3. Public education programs, with particular emphasis on research
participant and family educatigrshall be requied for the introduction
of any emerging technology product.

4. Credentialing of physicians and healthcare professionals who will be
responsible for the administration, monitoring and counseling of
research participants regarding treatment with products @suor
devices) of emerging technologies shall be done.

5. Extensive and lorgange postmarketing surveillance is needed to
monitor the effectivity, impact, and unknown hazards of emerging
technologies.

6. When biosafety issues are applicable, a -certificatirtom the
Institutional Biosafety Committee shall be required.

Ethics in nanotechnology

7. Nanotechnology research shall be conducted with the least possible risk
to human beings and public welfare.

8. Experimental work on nanomaterials shall be donecamtained and
regulated facilities. Biosafety precautions specific to the handling and
processing of nanomaterials shall be strictly observed at all times in the
research facility.
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9.

10.

Safety standards shall be set for all stages of research involving
nanomaerials.

A nanotechnology researcher shall provide a credible account of the
benefits, costs, and risks of the technology.

Ethics in nanomedicine

11.

12.

13.

14.

15.

16.

Before nanomedicine products can be used in diagnosis, prevention, or
treatment of disease, they must fireshdergo extensive prelinical and
clinical testing.

Safety and risk issues must be thoroughly understood if society is to take
advantage of the potential benefits of nanotechnology.

Risks posed by the use of nanotechnology products to human
participantsshall be reasonable in relation to the potential benefits to
the participants and society and these risks shall be minimized,
wherever possible.

Though in vivo animal experiments and ex vivo laboratory analyses can
increase the understanding of differemanomaterials, they cannot
eliminate the uncertainty surrounding the first exposure of a human
participant to a particular nanomedicine product in a Phase | clinical
trial.

To minimize risks in clinical trials, strategies shall include careful review
of the relevant literature, sound research design, appropriate inclusion
and exclusion criteria, clinical monitoring, wehined personnel, timely
adverse event reporting, protection of confidentialitgyQOR, followup

with participants after they completéhe study, anccreation ofa data

and safety monitoring board.

The researcher shall inform a potential research participant, or his or
her representative, about the purpose of the study, procedures,
benefits, risks, alternatives, confidentiality proteci® and other
information the participant would need to decide whether or not to
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17.

18.

participate.

If a nanomedicine clinical trial involves exposure to novel materials that
have not been thoroughly studied, researchers shall inform research
participants thatthere may be some risks that cannot be anticipated.

Researchers shall educate the public about how nanotechnology can be
used in medicine, and the benefits and risks of nanomedicine.

Ethics in research development of biosimilars

19.

20.

21.

22.

23.

Manufacturers otbiosimilars shall conduct all phases of clinical studies
in order to promote drug safety and efficacy. In particular, the studies
must address immunogenicity concerns.

Informed consent taken from research participants in a study on
biosimilars shall fullgdisclose all the information needed to consider the
substitution of a biosimilar in place of the reference product and the
risks this would entail.

Because the inherent differences between a biosimilar and an innovator
product may involve a greater ris& benefit ratio for certain research
participant populations (e.g., stem cell donors) than for othésis,
extrapolation shall be implemented on a cadsgcase basis.

The approval of a biosimilar shall be based on the demonstration of
comparable efficay and safety to an innovator reference product in a
relevant research participant population.

Owing to thelimited clinical databasavailable duringhe approval of a
biosimilar, it is important to collect postpproval safety data for these
products This means conducting paestarketing surveillance studies to
monitor the efficacy and safety of biosimilar products.

156| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANRHEBAHMRESEARCH 2017



ETHICAL GUIDELINES 6BRETIKAND GENOMIC
RESEARCH

The health status of an individual results from the interaction of many
factors, irvolving the environment, lifestyle, and genes. Genes are the
biochemical instructions for the development and growth of individuals.
When a gene is altered, it may cause or lead to an increased susceptibility
for a disease.

Human genetic research aims ientify genes associated with health and
disease, and elucidate their functions. The ultimate goal is to use the
knowledge gained through research to discover ways of better diagnosis,
treatment, and prevention of disease. Genetic research includes family
studies, linkage analysis, candidate gene and genome wide association
studies, pharmacogenetics and pharmacogenomics, behavioral genetics,
populationbased genetics, and gene cloning. These types of research can
be either therapeutic or noitherapeutic innature. The primary aim of
therapeutic research is essentially to treat and/or cure a disease. In contrast,
a nontherapeutic research aims to test a hypothesis or, through data
gathering, contribute to the discovery of new knowledge. Ultimately,-non
therapeutic genetic research must still have the objective of realizing some
future benefit to participants.

Human biological samples for genetic research include samples that can
serve as DNA, RNA, and protein sources: solid tissues, biopsies, aspirates
scrapings, and body fluids such as blood, saliva, ocular fluids, and excretions.
Genetic research often involves the storage of DNA or other biological
Al YLX Sa Ay adAaadzSé 2N aal YLX S¢ 02
anonymized so that the participds cannot be identified.

Many ethical considerations in genetic research aimilar tothose that
arisein other types of research. However, there are ethical issues unique to
genetic research. These arise from the nature of genes and genetic
information which, though personal, are also shared with other family
members and with unrelated individuals in the population. There is
potential harm to research participants arising from the use of genetic
information,such astigmatization or discrimination.€earchers shall take
special care to protect the privagy participantsand confidentiality osuch
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information. Confidentiality, privacy, and security are important
considerations in the ethics of a genetic study, given the hereditary nature
of genetictraits.

These guidelines are intended tssist research institutions, scientists,
pharmaceutical companies, health researchessd RECén the ethical
pursuit of geneticstudiesso that the expected benefits in the improvement
of health and healthcarean be attainedwith minimal harm

Collection of samples from humans

1. Human biological samples shall be collected, processed, used, and
stored only for the following purposes:

1.1. Therapeutic and nottherapeutic genetic research (i.e.,
epidemiologicalprognostic, populatiorbased genetic studies,
anthropological or archeological studies);

1.2. Forensic medicine, in which case, use of samples shall be in
accordance with domestic laws and consistent with laws on
human rights;

1.3. Development of drugs, biomedicaldevices, molecular
diagnostics, and medical technologies; and

1.4.  Other reasons of public interest.
Informed consent

2. Prior, voluntary, informed, and expressed consent, shall be obtained for
the collection of biological samples, human genetic and proteaciaia,
and for their subsequent processing, use, and storage; without
inducementrelating to the offer offinancial or personal gain.

3. Research participants shall be provided with proper and full, but
comprehensible information that explains the basics ehetics, the
research in its various steps, and the potential benefits and risks to the
participants.
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10.

11.

12.

Potential research participants shall be adequately informed about
what will happen to any genetic material or information obtained as
part of the study including where (local or foreign institutions) they will
be stored and kept.

The informed consent sifl include statements on the disclosure and
sharing of the results and findings of the study, that is, to whom the
information be revealed, among others.

Research participants shall be recruited as individuals in their own right,
rather than as a familgroup, and shall consent as individuals.

In cases where identities of groups or communias be linked with
genetic traits under study, permission or endorsement may be obtained
from an elected or recognized leader who will be responsible for giving
the permissiorfor the participation of the group in the study.

If genetic markers are yet to be determined at some future date, this
information shall also be included in the consent form.

Informed consent shall not be required for those protocols foregen
research that use anonymous samples or samples that have no
identifiers. Any sample that can be linked to an individual through an
identifier, or through any person or institution that has the capability to
link the sample with its source, is not te lsonsidered anonymous.

All second and third party uses of biological samglesll berestricted
to anonymized or anonymous samples, as ab&ueh use shall require
ethical approval Limited, noridentifying, demographic information
may be retained ontte sample.

Stored biological samples collected for purpgsether than those
stated above, may be used to produce human genetic or proteomic data
with the prior, free, informed, and expressed consent of the person
concerned.

In case informed consent withdrawn, the samples and data shall be
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irreversiblyunlinked from their source through the destruction of all
identifiers. Non-anonymized human biological materials shall also be
destroyed.

Genetic studies among indigenous peoples

13.

Genetic studies inveing indigenous groups shall be guided by
international and national laws and regulations on respect for human
rights and privacy, and protection from exploitation. (See Guidelines on
Researctamonglindigenous Peoplepagel24)

Requirement for genetic counseling

14.

Genetic counseling shall be providedfore and after the test Wwen
there may bea need to disclose thigndings of the genetic testing

Privacy confidentiality, and security

15.

16.

17.

18.

19.

Researchers must ensure the confidentiality of stored genetic
information or research results relating to identified or potentially
identifiable participants in accordance with the national (Data Privacy
Act of 2012) and intmational laws on human rights. Researchers shall
also ensure that safeguards are in place to avoid accidental disclosure
of sensitive personal information.

In general, no individual resultshall be disclosed to research
participants; neither shall resulof genetic research go into the
individual's medical record\evertheless, the potential for disclosure
shall be declared in the initial process of seeking consent.

In case the disclosure of genetic information becomes impossible to
avoid, suchinformation shall be dealt with sensitivend with proper
counseling

Researchers shall ensure that the results of genetic testing and genetic
counseling records are protected from access by third parties.

Identifying genetic information shall not beleased to others, including
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20.

family members, without the written consent of the individual to whom
the information relates, or to a person or institution which may legally
provide consent for that person.

¢KS NBA&ASFNODK LI NIAOALINDKSAND N RK2
O2y FTARSY(GALFEtAGRD O2y G AydzSa FF04S
confidential information may be revealed after death only with proper
legal authority. The only exception is the right to disclose information to

a family member, if theresi a clear and urgent need to provide
information to avoid a serious health risk.

Storage and handling of biological specimen

21.

22.

23.

24.

25.

The researcher shall ensure that handling and preservation of biological
samples shall be in accordance wattandard scientifiprocedures and
local laws and policies, for example, Guidelines on the Use, Retention,
and Storage of Residual Dried Blood Spots from Newborn Screening
(DOH AO 2010217).

Disposal of stored biological specimens shatitweein accordance with
standardgfor handling biohazardous and infectious materials.

Documents pertaining tthe transport, transfer, use, and disposal of all
stored biological samples shall be properly archived in accordance with
national and international guidelines. Transfer of custody of biological
samples to foreign institutions shall be covered by a Materiah3fex
Agreement (MTA) that shall beoncludedat institutional levels The
terms ofthe MTAmust include compliance with applicable Philippine
laws.

Retention time for stored biological samples shall be determined by the
respective institutions, in accoamce with the applicable provisions of
the Data Privacy Act of 2012 (RB173), and must be declared in the
informed consent form signed by the participant or subject.

All specimens in a tissue bank must be accompanied by a copy of the
consent agreementigned by the donor.
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26. No specimen shall be removed from a tissue bank for research purposes
without an approved research protocol.

27. A researcher must not transfer genetic material or related information
to another research group, unless:

27.1. The researcher antthe other research groups are collaborating
on research which has been approved by their respectivesREC

27.2. The genetic material and information are provided in a form
that ensures participants cannot be identified.

International collaborative genetic research
28. An approved MTA or Limited Use Agreement (LUA) shall accompany

genetic research of collaborative nature. The terms of reference of
these documents must comply with applicable Philippine laws.
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ETHICAL GUIDEBES FOR STEM CELL RESEARCH

Human stem cell research holds enormous potential for contributing to an
understanding of fundamental human biology. Research in this area may
lead to potential novel treatment, and ultimately, a cure for many diseases.

Stem ells are primordial cells that have the potential to develop into many
different cell types in the body during early development and growth. In
many tissues (gut and bone marrow), stem cells serve as an internal repair
system, by dividing to replace damabeells.

Stem cells are found in embryos and in adult tissues. The use of human
embryonic stem cells from the piienplantation embryo (from the inner cell
mass of the blastocyst) results into the destruction of the embryo. This is
fraught with ethical isses because of differing perspectives on the moral
status of the embryo.

The discovery of adult stem cells, including the development of human
induced pluripotent stem cells (IPSCs), has greatly improved acceptance of
translational stem cell research. Wever, special efforts should be made to
promote equitable access to the benefits of stem cell research. Intellectual
property regulations for stem cell research should set conditions that do not
restrict basic research, or encumber future product develepin
Mechanisms for the management o€OI situations that promote
transparency and accountability must be established.

The National Ethical Guidelines on Stem Cell Research has adopted severa
provisions in the 2016 Guidelines for Stem Cell Research Glimical
Translationprepared by the International Society for Stem Cell Research
that were deemed applicable to the local research environment.

Securing stem cells from donors
1. Securing stem cells for research, whether from children, adults, or
naturaly aborted fetuses, shalbe done under conditions of otost

integrity. The process shall

1.1. Protect the interests of the donors;
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1.2. Guarantee that important boundaries are not being
overstepped:;

1.3. Encourage participatioof the donorsto the greatest extent
possible; and

1.4. Ensure Ighest quality dresearch and outcomes

2. Obtaining adult stem cells shall require the same conditions as those
required in the case of tissue donation, based on respect for the
integrity of the human body anthe free and informed consent of the
donor.

3. Stem cells that are retrieved from the umbilical cord blood after delivery
shall require informed consent from the donor (the woman or the
couple concerned, as applicable), including information possible
preser and future use of the cells for research.

Use of aborted fetuses and preimplantation embryos

4. The Rules and Regulations Governing Accreditation of Health Facilities
Engaging in Human Stem Cell and Cell Based Therapies in the Philippines
(DOH AO 20132) categorizes aborted human fetal cells and their
derivatives for human treatment and researchmshibited.

Disclosure of source of stem cells

5. Research participants and collaborating researchers shall be informed
of the source of the stem cells in tls¢udy, to allow them the option of
not participating in the study if stem cells were derived in a way they
consider unethical.

6. Documentation of the original source of the stem cells shall be made
readily available to researchers and potential recipienftsstem ceH
based experimental therapies.

7. Appropriate steps must be taken to protect and preserve the identity of
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both the donor and the recipient in stem cell research and use.

Risks

8.

In clinical applications of stem Iteresearch, the risk oharmful
outcomes that may be deemed irreversible shall be minimized

9. The protocol shall clearly describe quality control systems in the
identification, harvesting, and expansion of stem cells to ensure that
reagents and culture media are free of animal celld protein that may
induce strong immune reactions in the recipient.

10. The protocol shall also include biomarkers, surrogate markers, and
other indicators of viability and functionality of the infused stem cells in
the recipient target tissue.

Fees

11. In ca®s where patients are invited to participate in a clinical translation

of stem cell experimental therapy, professional fees and other fees
related to clinical care shall be carefully disclosed, such that there is no
confusion, on the part of the patient,hich componentsresearch and
whichcomponentis clinical care.

Vulnerability of patients

12. The vulnerability of terminalill patients, or those with chronic disease

without effective treatment, shall be seriously address&dch patients
shall beaccorded special protection to prevent exploitation and abuse.

Conflict of interest

13. COl exists when the researcher has financial investment in the

production of stem cells, or in the equipment used in the extraction and
expansion of stem cells. Such #ats of interest may influence the
reporting of clinical outcome dat&Olshall be declared anthanaged
with utmost care, transparency, and accountability.
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14. Institutional COI exists when stem cell experimental therapy is
promoted by the institution as ra iconic project that defines the
aspirations of the institution for public recognition. The REC must avoid
the coercive influence of administrative officials, and insist on its
independence in decisiemaking.

15. The REC shall clearly defi@®lsituationsand provide the necessary
steps to manage them in its official documents (eSPPs
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ETHICAL GUIDELINES FOR RESEARCH USING HUMAN
DATA AND SAMPLES FROM BIOBANKS, REGISTRIES, Al
DATABASES

Abiobankis a physical repository of biological samp(esually human) for

use in research. Biobanks are an important resource in biomedical research,
especially in genomics, transcriptomics, and proteomics. Through biobanks,
researchers are able to access biological samples and data from a large
number of peple that ordinarily would have needed much more time and
resources to collect. Genomeide association studies that require
thousands of individuals can very well be done using biobanks. However, use
of biobanks have raised issue$ mrivacy, validity of riformed consent
processes, and ownership of information.

dinical registries and databases are set up to collect data about specific
groups of patients from different treatment centers for analysis and
descriptive reporting. Registries are a practicall@ion to information
needs that cannot be met from simple hospital administrative data. They are
especially useful for information about diseases with low prevalence, and
for describing outcomes for groups of patients undergoing specific medical
procedures. The use of clinical registries and databases in a clinical research
without prior consent from a patient has raised similar ethical questions, as
in the use of biobanks.

Establishment of biobanks and registries

1. Thepurpose both current and for the foreseeable future, of Human
Biobanks, Registries, and Databases (HBRD) shall be clearly formulated
and communicated to alinvolved contributors of human biological
materials and data, investigators, research stRffCsand oters who
are involved in their establishment

2. The governance and custodianship of the HBRD shall ensure its long
term security and sustainability especially when funding support is
terminated, or its nature changed.

3. TheHBRDxustodian shall perform theoflowing functions:
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3.1. Clearly formulate HBRD governance structure and the
responsibilities of its management, and make such information
publicly available;

3.2.  Ensurethat sufficient professional staff and resources are
available to operate effectively; and

3.3.  Createguidelineson who will have access and how access to
samples or data can be granted.

Data Privacy Act of 2012

4. The use ohumandata from biobanks, registries, and databases shall
comply with the Data Privacy Act of 2012 a@ndiRR3of 2016.

Informed consent

5. During the consent process for the collection and storage of specimens
or data, participants shall be informed of specific terms of future,
secondary, or third party uses of their samples or data.

6. If subsequent use of specimen or datadt consistent with he original
informed consentpew consent shall be obtained from the participant
or from an appropriate legally authorized representative (LAR), or a
waiver of consent shall be obtained from REC

7. The informed consent shall includgormation on whether specimens
or data will be made available for allowable n@search purposes.

8. The patrticipant shall be informed during the consent process whether
the HBRDcustodianis required by law to make available human
biological materials or data to third parties such as insurers, employers,
law enforcement agencies, or other cilalv agencies, for nonesearch
purposes.

Collection and storage of biological samples and information

9. Stored human biological materials or data shall be coded or
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10.

anonymized, such that the study participant cannot be identified.

Duration ofspecimenor data storage is subject to the capability of the
custodian to support the sustainability of the HBRD facility

Access to data and transfer of materials

11.

12.

13.

14.

15.

16.

Access to HBRD shall be justified by a scientifically and ethically
appropriateresearchprotocol. This implies review and approval by a
technicalreview committeeand an REC.

Access to human biological materials and data shall be based on
objective andclearlyarticulated criteria in the protocol, and should be
O2yaraitSyid 6AGK GKS LI NIOAOALI yiac

Humanbiologicalmaterials and data shall only be transferred wtbe
recipient has adequate standards in place regarding privacy and
confidentiality. Use of information and materials for marketing
purposes is not allowed.

A Material Transfer Agreement (MTA) shall be madetween
institutionsinvolvedin a collaborative project that will make use of the
stored human samples or data.

Researchers shall only have access to human biological materials or data
that arecodedor anonymized, and they shall be required not to attempt

to re-identify participans. Only coded or anonymized samples or data

in HBRD may be used in new research.

Except whenrequired by law or for purposes of public safety and
national security, the custodian of HBRD shall not make accessible or
RAAO0t 2aS LI NI A OA ndteyials dr@latkialvirt partigs A 2 f
(e.g., law enforcement agencies, employers, insurance providers) for
non-research purposes. The restriction shall be guaranteedaby
institution beyond the term of office of the custodian, such that the
protection of irfformation is guaranteed even when the custodian is no
longer employed in thenstitution that houses the databank or biobank
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ETHICAL GUIDELINES FOR INTERNATIONAL
COLLABORATIVE RESEARCH
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APPENDICES



APPENDIA: EXCERPFROM THE PHILIPPINE NATIONAL
HEALTH RESEARCH SYSTEM ACO5F2A

SEC. 1Creation and Functions of the Steering Committee.

(a) The Governing Council (GC) shall create a Steering Committee to be
headed by the PCHRD Executive Director. It shall be compdgbd
following:

(1) The Executive Director, DOBTHRD;

(2) The Director, Department of HealthHealth Policy Development
and Planning Bureau (DEHPDPB);

(3) The Director, Commission on Higher Education, Office of Policy,
Planning, Research, and Informati@HEBOPPRI);

(4) The Executive Director, University of the Philippines Magila
National Institutes of Health;

(5) The Director of the Social Development Services of the National
Economic and Development Authority (NEDA);

(6) The Chair of the Philippine Health Res#slEthics Board (PHREB);

(7) A representative from the Philippine Health Insurance
Corporation (PHIC);

(8) A representative from the National Statistics Office (NSO);

(9) A representative from the Professional Regulation Commission
(PRC);

(10) A representative from the Deptment of Transportation and
Communicatiorg, Land Transportation Office (DOTTO);

(11) A representative from the Department of Environment and
Natural Resourceg Environment Management Bureau (DENR
EMB);

(12) A representative from the local government units (lsgland

(13) The Chairpersons of relevant PNHRS TWC.

(b) The Steering Committee shall perform the following functions:

(1) Recommend policies to the GC;

(2) Perform oversight function on the implementation and
harmonization of the PNHRS activities and the allocatiothef
PNHRS fund;
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(3) Coordinate and harmonize the activities of the six (6) PNHRS TWC,;
and

(4) Monitor and report to the GC therogress of the PNHRS
programs.

SEC. 12The Philippine Health Research Ethics Board (PHRER) PHREB,
created under DOST Speciatl@rNo. 091 s. 2006, shall ensure adherence
to the universal principles for the protection of human participants in
research. It shall, among other things:

(a) Formulate and update guidelines for the ethical conduct of human
health research;

(b) Develop guideling for the establishment and managementRIECand
standardization of research ethics review;

(c) Monitor and evaluate the performance of institutiondRECsin
accordance with procedures outlined in a prior agreement;

(d) Promote the establishment of functional dreffectiveRECs

(e) Provide advice and make recommendations to the PNHRS GC and other
appropriate entities regarding programs, policies and regulations as
they relate to ethical issues in human health research;

() Initiate and contribute to discourses and dissions on ethical issues in
human health research; and

(g) Network with relevant local, national, and international organizations.
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APPENDIX EXCERPTFROM THE IMPLEMENTING
RULES AND REGULATIONSHEFPNHRS ACT (F0532)

Rule 23.The Philippine Health Research Ethics Board (PHRE®R) PHREB,
created under DOST SpediiderNo. 091 s. 2006, shall ensure adherence
to the universal principles for the protection of human participants in
research.

The constitution of PHREB shallgmyerned by the same terms of reference
contained in the above DOSpecialOrder.

The PHREB shall, amastger things:

(@)

(b)

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

The National Ethical Guidelines for Health Redeattall be regularly
updated every five years or whenever necessary. For this purpose,
PHREB shall constitute a committee which shall be responsible for this
undertaking;

Develop guidelines for the establishment and managemeRBE€and
standardizatiorof research ethics review;

All researchinvolving human subjects must undergo ethical review and
clearance before implementation to ensure the safety, dignity, and-well
being of research participants. The research ethiegiew shall be
facilitated by aResearch Ethics Committd®RECHuly registered with
and/or accredited by PHREB as provided for in the Joint Memorandum
Order 2012001 of the Department of Science and Technol@@ST,)
Department of HealtfDOH) Commission on Higher Educati@HED)
andthe University of the Philippines Mani{aPM)

The National Ethical Guidelines for Health Research shall include the
standards for the establishment and managementREG and the
standards for research ethics review.
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(€)

(d)

PHREB may conduct the necessaajning activities for researchers,
REGnembers, and administrators, whighay function at the national,
regional, or local levels; or as cluster or individual committees

Monitor and evaluate the performance of institutiondREG in
accordance with procedures outlined in a prior agreement;

In carrying out its monitoring and evaluation function, PHREB shall
establish or designate Regional Ethics Monitoring BodRIEMBS)
These Regional Ethics Monitoring Boards may be locatedrvaitisting
regional DOH, DOST, CHED officegesignated institutions; and shall
directly supervise theRECsestablished in their regional area of
responsibility.

PHREB and thREMBsin consultation withRECshall develop and
agree on indicators ofapd performance which shall be used in ensuring
and monitoring quality ethics review in health research.

Promote the establishment of functional and effectiR&G;

The standards for the establishment of functional and effeciRieG
shall be included ithe National Ethical Guidelines for Health Research
for reference of institutions and organizations.

REGshall be categorized as follows:

(a) Institution-based REG like those in hospitals, academic, and
research institutions

(b) Government AgenchasedRECs

(c) OrganizationrbasedRECs

(d) ClusterbasedRECs

(e) Research sitbasedRECs

PHREB shall oversee and recognize functional and effeRia€s
through the mechanisms of registration and accreditation as provided
for in the Joint Memorandum Order 2041 of theDOSTDOH HED,
and the UPM. Registration procedures must be described in the National
Ethical Guidelines for Health Research and in the website of PHREB.
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(e)

(f)

9

In coordination with the CHED and D®bbd and Drug Administration,
accreditation shall be made mandayosuch thatREG can be classified
into different levels based on a set of criteria that shall determine the
type and nature of researcthe REGs qualified to review.

Provide advice and make recommendations to the PNHRS Governing
Council and other apppriate entities regarding programs, policies, and
regulations as they relate to ethical issues in human health research;

Initiate and contribute to discourses and discussions on ethical issues in
human health research; and

PHREB shall institutionalizeFarum forREG that shall meet at least
annually during the PNHRS week, for discussions of ethical issues in
human health research and other concerns.

Network with relevant local, national, and international organizations.

PHREB shall link and cooperatgh local, national, and international
organizations in furtherance of its goals and objectives to foster athic
health researclior the protection of human participants and promotion
of the integrity of research data.
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APPENDIX ©OST, DOH, CHED, UBPMNT
MEMORANDUM ORDER NO. 2004

SUBJECTRequirement for Ethical Review of Health Research Involving Human
Participants

Pursuant to national commitment to the protection of the rights of individuals, the
four core agencies of the Philippine Natiortdéalth Research SysterRNHRB
namely the Department of Science and Technology (DOST), Department of Health
(DOH), Commission on Higher Education (CHED), and the University of the
Philippines Manila (UPM), herebygere that all health researcimvolvinghuman
subjects must undergo ethical review and clearance before implementation to
ensure the safety, dignity, and wdleing of research participants.

The research ethiceeview and approval shall be facilitated byResearctEthics
Committee REQ duly registered with and/or accredited by the Philippine Health
Research Ethics Board (PHREB). To ensure efficient, transparent, and timely review,
the REGhould have a manual &OPsvhich must clearly describe all areas of its
work. TheREGhould indcate a reasonable time frame in their SOPs for completing
the review process and provide the proponent a written, signed and dated feedback
on its review, preferably within six weeks after receipt of the submitted documents.

A reasonable review fee maglzharged after proper consultation with and notice
to concernedndividualsand agencies.

Institutions must show support for theiREG with proper funding for office
maintenanceadministrativestaff, and honoraria of members.

For immediatedisseminatbn and compliance of all concerned,

Done this 28 of December2012 in Metro Manila.

Is/ Is/
MARIO G. MONTEJO ENRIQUE T. ONA, MD
Secretary Secretary

Department of Science and Technolo Department of Health

Is/ Is/
PATRICIA B. LICUANAN, PhD MANUEL B. AGULTO, MD
Chairperson Chancellor

Commission on Higher Education University of the Philippines Manila
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APPENDIX D: PHREBIP MEMORANDUM OF
UNDERSTANDING

KNOW ALL MEN BY THESE PRESENTS:
This Memorandum of Understanding is made and entered into bybahdeen:

The PHILIPPINE HEALTH RESEARCH ETHICS BOARDrépteREREd by its
Chair,LEONARDO D. DE CASTwith principal office at the DOST Main Building,
General Santos Avenue, Bicutan, Taguig City, hereinafter referredPidREBand

TheNATIONAICOMMISSION ON INDIGENOUS PEQRIHES represented by its
Chairperson,LEONOR T. ORALRBINTAYOwith principal office at N. Dela
Merced Building, West Avenue corner Quezon Avenue, Quezon City, hereinafter
referred to asNCIP

HEREINeferred to as he Parties in this Memorandum of Understanding;
WITNESSETH

WHEREASthere are 110 identified major indigenous people groups in the
Philippines representing 14% of the total Philippine population;

WHEREASthere are challenges in using mainstreajuidelines in researches
involving indigenous cultural communities (ICCs)/indigenous peoples (IPs) as
participants;

WHEREASICIAs the primary government agency that formulates and implements
policies, plans, and programs for the recognition, promotion, and protection of the
rights and wetbeing of ICCs/IPs with due regard to their ancestral domains and
lands, selgovernance andcmpowerment, social justice and human rights, and
cultural integrity;

WHEREASICIPensures the integrity of the free and prior informed consent (FPIC)

process for research projects involving ICCs/IPs as participants in line with the NCIP
Administrativeh NRSNJ b2® o {SNAS& 2F Hnamu 2NJ 0
FYR t NA2NJ LYF2NX¥SR /2yaSyid octL/ 0 |yR

WHEREASPHRERBSs the national policy making body on health research ethics,
created under DOST Special Order No. 091 amddated to ensure that all phases
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of health-related research shall adhere to the universal ethical principles that value
protection and promotion of the dignity of research participants;

WHEREAS, PHR&Mong other things, is mandated to monitor and evaduthe
performance of research ethics committees (RECs) in order to promote and
establish an effective research human protection;

WHEREAShe Parties recognize the need for coordination in approving researches
involving ICCs/IPs.

NOW THEREFOR#@&, andin consideration of the foregoing premises, the Parties
to this Understanding hereby agree to the following:

1. The NCIP, as the leadjencyin protecting and promoting rights of ICCs/IPs,
shall ensure the integrity of the FPIC process for health researgjeqgbs
involving ICCs/IPs which are endorsed by PHREB or its accredited RECs.

2. The NCIP will facilitate the participation of authorized individuals (e.g., IP
experts) during deliberation of RECs in reviewing protocols of health research
projects involvingdCCs/IPs.

3. The NCIP shall endeavor to update PHREB regularly or as the need arises
regarding the status of proposals for health research projects which are
endorsed by PHREB or by its accredited RECs.

4. The NCIP shall inform PHREB and concerned R&fafsling any violations,
non-compliance to guidelines, and deviations from approved protocol which
occurred during the conduct of research to ICCs/IPs.

5. The NCIP shall advise researchers, investigators, and all concerned stakeholders
to secure from PHREBr its accredited RECs, ethical clearance and
endorsement of proposals for health research projects involving ICCs/IPs.

6. The PHREB, as the national policy making body on health research ethics, or its
accredited RECs, will provide approval and endorsefioeqroposals of health
research projects adhering to the National Ethical Guidelines and which have
secured the free and prior informed consent of the concerned ICCs/IPs
following existing NCIP guidelines.

7. The PHREB shall regularly update NCIP of prpjegiosals that have been
endorsed by its accredited RECs.
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8. The PHREB shall consult NCIP for issues that may arise in the review and
conduct of research involving ICCs/IPs for prompt resolution of actual and
potential problems.

9. The Parties will promoteexchange of information about their respective
processes in the review of health research projects involving ICCs/IPs.

10. The Parties will explore and facilitate collaborations to ensure efficient review
of health research projects involving ICCs/IPs andntonitor faithful
compliance of these projects to the guidelines set by the Parties.

11. The Parties, may formalize specific partnerships or initiatives through specific
Agreements, separate from this Memorandum of Understanding, each
clarifying the scope of erk and responsibilities of the parties specific to the
agreements.

ThisMemorandum of Understandinghall take effect upon signing of all the herein
parties and shall remain in full force and effect unless otherwise terminated by
operation of law or by a written mutual agreement of the parties for
termination/cancellation of this Understanding.

AND WTNESS WHERE®E duly authorized signatories of the Parties signed this
Memorandum of Understanding a8 May 2016n Quezon Cityin two originals,
both in English language, both having the same validity.

Is/ /sl

LEONARDO D. DE CASTRO, LEONOR T. ORAL-QBEINTAYO

Chair, PHREB Chairperson, NCIP
WITNESSES

/sl

JAIME C. MONTOYA, MD, &18hD, CESO Il
Executive Director, PCHRD

Is/
LEE T. ARROYO
Officerin-Chargeg, Executive DirectoNCIP
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APPENDIX E: PHREBLICIES AND REQUIREMENTS FOR

ACCREDITATION OF RESEARCH ETHICS COMMITTEES
0+xSNEA2Y 5FGSY ntv {SLWSY0OSNI HAmMcCO

RATIONALE

An REds a body, constituted by a duly recognized authority that makes
independent decisions regarding the review, approval, and implementation
of research protocols/proposals, in order to ensure the protection of the
rights, safety, and welbeing of human pdicipants. It promotes integrity of
research data.

Section 12 of the IRHRSAct of 2013 on the constitution ?PHREBtates

that "The PHREB, created under DOST Special Order No. 091 s. 2006, she
ensure adherence to the universal principles for the prétac of human

LI NOHAOALI yia Ay NB&ASEFNOKdE Ly 2NRS
health research protection system, the PHREB, among other things, shall:

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

1 Develop gudelines for the establishment and management of RECs and
standardization of research ethics review; and

1 Monitor and evaluate the performance of RECs in accordance with
PHREB approved procedures outlined in a prior agreement including
requiring an annual ngort.

PHREB has set requirements for accreditation of RECs in the Philippines ir
order to guide them in the conduct of quality scientific and ethical review of
research protocols.

To this endPHRERccreditation is a requirement for all RECs.

COVERAGE

The requirements for PHREB accreditation shall cover all RECs in the
Philippines, which may be any of the following:

1. Academic Institutiorbased RECs ¢RECs). These RECs are under a
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university, college, medical school, or other professional school or
institution. An AIREC which functions independently of others under
the same academic institution must apply for PHREB accreditation
separately;

2. Hospitatbased RECs{RECSs). These RECs are under a hospitaRBMH
that functions independently of othersndler a hospital must apply for
PHREB accreditation separately;

3. Governmentbased RECs {&ECs). These RECs are under an office,
department, bureau, or agency in the government. AREC that
functions independently of other RECs under a government office,
department, bureau, or agency must apply for PHREB accreditation
separately.

4. Consortia for regional health and development RECs (CHRD RECSs) wil
be considered as -RECs for funding purposes but if the different
institutions establish their own REC whiamétions independently of
others under the consortium, these institutional RECs must apply for
PHREB accreditation;

5. Cluster RECsHECSs). These RECs are formed by groups of institutions
that cannot form individual RECEhe management and administration
of a CREC is determined by the memorandum of agreement among
these institutions. A ®EC shall register and may apply for PHREB
accreditation as one REC;

6. Research Sitbased RECs{RECs). These RECs operate withinfand
research sites. An-REC shall apply for PHREB accreditation as a whole
unit regardless of the number of sites or facilities the research will
engage.

GENERAL POLICIES
The following policies shall be applicable:

1. All healthrelated research protocslor proposals involving human
participants shall be reviewed by &EC. Health research is generation
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of data that may contribute to new knowledge to identify and deal with
health problems, health systems and policies as well as those that
impact on healh such as socioeconomic, environment, energy and
agricultural policies. Th#&v/orld Health Organization (WHO) Standards
and Operational Guidance for Ethics Review of Hddtlated Research
with Human Participants 2011 Prefastates on its preface that Hitla-
related research includes biomedical, behavioral, social science, and
epidemiological research.

Research proposals involving indigenous cultural
communitiesindigenous peoples (ICCs/IPs) shall secure ethical
clearance from a PHREB Level 2 or 3 Atdecd®REC and approval from

the National Commission for Indigenous Peoples (NCIP). Ethical review
of the protocol shall follow the guidelines stipulated in thiational
Ethical Guidelines for Health Research

Research protocols/proposals involving uséofmals are reviewed by
an Institutional Animal Care and Use Committee (IACUC).

Protocols with biosafety issues or pose hazards to the environment
including those involving animals and plants need review and approval
by the National Committee on Biosafety the Philippines (NCBP) as
stipulated in theNational Ethical Gdelines for Health Research

In some institutions, the above functions (human and animal
involvement and biosafety) may be performed by a single committee,
provided the appropriate expede exists in the said committee;

All RECs shall undergo accreditation by PHREB according to a set of
criteria (Section IV: Accreditation Criteria).

The REC shall apply for the appropriate level of accreditation based on
the requirements described in Semn VI: Procedures and Requirements
for PHREB Accreditation;

Members of the Accreditation Team shall be identified following a
process of selection and compliance with training requirements under
the supervision of the PHREB Committee on Standards and
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Accreditation (PHREB CSA); and

4. Accreditation fees shall be determined and approved by PHREB. Other
expenses associated with an Accreditation Visit shall be shouldered by
the applicant REC.

ACCREDITATION CRITERIA

The PHREB CSA shall evaluate theaR&stding to seven (7) criterissing
specific characteristicelements as indicators, as follows:

1. Functionality of structure and composition

1.1. Independence

1.2.  Multidisciplinarity

1.3. Gendermrepresentation

1.4. Agerepresentation

1.5. Ethicstraining,

1.6. Expertiseand

1.7.  Managementof Conflict of Interest

2. Adherence to international, national guidelines and policies

2.1. Membership structure

2.2.  Policy on review of researéhvolving human participants
2.3. Regularity of meetings,

2.4, Quorum

2.5. SOPsand

2.6. Institutional support

3. Adequacy o5OPsind consistency of implementation

3.1. The SOP Manual should have an OVERVIEW that presents the
environment where the REC operates, the Vididission of the
Institution, an organizational chart showing the location of the
REC and how it relag with the other units, institutional policies
related to human research protection, research ethics review,
history and mandate of the REC and the international and
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national ethics research guidelines and regulations guiding the
REC.

3.2.  SOP Chapters:

3.2.1. REGStructure and Compositign

3.2.2. Management of Initial Submission@ncluding Re
submissions)

3.2.3. Management of Post Approval Submissions

3.2.4. Review Procedures (Expedited and Full Review)

3.2.5. Meeting Procedures

3.2.6. Documentation of REC Actigns

3.2.7. Management and Archiving oil€s,

3.2.8. Site Visits

3.2.9. Management of Queries/Complaintand

3.2.10. Writing and Revising SOPs

3.3.  SOP Manual includes REC forms such as appointment letters of
REC members, forms, templates of REC communications, and
others deemed necessary by REC.

3.4. Consistency of impleantation:

3.4.1. Timeliness
3.4.2. Decision making process

Completeness of review process

4.1. Adequate assessment forms

4.2.  Consistent and meaningful use of assessment forms

4.3. Comprehensive discussion of technical and ethical issuresb
4.4.  Assignment of appropriate reviewers

Adequacy of after review process
5.1. REC requirement for submission of reports

5.2.  Inclusion of reports in the meeting agendand
5.3.  Assessment of the reports
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6. Adequacy of administrative support

6.1.  Availability of a regular support staff

6.2.  Provision of an office anelquipment (e.g.provision of security
of files) and

6.3.  Support for REC operations

7. Efficiency of the recording and archiving system

7.1.  Availability of updated logbooks

7.2.  Availability of updated databasand

7.3. Systematic filing of administrative angrotocolrelated
documents (e.gactive files and archives)

ACCREDITATION LEVELS

The level of accreditation is indicative of both the type of research and the
degree of risk involved in the protocéisoposals reviewed by the REC.

PHREB shall grant aofythe following levels of accreditation to afeR after
an evaluation process:

1. Levell Accreditation

Level 1 accredited REC mws researchwith minimal risk to
participants.

A risk is minimal when the probability and magnitude of harm or
discomfortanticipated in the proposed research are not greater, in and
of themselves, than those ordinarily encountered in daily life or during
the performance of routine physical or psychological examinations or
tests (National Ethical Guidelas for Health Resedr@2011).

Level 1 accreditation is applicable to newly constituted RECsléss.
than one year of operations)
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2. Level2 Accreditation

Level 2 accredited RE€views all types of resear@xcept clinical trials
required for FDA registration of new drugs. These may entail more than
minimal risk to participants. Posharketing studies may be reviewed by
Level 2 RECs.

3. Level3 Accreditation
Level 3 Accredited REEviews all types of researdhcluding studies
required for FDA registration of food, drygsd devices. Level 3 RECs
may be invited by the FDA to conduct regulatory reviews on behalf of
the latter. Level 3 Accredited RECs shall comply witHKACH standards.

REQUIREMENTS ARROCEDURES FOR ACCREDITATION
1. Level 1 Accreditation

The REC must demonstrate sufficient competency and efficiency in
ethical review, adhere to a set of appropricd®RB, and haveadequate
administrative support as shown by an assigned office with standard
equipment, a budget that supports honoraria for and training of REC
members.

1.1. REC applicants for Level 1 accreditation shall submit the
following documents:

1.1.1. Cover Letter

1.1.2. Copy of theinstitutional issuance on the constitution
and terms of reference (TOR) of REC

1.1.3. Manual of SOR for REC activities (refer to Section IV.
Item No. 3)

1.1.4. Accomplished PHREB Form No. 1.1: Application for
Accreditation

1.1.5. Accomplished PHREB Form No. 1.3: Protaaoingary,
in the past year (if availablggnd

1.1.6. Accomplished PHREB Form No. 1.4:/&stessment for
Level 1
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1.2. A provisional certificate of Level 1 accreditation for one year shall
be issued by PHREB after evaluation of the submitted
documents. The formal awding of the certificate shall be held
either in March or in August of the year.

1.3. The REC shall be included in the list of accredited RECs in the
PHREB website.

1.4. After the first year, the REC may apply for either one of the
following:

1.4.1. An extension of.evel 1 accreditation for another two
(2) years, approval of which will be based on an
evaluation of the followng submissions:

1.4.1.1. PHREB Form No. 1.2: Annual Report;

1.4.1.2. PHREB Form No. 1.3: Protocol Summary; and

1.4.1.3. Copy of the minutes of the three (3) most
recentREC meetings.

1.4.2. Level 2 or Level 3 Accreditation, with the submission of
appropriate requirements (seeRequirements And
Procedures For Accreditationttem No. 2 or 3,
respectively)

2. Level 2 Accreditation

The REC must demonstrate sufficient competency and efficiency in
ethical review, adhere to a set of appropriaB0RB, have systematic
filing, have adequate administrative support as shown by an assigned
office with standard equipment, at least a part tirdedicated support
staff, a budget that supports honoraria for and training of the REC
members, and a functional database.

2.1. REC applicants for Level 2 accreditation shall submit the
following documents:

2.1.1. Cover Letter
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2.2.

2.1.2. Copy of the institutional issuance dhe constitution
and terms of reference (TOR) of REC

2.1.3. Manual of SOR (refer toAccreditation Criterialtem
No. 3)

2.1.4. Accomplished PHREB Form No. 1.1: Application for
Accreditation

2.1.5. Accomplished PHREB Form No. 1.3: Protocol Summary,
for the past two yearsnicluding the current year

2.1.6. Accomplished PHREB Form No. 1.5:/&&tessment for
Level 2

2.1.7. Files of three (3) research protocols that have been
reviewed and approved by the REC. The protocol file
should include:

2.1.7.1. Copy of the initial and revised protocols,
initial and revised informed consent forms,

accomplished assessment forms
(technical/scientific and informed consent
review);

2.1.7.2. Minutes of the meeting when the research
protocol was discussed (initial and
subsequent continuing reviews);

2.1.7.3. Letters or communicatons with the
researchers (decision and approval letters);
and

2.1.7.4. Progressor final reports and corresponding
assessments.

2.1.8. Copies of the agenda and minutes of the mmcent
three (3) REC meetings; and

2.1.9. Photograph of the office showing the equipment and
storage system

The REC applicant shall comply with the following:

2.2.1. Inclusion of a member who is a health or allied health
practitioner and a social scientist, familiar with the
types of research pratcols being reviewed by the REC;

2.2.2. Review of at least ten (10) protocols, five (5) of which
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should have undergone Mureview, within the past
year; and

2.2.3. A dedicated office space, with basic equipment
(computer with internet connection and printer,
telephone, filing cabinets with locks), dents of the
active and inactive cabinets or filing system, poster of
the general flow chart of REC procedures, and a
designated staff secretary.

2.3. Issuance of a certificate of Level 2 accreditation shall be based on
the evaluation of compliance with the gairements:

2.3.1. If compliance is satisfactory, the REC shall be given a
Certificate of PHREB Level Zv&ditation for three (3)
years;

2.3.2. If there are deficiencies, the REC shall be issued a one
(1) year provisional Certificate of PHREB Level 2
Accreditation, wihin which, the REC shall comply with
the recommendations to address the deficiencies.
Extension of its accreditation for another two (2) years
will be based on sa@factory REC compliance;

2.3.3. The formal awarding of the certificate shall be held
either inMarch or in August of the year; and

2.3.4. The REC shall be included in the list of accredited RECs
in the PHREB website.

2.4. A Level 2 accredited REC may apply for Level 3 Accreditation,
with the submission of appropriate requirements (see
Requirements and Procedurder Accreditation Item No. 3)
including inclusion of a medical member who is an experienced
clinical trialist and another medical member who has been or is
currently a member of a Level 3 accredited REC.

A provisional Level 3 accreditation for one yeaay be issued
that shall allow the REC to accept review of sponsored clinical
trials.
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3. Level 3Accreditation

The REC must demonstrate sufficient competency and efficiency in
ethical review, adhere to a set of appropriaBOR, have systematic
filing, have adequate administrative support as shown by, but not
limited to, an assigned office with standard equipment, a full time
dedicated support staff, a budget that supports honoraria for and
training of the REC members, and adtional database.

3.1. REC applicants for Level 3 accreditation shall submit the
following documents:

3.1.1. Cover letter

3.1.2. Accomplished PHREB Form No. 1.1: Application for
Accreditation

3.1.3. Accomplished PHREB Form No.1.3: Protocol Summary,
in the last two yeardncluding the current year

3.1.4. Accomplished PHREB Form No. 1.6:/&stkessment for
Level 3and

3.1.5. REC Manual o50R (refer to Accreditation Criteria
Iltem No. 3)

3.2. The REC applicant shall comply with the following:

3.2.1. All members should havasic research ethictraining;
3.2.2. Majority of the members, including the Chair, should
have GCP trainingithin the past three (3) years;

3.2.3. At least one (1) member shtiihave training in SOP
writing;

3.2.4. All members should provide evidence of triig in the
use of the REC SOPs; and

3.2.5. A dedicated office space, basic office equipment
(computer with internet connection and printer,
telephone, filing cabinets with locks, poster of the
general flow chart of REC procedures and atiiolé
staff secretary).
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3.3. The REC shall undergo Accreditation Visit that will involve the
following:

3.3.1.

3.3.2.

Preliminary coordination between PHREB and host REC
regarding schedule of visit and logistics;

The accreditation visit shall include: opening and closing
meetings, interview of REC members and staff,
inspection of the REC office, including the archives, an
observation of an REC meeting and review of
documents (e.g. SOB, membership files, selected
protocol files, SAE files, file of agenda and minutes of
meetings, communications file, log book and
databases).

3.4. Issuance of Accreditation Certificate will be processed as follows:

3.4.1.

3.4.2.

3.4.3.

3.4.4.

3.4.5.

3.4.6.

CSA will send the report to the REC within fdivg (45)
calendar days after the visit;

REC shall submit an action plan to CSA within fiorey
(45) calendar days after receipt the CSA Report;

A followup visit may be scheduled by the CSA to
determine comfiiance with the action plan;

CSA shall recommend the apprate accreditation of
the REC,;

PHREB shall award a certificate of accreditation with a
specified period of vality of three (3) years. The formal
awarding of the certificate shall be held eithemitarch

or in August of the year; and

The REC shall be included in the list of accredited RECs
in the PHREB website.

RESPONSIBILITIES OF AN ACCREDITED REC

1. Posting oPHREB Accreditation Certificate

The REC shall post or display its dabcured certificate of PHREB
accreditation in a conspicuous area within its office.
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2. Submission of Annual Report within the first quarter of the following
year using the PHREB Form MN@: Annual Report which will reflect the
following:

2.1. Changesn committee chair and membership;

2.2. Trainingsattended by current members;

2.3.  Numberand type of protocols reviewed, approved, revised, and
disapproved;

2.4. Summaryof recognitions received by the REC significant
events that have affected the performance of its duties; and

2.5. Challengesndissues encountered.

3. Reporting of any controversial or important ethical issues in the course
of its work

4. Willingness to be monitored by PHREB

Annual report andother reports should be sent to the PHREB
Secretariat, through:

Philippine Health Research Ethics Board

c/o PCHRD,"8Floor, Room 306

DOST Main Building, General Santos Avenue,
Bicutan,1631Taguig City

Telephone (02) 837 B 37/Telefax (02) 837 29 24
Emailaddressethics.secretariat@gmail.com

RENEWAL OF ACCREDITATION CERTIFICATE

Within two (2) months before the expiry of its accreditatiom, REC shall
apply for renewal by complying with the regements/responsibilities of
accredited RECs (Section VI: Procedwrd Requirements for PHREB
Accreditatior).
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BASES FOR WITHDRAWAL OF ACCREDITATION
¢tKS | OONBRAGFGAR2Y 2F +ty w9/ YlI& 068
1. Noncompliancewith PHREBeportorial and othelRequirements

An REC that fails to submit an annual report for two (2) consecutive
years shall have its certification withdrawn and its name delisted from
the PHREB accredited RECs.

2. Unjustified issuance of ethical clearance (evoplation of national laws
and guidelines, lack of due diligence, etc.) that resulted in harm to
participants.

FEES

PHREB shall charge application and accreditation processing fees based or
the level of accreditation applied for.

The mechanism of paymeistfacilitated by the Philippine Council for Health
Research and Development (PCHRD) which will issue periodic advisory on
the matter in PHREB websitettfp://ethics.healthresearch.phy.

Other expenses whh may be incurred during Accreditation Visits (for Level
3) may vary depending on site specific logistical requirements, (eagel
and accommodation).

ACCREDITATION OF SPECIALTY CLINICS
Introduction

The level of accreditation of specialty clinieseds special attention because

of concerns in providing appropriate care to research participants who may
need medical care that is not covered by the specialty offered in the facility,
and in the management of conflict of interest when the pool of cotasu
where both researchersr investigators and REC members are derived, is
small. The following policies have been formulated to address the
aforementioned issues.
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Scope

These policies cover specialty clinics defined as sthmde health care
facilies that offer specific medical specialty services only (e.g.,
dermatology, ophthalmology, hematology, dialysis, etc.). These policies do
not cover health care facilities that offer stem cell therapy/research.

Policies

1. Application for all levels shall gaire accomplishment of the attached
Application Form 1.1a that is specific for Specialty Clinics. The
application form shall provide information on:

1.1. Type of specialty services

1.2. Involvement in the production of health products including food
preparationsor supplements

1.3. Number of activeconsultant staff (full time or pafime) with
reference to practice privileges;

1.4. Nature of studies conducted

1.5. Description of theREQnumber of members with at least one
non-affiliated medical member in the same specialbfficers,
specialty, diliation, scientist or non-scientist, gender, age
representation and record of research ethics traininghnd

1.6. Affiliation with or geographic access to a health facility with
general medical services.

2. Application for Level 1 shdle processed according to the 2016 PHREB
ACCREDITATION POLICIES AND REQUIREMENTS.

3. Processing and approval of an application for Levels 2 and 3
Accreditation shall take into consideration among others: an acceptable
ratio (at least 10:1) of active consufitamembers of theREQo potential
researchers and the accessibility of a health facility that offers general
medical services to research participants, if needed.
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APPENDIX F: STANDARD OPERATING PROCEDURES O
RESEARCH ETHICS COMMS TEE

The work ofRECgan be greatly helped by itSOPswhich are detailed,
written instructions, in a certain format, describing all activities and action
undertaken by the REC to achieve uniformity of the performance of its
functions. The aim of the SOP is to simplify thegamization and
documentation of the operation of the REC.

The objectives of REC SOPs include:

1. Defining the process for formulating, writing, implementingand
amending procedures within thREC

Serving as an operating manual;

Providing clear instructits in the ethical review process;
Improvingethical review through consistent written procedures; and
Providing basis for continuous quality improvement of the research
review process.

arwDd

The SOPexplainthe processes for constituting the REC, review proces!

and meetings of the committee. These will facilitate management of
protocol submissions, initial and continuing review, submission of
final/completed study report, monitoring of the conduct of research study
and filing of documents and archiving. msparency of and communicating
procedures to all stakeholders will be of benefit to all concerned and lessen
the delay in the action of REC as well as lessen possible areas of conflict.

SOPs shall be publicly available to all, both electronically ahdrohcopy.

The REC shall use the most recent approved version of its SOP manual while
retaining all previous versions in its files. The SOP manual of an REC must be
made available to relevant bodies and individuals.

All kinds of forms to be used by RECapplication form templates,
assessment checklists, communication letter templates, tables, among
others should be included in the SOP manual, and if possible, made available
to principal researchers electronically. Flow charts may be included in the
SOP tomake visible, at a glance, the sequence of processes/tasks to be
done.
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SOPs may be organized into ten major activities. Some activities may have
several related SOPs. This system of organizing SOPs need not be used by &
RECs. For example, in RECs livitlied activities, a straightforward listing

of SOPs may suffice and be simpler to use.

SOP 1REC Structure and Composition

1.1. Selection and Appointment of Members
1.2. Designation of Officers

1.3. Appointment of Independent Consultants

SOP 2Management of Initial Submissions and Resubmissions

SOP 3Management of Post Approval Submissions

3.1. Review of Progress, Final, and Early Termination Reports, and
Protocol Amendments

3.2. Review of SAE and SUSAR Reports

3.3. Review of Protocol Deviations and Viabais

3.4. Review of Applications for Continuing Review

SOP 4Review Procedures
4.1. Expedited Review
4.2. Full Review

SOP 5Meeting Procedures

5.1. Preparing for a Meeting

5.2. Preparing the Meeting Agenda

5.3. Conduct of Regular and Special Meetings

SOP 6Documentation of REC Actions
6.1. Managing the Meeting Minutes
6.2. Communicating REC Decisions

SOP 7Management and Archiving of Files

7.1. Managing REC Incoming/Outgoing Communications
7.2. Managing Active Files (Administrative and Study Files)
7.3. Archiving of Terminated, Inactive, and Completed Files
7.4. Managing Access to Confidential Files
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SOP 8Site Visits
SOP 9Management of Queries/Complaints

SOP 10Writing and Revising SOPs

206| NATIONAL ETHICAL GUIDELINES FOR HEALTH ANBHEBAIHIHRESEARCH 2017



APPENDIX G: THE PHREB STANDARD OPERATING
PROCEDURE TEMPLATE

Therecommended sections of easlandard operating procedureSQP
are as follows:

1.

TheHEADEROonsistsof the name and logo of the Institution, title of the
SOP (i.eActivity), the SOP Number, Version Number, Datpygroval

and Effective Date. The header codifies the SOP through the SOP
number and version number. The version number and pertinent dates
are changed whenever the SOP is revised.

The suggested formdbr the HEADERS as follows:

woll I YS {ht b2y
bl ¥S +SNEA2Y
[ 232 :

LyaiA ¢LC[9 hC ¢1 9! LILINE Ot

OFFSOGA

ThePOLICY STATEMESéTtion consists of statement/s of institutional

or committee policies upon which the activity and procedures are
based. This section may also include specific provisions from
international and national guidelines pertinent to the activity.

TheOBJECTIM®& THE ACTIVI3&cttion is a statement that explains the
purpose of the activity (e.gfor the SOP on Preparing for a Meeting, the
202S0GA@0S YIre o6S adlFrdiSR la ac¢KS
ensure that all meeting requirements are met such as taggs
documentsandl A Sy RI ¢ 0 ®

TheSCOPEection identifies the limits of applicability of the SOP. This
section also indicates from which step the activity will begin to which
step the activity will end.

TheRESPONSIBILITHeStion identifies the pexm/s and/or office/s in
charge of implementing the SOP and their corresponding roles and
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10.

responsibilities. It is good to draft the workflow (see section 5) first
before accomplishing this section in order to ensure that all the
responsibilities are propegrlaccounted for.

The WORKFLOWection is a diagram representing the different steps
involved in the activity. It may also be illustrated as a flowchart using
standard symbols like circles (denoting the start and end steps),
rectangles (denoting the specific steps), and diamonds (misibn
points). The person/s doing the action in each step is identified.

The section o DETAILEDESCRIPTIGDFPROCEDURBHESscribes the
manner and timeline in each step. The person/s responsible and the
forms to be used are also included. In fillingt dbis section, it is
important to be guided by the workflow. For example, if there are five
steps in the workflow, then there should be five steps described in this
section.

The GLOSSARYection includes terms that need to be defined,
acronyms, and abbkéations that need to be explained. The list of terms

in the different SOPs is not comprehensive, the REC may need to expand
this as necessary. (Note: the glossaries of the different SOPs may be put
together in one list and included as an annex or appenéitke whole

SOP Manual).

The FORMSsection lists the specific forms used in the activity (e.g.
application form, checklist, review guide, communication templates).

TheHISTORY¥ection is a tabulation of the version dates and number,
authors, and desgption of major changes that the SOP has undergone.
For example, the versions of an SOP on Designation of Officers may be
represented as follows:

Version No.| Date Authors | Main Change

01 2010 July 15 | ABC First draft

02 2013 May 01 | DEF Added functions of
the membersecretary
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ABC Included a cehair
03 2015 June 03 and corresponding
DEF o
responsibilities

11. TheREFERENCE#®tion is a list of guidelines, other institutional SOPs,
andmanuals used in the development of the SOP.
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APPENDIX H: SAMPAEPLICATION FORM FOR ETHICS
REVIEW OF RESEARCH PROPOSALS

Instructionsto the ResearcherPlease accomplish this form and ensure that
you have included in your submission the documents that you checked
below (in Section 3. Checklist of Documents).

|. GENERAL INFORMATION

TITLE
OF STUDY
REC CODE
(To be provided by REC STUDY SITE
NAME TEL NO
OF RESEARCHER CONTACT MOBILE NO
CORESEARCHER/S INFORMATION FAX NO
(if any) EMAIL
NAME ORNSTITUTION
INSTITUTION ADDRES
i Clinical Tria{Sponsored) I Biomedical research
1 Clinical Trials (Retrospective, Prospective
(Researchemitiated) and DiagnostiStudies)

Stem Cell Research
Genetic Research

—

Health Operationfkesearch
TYPE OSTUDY (Health Programs and Policje

—_——C—¢

| Sociabr Behavioral Research Others

| Public Healttor Epidemiologic

| Multicenter | Multicenter | Single Site

(Internationa) (National)

! SelfFunded | Sponsored byharmaceutical
SOURCE | GovernmentFunded Company
OF FUNDING | Scholarship/Research Grant | _ SpPecify:

| Institution-Funded | others:

START DATE
DURATION NUMBEROF STUDY|
OF THE STUDY PARTICIPANTS

END DATE
HAS THE RESEARCH UNDERGONE | YESplease attach i
TECHNICAL REVIEW technical review NO

results)

HAS THE RESEARCH BEEN SUBMITTEL | I
ANOTHER RESEARCH ETHICS commiT | YES NO
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Il. BRIEF DESCRIPTION OF THE &idd HiMffional sheet if necessary)

[ll. CHECKLIST OF DOCUMENTS FOR SUBMISSION

BASIC REQUIREMENTS:

—_—( —( —

—_—(—( —(—(

Letter request for review
Endorsement/Referral Letter
Foreign Institutional Ethics Review Approvi
(if applicable)

Full Proposaltudy Protocol
Technical Review Approval
Curriculum Vitae of Researcher
Informed Consent Form

T English version

T Filipino version

| Others

Assent Forn{if applicable)

T English version

T Filipino version

T Others

SUPPLEMENTARY DOCUMEN@Bplicable)
Questionnaire

Data Collection Forms

ProductBrochure

— — — —(

Philippine FDA Marketing Authorization or
Import License

Permit(s) forspecial populations

—_—

| others

ACCOMPLISHED BY:

(Signature over printed hame)

DATESUBMITTED:

------------- TO BE FILLEDUTBY THIREC SECRETARMAT--------

COMPLETENESS
OF DOCUMENT

| complete
| Incomplete

REMARKS

DATE RECEIVED:

(place stamp here)

RECEIVED BY:
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APPENDIX I: RESEARCH PROPOSAL TEMPLATE
6! RI LJG 6 RESF{®@ Y iv5

om0 [/ hxz9w {199¢
tKS AGXKBSNJ aKz2dzZ R O2yialAy (GKS ¥
- WS @A AARWR RyFdzso S NJ
- ¢AGES 2F GKS NBaASIHNDK
- {A3ylIGd2NBa FyR RIGSay
f ! dzi K2NDH &
f LYLX SYSyGAay3a F3Syoe
1 /22N dAy3 3Syoe
f 'LIIN2 ST 2F LINRAYEFNER Ay@Sais

- [ 2yGFOG ydzYoSNAR 2F | dziK2N& |
6HO ¢! . [ 9 hC /hbt¢9b¢{

tKAA aSOiAazy O2yil Xivyila @xOER
LISy RAOSaA

600 Lbe¢wh5!/¢Lhb

¢tKAAd aSOGAzy O2yidlAya I ONRST
NBft SOyl G2 GKS NBaSFNDK RSaax
AYTF2NXYEFGAZ2Y AyOf dzRSa RSa®NK BINE
LINBaSyid 1y2¢6tSR3IS 2F (KS adzmeas
Aa ySOS&aalNE Ay 2NRSNI G2 dzy RSN

@av twhDw!a hw twhw9/ ¢ ¢L¢[ 9

The title is the distinctive name given to the research prop@sagram
or project), which describes the work scope in specific, cheat concise
terms.

A program is a group of inteelated research projects requiring
interdisciplinary or multidisciplinary approach to meet established go
within a specificime frame. A project on the other hand is a basic un
the investigation of a specific research problem with predetermi
objectives to be accomplished within a specific time frame.

op0 twhDw!a hw twhwWw9/ ¢ [9! 59w
CKAad AYRAOIFIGSa GKS R/I2WNI LaNBR 2ZSKIS
RSAAIYILGA2Yy 2N GAGES Ay KAa 2N
KSNJ YIFAfAYy3 | RRNBaasz GStSLK2yS
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RSPG2GSR (2 KA& 2NJ KSNJ NBaSk NDK

A program leadeis one who directly plans, organizes, supervises
over-all activities of a researchnd is directly responsible for the condt
of one of the projects of said program.

A project leader is one who directly plans, organjaesl supervises, arn
conduds the implementation of a basic unit of investigation of a spe
research problem.

(6) IMPLEMENTING AGENCY
¢tKAa NBFSNR (2 (GKS F3SyoOeoarsSao

a0 / hht9w!¢LbD ! D9b/
¢KAa NBFSNBR (2 (KS

DSGDeR A B2
O2yUNROGdzIS G2 GKS |

NDODK &2 N

6y06 {LDbLCL/!b/9 h
CKA& Ada (GKS NIGAZ2Y
NBE&aSI NOK T2NKE

t wht h{

SE
Bas
¢l 9
tS 2F (KS N

N
C
I

(9) LITERATURE REVIEW

This section should discuss literatures relevamd specific to the topic ¢
the research proposal. It should be complete enough so the reade
be convinced that the research proposal being presented is built |
sound information base, addresses current country health priorities
will contributesomething new to health and/or allied health sciences

(10) OBJECTIVES

This section enumerates the goals that the program or project w
attempt to achieve. If possible, delineate the general from the spe
objectives. Research objectives should b8pecific, Measurabls
Attainable, Relevant and Tim®ound. If the proposal is a program, t
program objectives as well as specific project objectives shoul
indicated.

(11) EXPECTED OUTPUT(S)

This refers to the end results (e.g., production technglog knowledge|
expected upon completion of the research. The output(s) needs t
identified to highlight impact/importance of the research.
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(12) ENBUSERS OR TARGET BENEFICIARIES
This refers to the probable engsers or beneficiaries of the resear
output and the number and locality of beneficiaries, if applicable.

(13) DURATION OF PROGRAM OR PROJECT
This refers to the planned start date, completion date, and duratig
months.

(14) METHODOLOGY

Research Desigathis section indicates how the research objectives
be achieved. It includes a description of the type of research design
cross sectional, case control, cohort, etc.)

Research Populatio this is required for studies involving animals ¢
humans. This section states the number of research participants req
to enter and complete the research. A brief definition of the type
research participant required is also described.

Inclusion Criteria ¢ this section describes the criteria eachsearch
participant must satisfy to enter the research. These criteria may inc
but are not limited to the following: age, sex, race, diagnosis or cond
method of diagnosis, and diagnostic test.

ExclusiorCriteriac this section details the crité that would eliminate ¢
participant from participation in the research.

Sample Size Computatioqthis section describes the type of sampl
design and the assumptions used to compute the sample size.

Research Site this section details the locatigrstation or unit where
research will be conducted

Research Planq this section explains the plan of action, procedures
methods to be used during the research. Detailed methodolog
described for laboratory, diagnostic, interviews, and manner afay
collection. Special instrumentation may be described in a subse
(instrumentation or data collection tools, special equipment, etc.)
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Case Report Formthe case report form (CRF) should be attached to
research proposal. If the CRF is in electronic format, a printed copy s
be attached as an appendix.

Variables to be Investigated; dependent/outcome and independel
variables

(15) PLANS FOR DAPROCESSING AND ANALYSIS

- 1 2YLIREOWE AGASE G2 0SS dzaSR:I A
- {ardxaéexareN) iSada G2 oS dzaSs
- 5dzyYd of Sa

(16) WORK PLAN SCHEDULE

This is brief description in chronological order of each activity t
undertaken. The plan of work af project should reflect the schedule
the study components. For the program, individual schedules of ea
the projects should be supplied. A Gantt chart of activities shoul|
given. This chart will indicate the relative time frame and schedulee
major activities of the proposal, including plans for research utilizatic

(17) ETHICAL AND BIOSAFETY CLEARANCE

9UGKAOFKE Of SINIyOS FTNRBY GKS (REB)S
required for researchnvolving the use of human participants. Inet
absence of the REC, the implementing agency may submit their res
proposal for ethical review to the National Ethics Committee (NEQ
ethical clearance is required prior to review of the proposal.

Likewise, biosafety clearance is needed to enshat all studies dealin|
with genetic engineering and pathogenic organisms in the Philippine
conducted under reasonably safe conditions. If the implementing ag
has no buikin Institutional Biosafety Committee, then the proposal ca
besubmitttR F2NJ NB@ASg o0& (GKS 5h{c¢cQ
of the Philippines (NCBP).

(18) RESEARCH UTILIZATION

This section should indicate the strategies to be used in disseminatin
ensuring utilization of the expected research résuForproduct-based
research proposal should include the prospective technology usel
well as, plans for technology transfer.
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(19) ESTIMATED BUDGETARY REQUIREMENTS

Indicate the annual budget of the proposal according to source of fi
For the first year specify the budget for major expense items.
succeeding years, only the total annual budget igureed initially. The
detailed breakdown of financial assistance requested should b
accordance with the New Government Accounting System (NGAS
counterpart funding of the implementing agency as well as other agel
cooperating in the project should also be reflected. Details of the fina
requirements per expense item and source of funds are illustrated a
end page.

Under the Personnel 8dces (PS), segregate the number and positior
those who will be receiving salaries from those who will be entitle
honoraria. Salaried personnel will consist of those who will work full
for the project.

Parttime staff to be hired for the ramarch will be entitled to honorariz
Likewise, the Project Leader and the consultants will be recipien
honoraria. Indicate the recommended salaries/honoraria rates
position and the coverage of their service periods.

For Maintenance and Other Omding Expenses (MOOE), the travel
SELSyasSa 2F (NI yaLRNUIFGAZY 27F
diems while in route or away from permanent station and ite
necessarily incidental thereto in connections with the research work.
item on suplies and materials will include expenses on consumable
semiexpendable field/laboratory/office supplies and materials neede
the course of the research. Budget for sundry will consist of expens
communications, repairs and maintenance, estintht®st for researcl
utilization (RU) component, computerization, and miscellane
expenses. Details for each line item should be provided.

The Capital Outlay (CO) details the budgetary requirement of the res
for equipment items needed for thproject. Indicate the quantity, un
cost and total amount.

'y FRYAYAAGNF GAGS O2al Sl dzi ot ¢

ahh9 OFly 6S AyOfdzRSR & LI} NI 2]
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2O0SNKSIR SELSyasSa ot { I RS yaithhyw
AY FylFr3aAy3as S@rtdzidAy3 yR Y2
OHNO /) wwL/}[}la x£L¢! 9

CKAAa LRNIA2Y LINRPGARSA NBf SO yi
NBEaSHNOK OFLIoAfAGR

OHMO 9b5hw{9a9b¢ Cwha ¢1 9 ! D9b

This is indicative of thesupport of the implementing agency to tf
research project in terms of use of facilities and equipment,
assistance in undertaking the project.

OHHDU L.[LhDw!t1
Iy I-fLJKI-(‘)SG)\OI-fZ Yy dzY SNR O € fAa
AYF2NYE GX220B2 Nat daa SR Ay NBETFSNN
)\y’uSNyIuAZYIf S2dz2Ny I f az a4 Kz2dzZ R
O0HoU [Lb9 L¢9a .| 5D9¢
9EFYLIXS 2F GKS [AYS LGSY . dzR3S
{2dzNDS&a 2F CdzyRa |y
t!tweL/ | [! w{ t/ | wh ' D9b/ , hel 9w
P{{L{¢//h!becOw| {h! w/9
Lt SNE2y It { SNBAO
Fo {FflFNKRSA
6d | 2y2NF NRI
_ t{ {i.
l.al AydSyFkyO0S I yR
9ELISyasSa o6ahhov
o ¢NF @St Aay3 SE
0 {dzlJJ AS& I yR
ahh9 {|
M./ FLAGEE hdzlif | &
/1t¢! [ hle[!
Dw! b5 ¢
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APPENDIX J: SAMPLE WORKSHEET FOR PROTOCOL

ASSESSMENT
(Adapted fromthe NEG

TITLE
OF STUDY

REC CODE TYPE OF REVIEW
PROPONENT INSTITUTION

REVIEWER PRIMARY REVIEWER 3 YES 3 NO

--GUIDE QUESTIONS FOR REVIEWING THE PROR®GRAITOCOL

1. Is/Are the esearch question(s) reasonablg 3 UNABLE TASSESY & YES | & NO

If NOor UNABLE TO ASSEfIBase explain.

2. Are the study objectives specific,

5 5 5
measuralie, attainable, and reasonable? UNABLE TASSESS YES NO

If NOor UNABLE TO ASSEfI8ase explain.

3. Does the research need to be cadiout

with human participants? ® UNABLET@SSESY ©° YES| ° NO

If NOor UNABLE TO ASSEQIBase explain.

4. Does the protocol present sufficient
background information or results of
previous studiegrior to human
experimentation?

If NOor UNABLE TO ASSEfI8ase explain.

5 UNABLE TASSESY & YES | 3 NO

5. Does the study involve individuals who arg

vulnerable? 3 UNABLE TASSESY 3 YES| % NO

If YESr UNABLE TO ASSEd8ase explain.
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Are appropriate mechanisms in place to
protect the vulneable potential
participants?

3 UNABLE TASSESS

YES

NO

If NOor UNABLE TO ASSEfIBase explain.

Arethere probable risks to the human
participants in the study?

3 UNABLE T@SSESS

YES

NO

Does the protocol adequately addretse
risk/benefit balance?

5 UNABLE TA@SSESS

YES

NO

If NOor UNABLE TO ASSE@I8ase explain.

Are toxicological angharmacological data
adequate?

3 NOT APPLICABLE

YES

NO

If NO,please explain.

10.

Is the informed consent procedure/form
adequate and culturally appropriate?

3 NOTAPPLICABLE

YES

NO

If NO,please explain.

11.

Are the proponents adequatelyained and
do they have sufficient experience?

3 UNABLE TO ASSE

YES

NO

If NOor UNABLE TO ASSERIBase explain.

12.

Is the research facility appropriate?

3 UNABLE TBSSESS

YES

NO

If NOor UNABLE TO ASSE@IBase explain.

13.

Do you haveny other concerns?
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Recommendation 8 Exempt from Review
Approved
Minor Revisions Required

o o

(=]

Major Revisions Required

8 Disapproved
Reasons for disapproval:

Signature over Printed Name Review Date
of Reviewer
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APPENDIX K: INFORMED CONSENT FORM TEMPLATE F

CLINICAL STUDIES

Adaptedfrom the WHO Informed Consent Template
(http://mww.who.int/rpc/research_ethics/informed_consent/en/)

(This template is for either clinical trials or clinical research. Language used
throughout form should be at the level of a Filipino local student inl&6a
to 8)

[INSTITUTIONAL LETTER HEAD]

Informed Consent Form forflame the group of individuals for whom this
informed consent form is written. Because research for a single project is
often carried out with a number of different groups of individual$or
example healthcare workers, patients, and parents of patierisis
important that the group for whom this particular consent is identifigd.

[Name of Principle Investigator]
[Name of Organization]

[Name of Sponsor]

[Name of Project and Version]

PART I: INFORMATION SHEET

INTRODUCTION

Briefly state who you (researcher) are and explain that you are inviting them
to participatein the research you are doinmform them that they may talk

to anyone they feel comfortable talking with about the raseh and that
they can take time to reflect on whether they want to participate or not.
Assure the participant that if they do not understand some of the words or
concepts, that you will take time to explain them as you go along and that
they can ask queiins now or later.

PURPOSE OF THE RESEARCH

Explain in lay terms why you are doing the research. The language used
should clarify rather than confuse. Use local and simplified terms for a
disease (e.g., local name of disease instead of malaria, mosquito instead of
Fy2LKSt Sax avY2aljdzZRaySa GKSE LRARG | &I
ayz2aljdzAaidz2Sa IINBS GKS @GSOU2NRéLVD | ¢
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indicators, determinants, equitable etc. There are guides on the internet to
help you find substitutes for words which are overly scientific or are
professiaal jargon.

TYPE OF RESEARCH INTERVENTION

Briefly state the type of intervention or procedure that will be undertaken.
This will be expanded upon in the procedures section (below) but it may be
helpful and less confusing to the participant if they knownfrthe very
beginning whether, for example, the research involves a vaccine, an
interview, a biopsy or a series of finger pricks.

PARTICIPANT SELECTION

State why this participant has been chosen for this research. People often
wonder why they have beermosen to participate and may be fearful,
confused or concerned.

VOLUNTARY PARTICIPATION

Indicate clearly that they can choose to participate or not. State, what the
alternative- in terms of the treatment offered by the cliniavill be, if they
decide rot to participate. State, only if it is applicable, that they will still
receive all the services they usually do whether they choose to participate
or not. This can be repeated and expanded upon later in the form as well,
but it is important to state cledy at the beginning of the form that
participation is voluntary so that the other information can be heard in this
context.

Include the following section only if the protocol is for a clinical trial:

INFORMATION ON THE TRIAL DRUG [Name of Drug]

1. Give the phase of the trial and explain what that means. Explain to the
participant why you are comparing or testing the drugs.

2. Provide as much information as is appropriate and understandable
about the drug such as its manufacturer or location of manuwifi@cand
the reason for its development.

3. Explain the known experience with this drug

4. Explain comprehensively all the known seféects/toxicity of this drug,
as well as the adverse effects of all the other medicines that are being
used in the trial
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PRAEDUREAND PROTOCOL

Describe or explain the exact procedures that will be followed on alsyep
step basis, the tests that will be done, and any drugs that will be given.
Explain from the outset what some of the more unfamiliar procedures
involve (placebo, randomization, biopsy, etc.) Indicate which procedure is
routine and which is experimental or research. Participants should know
what to expect and what is expected of them. Use active, rather than
conditional, language. Write "we will ask yoxt®bh Ay aiaSIFIR 27T
G2 Fal e2dz G42XdhHo

In this template, this section has been divided into two: firstly, an
explanation of unfamiliar procedures and, secondly, a description of
process.

A. Unfamiliar Procedures
This section should be includédthere may be procedures which are not
familiar to the participant.

If the protocol is for a clinical trial:

1. Involvingrandomization or blinding, the participants should be told
what that means and what chance they have of getting which drug (i.e.,
onein four chances of getting the test drug).

2. Involving an inactive drug or placebo, it is important to ensure that the
participants understand what is meant by a placebo or inactive drug.

3. Which may necessitate a rescue medicine, then provide information
about the rescue medicine or treatment such as what it is and the
criterion for its use. For example, in pain trials, if the test drug does not
control pain, then intravenous morphine may be used as a rescue
medicine.

If the protocol is for clinical research

Firstly, explain that there are standards and guidelines that will be followed
for the treatment of their condition. Secondly, if as part of the research a
biopsy will be taken, then explain whether it will be under local anesthesia,
sedation or generadnesthesia, and what sort of symptoms and side effects
the participant should expect under each category.
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For any clinical study (if relevant):

If blood samples are to be taken explain how many times and how much in
a language that the person understands. It may, for example, be
inappropriate to tell a tribal villager that blood equal to a wiglass full will

be taken but it may be very approptéato use pictures or other props to
illustrate the procedure if it is unfamiliar.

If the samples are to be used only for this research, then explicitly mention
here that the biological samples obtained during this research procedure
will be used only fothis research, and will be destroyed after _ years,
when the research is completed. If the tissues/blood samples or any other
human biological material will be stored for a duration longer than the
research purpose, or is likely to be used for a psgother than mentioned

in the research proposal, then provide information about this and obtain
consent specifically for such storage and use in addition to consent for
participation in the study (see last section).

B. Description of the Process

Describe to the participant what will happen on a stapstep basis. It may
be helpful to the participant if you use drawings or props to better illustrate
the procedures. A small vial or container with a little water in it is one way
of showing how muchlood will be withdrawn.

DURATION

Include a statement about the time commitments of the research for the
participant including both the duration of the research and folopy if
relevant.

SIDE EFFECTS

Potential participants should be told if there amay known or anticipated
side effects and what will happen in the event of a side effect or an
unexpected event.

RISKS

Explain and describe any possible or anticipated risks. Describe the level of
care that will be available in the event that harm doescuar, who will
provide it, and who will pay for it. A risk can be thought of as being the
possibility that harm may occur. Provide enough information about the risks
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that the participant can make an informed decision.

BENEFITS

Mention only thoseactivities that will be actual benefits and not those to
which they are entitled regardless of participation. Benefits may be divided
into benefits to the individual, benefits to the community in which the
individual resides, and benefits to society astale as a result of finding an
answer to the research question.

REIMBURSEMENTS

State clearly what you will provide the participants with as a result of their
participation. WHO does not encourage incentives. However, it
recommends that reimbursements faexpenses incurred as a result of
participation in the research be provided. These may include, for example,
travel costs and money for wages lost due to visits to health facilities. The
amount should be determined within the host country context.

CONFIDENALITY

Explain how the research team will maintain the confidentiality of data,
especially with respect to the information about the participant which
would otherwise be known only to the physician but would now be available
to the entire research teamNote that because something out of the
ordinary is being done through research, any individual taking part in the
research is likely to be more easily identified by members of the community
and is therefore more likely to be stigmatized.

SHARING THE RE$SL

Where it is relevant, your plan for sharing the information with the
participants should be provided. If you have a plan and a timeline for the
sharing of information, include the details. You should also inform the
participant that the research findgs will be shared more broadly, for
example, through publications and conferences.

RIGHT TO REFUSE OR WITHDRAW

This is a reconfirmation that participation is voluntary and includes the right
to withdraw. Tailor this section to ensure that it fits for tgeoup for whom

you are seeking consent. The example used here is for a patient at a clinic.
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ALTERNATIVES TO PARTICIPATING

Include this section only if the study involves administration of
investigational drugs or use of new therapeutic procedures.ithgortant

to explain and describe the established standard treatment.

WHO TO CONTACT

Provide the name and contact information of someone who is involved,
informed, and accessible (a local person who can actually be contacted.
State also that the proposabs been approved and hgw

t'we LLY /9we¢LCL/!'¢9 hC [/ hb

tKA&a &aSOGA2y &K2dZ R 0SS 6NAGGSY Ay
AAYATINI G2 GKS 2yS Ay 02tfR 0Sft2609
O2yasSyids I 44 (NBSESH NOKSNI 2N ik St LIS
AYTF2NYSR O2yaSyid Ydzad air3ay Sk OK 02
Fg2AR adGrkdiSySyda GKIG KFE@S bL dzy RS
aK2dzZ R LISNKILA oS o0SGdGSNI dSaidisSR
NEFRAY3 2F (GKS AyTF2N¥IGAZ2Y &aKSSO ¢
Fo20S0> 2NJ GKNRdzZAK (GKS ljdzSadAzya o
GKS AYyT2N¥IiGA2y &aKSSGz AF G(GKS LRGS
aKSSi KAYaAStT 2N KSNaSt To

I hawe read the foregoing information, or it has been read to me. | have
had the opportunity to ask questions about it and any questions that | have
asked have been answered to my satisfaction. | consent voluntarily to
participate as a participant in this reseeh.

Print Name of Participant:
Signature of Participant:
Date: [MM/DD/YYYY]

If llliterate
I fAGSNY 4GS osAlySaa Ydzad arday oAF L
GKS LI NIHAOALI YO FyR &@R2diKE HBAS | K

t F NODAOALI yia gK2 | NB Af (hANRSNI (1S3 &S
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I have withessed the accurate reading of the consent form to the potential
participant, and the individual has had the opportunity to ask questions. |
confirm that the individual has given consent freely.

Print name of witness Thumb print of participant
Signature of witness
Date:[MM/DD/YYYY]

STATEMENT BY THE RESEARCHEERSRNAKING CONSENT

| have accurately read out the information sheet to the potential
participant, and to the best of my ability made sure that the participant
understands that the following will be done:

1.

2.

3.

| confirm that the participant was given aopportunity to ask questions
about the study, and all the questions asked by the participant have been
answered correctly and to the best of my ability. | confirm that the
individual has not been coerced into giving consent, and the consent has
been givenfreely and voluntarily.

A copy of this Informed Consent Form has been provided to
the participant.

Print Name of Researcher or person taking the consent

Signature of Researcher or person taking the consent

Date:[MM/DD/YYYY]
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APPENDIX INFORMED CONSENT FORM TEMPLATE FOI

SURVEYS, INTERVIEWS, AND FOCUS GROUP DISCUSS

Adapted from the WH@formed Consenfemplate
(http://mww.who.int/rpc/research_ethics/informed_consent/en/)

(Thistemplateis for research interventions that use questionnairesigpth
interviews or focus group discussigns.

[INSTITUTIONAL LETTER HEAD]

Informed Consent Form fofldentity of the particular group of individuals
(e.g., clients, patients, community leaderservice providers) in the project
for whom this consenis intended

[Name of Principle Investigator]
[Name of Organization]

[Name of Sponsor]

[Name of Project and Version]

PART I: INFORMATION SHEET

INTRODUCTION

Briefly introduce the proponent andoacerned organization, emphasize
that this is an invitation to participate in a study/research and that he or she
can take time to reflect on whether he or she want to participate or not.
Assure the participant that he or she does not understand some ef th
words or concepts, that these will be explained and that he or she can ask
guestions at any time.

PURPOSE OF THE RESEARCH

Explain the research questionardinary, nontechnical termsUse local and
simplified words rather than scientific terms arglofessional jargon.
Consider local beliefs and knowledge when deciding how best to provide the
information.

TYPE OF RESEARCH INTERVENTION
Briefly state the type of intervention that will be undertaken. This will be
expanded upon in the procedures sectibat it may be helpful and less
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confusing to the participant if they know from the very beginning whether,
for example, the research involves a vaccine, an interview, a questionnaire,
or a series of finger pricks.

PARTICIPANT SELECTION

Indicate why you ave chosen this person to participate in this research.
People wonder why they have been chosen and may be fearful, confused or
concerned.

VOLUNTARY PARTICIPATION

Indicate clearly that they can choose to participate or not. State, only if it is
applicabg, that they will still receive all the services they usually do if they
choose not to participate. Explanation: It may be more applicable to assure
them that their choosing to participate or not will not have any bearing on
their job or jobrelated evaluéions. This can be repeated and expanded
upon later in the form as well. It is important to state clearly at the beginning
of the form that participation is voluntary so that the other information can
be heard in this context. Although, if the interviewgnoup discussion has
already taken place, the person cannot 'stop participation' but request that
the information provided by them not be used in the research study.

PROCEDURES

A. Provide a brief introduction to the format of the research study and in
which part of the study he or she will be involved.

B. Explain the type of questions that the participants are likely to be asked
in the focus group, the interviews, or the survey. If the research involves
guestions or discussions which may be sensitive or migahy cause
embarrassment, inform the participant of this.

In focus group discussions:

Give the location of the FGD, describe the FGD process, inform the
participant that there will be B other persons with similar experiences,
that the discussion will be guided by a moderator who is trained to do so,
whether the discussion will be recordgaow confidentiality will be kept and
how long the records will be stored. Give the participant an idea on what
topics will be taken up, that questions the participant has about the study
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may also be raised and discussed and that he or she does nothahare
any knowledge that he or she is nmimfortable sharinglt is also important

for the participant to know that he or she can still opt out of the study even
after the FGD by requesting that his or her participation not be cited part of
the data.

For interviews:

Inform the participant about the location of the interview (or a preferred
location of the participant) and identity of the interviewer. Assure the
participant that he or she does not wish to answer any of the questions
during the interviewthe interviewer will move on to the next question; that
no one else but the interviewer will be present unlessoneshewould like
someone else to be there. Describe how the interview will be recorded and
kept confdential. Explain how long the study records will be kept and
subsequently destroyed.

For questionnaire surveys:

Describe how the survey will be distributed and collected. Inform the
participant that he or she may answer the questionnaire personally, or it can
beread to him or her; answered aloud and written down by a member of
the research team. Assure the participant that if he or she does not wish to
answer any of the questions, this may be skipped and he or she can proceed
to the next question. The informatiorecorded is confidential, name is not
included on the forms, only a number will identify him or her, and no one
else except [name of person(s) with access to the information] will have
access to the results of the survey.)

DURATION

Include a statemenabout the time commitments of the research for the
participant includingboth the duration of the research and follewp, if
relevant.

RISKS

Explain and describe any risks that can be anticipated or that are possible.
The risks depend upon the nature atype of qualitative intervention, and
should be, as usual, tailored to the specific issue and situation.

If the discussion is on sensitive and personal issues (e.g., reproductive and
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sexual health, personal habits, etc.) or confidential in nature, themne is a

risk of embarrassment, discomfort or fear. Assure the participant that he or
she does not have to answer any question or take part in the discussion,
interview, or survey if he or she feels the question(s) are too personal or if
talking about tlem makes him or her uncomfortable.

BENEFITS

Benefits may be divided into benefits to the individual, benefits to the

community in which the individual resides, and benefits to society as a
whole as a result of finding an answer to the research questibention

only those activities that will be actual benefits and not those to which they
are entitled regardless of participation.

REIMBURSEMENTS
State clearly that the participants will not receive payments beyond
reimbursements for expenses incurred aseault of their participation.

CONFIDENTIALITY

Explain how the research team will maintain the confidentiality of data with
respect to both information about the participant and information that the
participant shares. Outline any limits to confidentiali Inform the
participant that because something out of the ordinary is being done
through research, any individual taking part in the research is likely to be
more easily identified by members of the community and therefore more
likely to be stigmatizedlIf the research is sensitive and/or involves
participants who are highly vulnerable research concerning violence
against women for example explain to the participant any extra
precautions you will take to ensure safety and anonymity.

(The folowingapplies to focus groups)
Focus groups provide a particular challenge to confidentiality because once
something is said in the group it becomes common knowledge. Explain to
the participant the group participants shall be encouraged to respect
confidentiality, but that this cannobe guaranteed

SHARING THE RESULTS
If there is a plan and a timeline for the sharing of information, include the
details.The participant may also be informed that the research findings will
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be shared more broadly, for examplehrough publications and
conferences.

RIGHT TO REFUSE OR WITHDRAW

Reiterate that participation is voluntary and includes the right to withdraw.
Tailor this section to ensure that it fits for the group for whom one is seeking
consent. Participants shoulthve an opportunity to review their remarks in
individual interviews and erase part or all of the recording or note.

WHO TO CONTACT

Provide the name and contact information of someone who is involved,
informed and accessiblea local person who can adllly be contacted.
State also the name (and contact details) of the local REC that has approved
the proposal.

t'we LLY /9we¢LCL/!'"¢9 hC [/ hb

¢tKAA aSOGA2Y Ydzad 06S 6NRGGSY Ay (K
alilFGSYSyidGa | o2Rlzio S K¥S2 INIB21R3 RNk |y &
2yS Ay 02fR 0St26d LF GKS LI NIAOAI
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This section is mandatory
| have read the foregoing information, or it has been read to me. | have
had the opportunity to ask question$ 6 2 itlzind any questions | have
been asked have been answered to my satisfaction. | consent voluntarily
to be a participant in this study.

Print Name of Participant
Signature of Participant
Date: [MM/DD/YYYY]

If llliterate
I fAGSNIGS sAGySaa YdzadG airday oATF L
GKS LI NIAOALIVYH YR &Ki2Kd3 RNBKISF NIOW
tF NIAOALI yiGa 6K2 FNB AftfAGSNIGS &K
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I have withessed the accurate reading of the consent form to the potential
participant, and the individual has had the opportunity to ask questions. |
confirm that the individual has given consent freely.

Print name of witness Thumb print of participant
Signature of witness
Date:[MM/DD/YYYY

STATEMENT BY THE RESEAROREERSONAKING CONSENT

| have accurately read out the information sheet to the potential
participant, and to thebest of my ability made sure that the participant
understands that the following will be done:

1.

2.

3.

| confirm that the participant was giveran opportunity to ask questions
about the study,and all thequestions asked by the participant have been
answered correctly and to the best of my ability. | confirm that the
individual has not been coerced into giving consent, and the consent has
been given frely and voluntarily.

A copy of this Informed Consent Form has been provided to
the participant.

Print Name of Researchar person taking the consent

Signature of Reseaher or person taking the consent

Date:<MM/DD/YYYY>
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APPENDIXI: INFORMED ASSENT FORM TEMPLATE FOR

MINORSOR CHILDREN2 TO UNDERS YEARS OLD)
Adapted from the WHO Assent Template
(http://mww.who.int/rpc/research_ethics/informed_consent/en/)

(Language should be at a level appropriate to the child's age and
development. This template is written for a fmdolescent or young
adolescen)).

Informed Assent Form fofDescription of Group of Children Involved]
[Name of Principle Investigator]
[Name ofOrganization]
[Name of Sponsor]

[Name of Project and Version]

PART I: INFORMATION SHEET

INTRODUCTION

Introduce the researcher and provide a brief description of the stGdiyarly

state that you are doing research. Inform the child that parental consent
also necessary. Let them know that they can speak to anyone they choose
about the research before they make up their mind.

PURPOSE
Explain the purpose of thesearch in clear simple terms.

CHOICE OF PARTICIPANTS
Explain why they are being invited be in the research. It is important to
address any fears they may have about why they were chosen.

PARTICIPATION IS VOLUNTARY: Do | have to do this?

State clearly and in chifitiendly language that the choice to participate is
theirs. If there is a pssibility that their decision not to participate might be
overridden by parental consent, this should be stated clearly and simply.

INFORMATION OMNHE TRIAL DRUG [Name of Drug]:
Include the following section only if the protocol is for a clinical trial:
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[Name of Drug]: What is this drug and what do you know about it?

1. Give thephaseof the trial and explain what that means. Explain to the
participant why you are comparing or testing the drugs.

2. Provide as much information as is appropriate and understandable
about the drug such as its manufacturer or location of manufacture and
the reason for its development.

3. Explain the known experience with this drug.

4. Explain comprehengely all the known sideffects andtoxicity of this
drug, as well as the adverse effects of all the other medicines that are
being used in the trial.

PROCEDURES

Explain the procedures and any medical terminology in simple language.
Focus on what is expected of the child. Désemwhich part of the research

is experimental.

RISKS

Explain any risks using simple, clear langud@gscribe what have been
found as cause for worry previously and how the researchers will do their
best to ensure that this will not happen and if it@x heor she will be
attended to promptly. Include the importance of complying with the
scheduled visits in order to address concerns and issues about the study.

DISCOMFORTS

If there will be any discomforts (e.g., hurt from injection, reddening and
sweling) state these clearly and simply. Address what may be some of the
child's worries, for example, missing school or extra expense to parents.

BENEFITS
Describe any benefits tie child (and to others).

REIMBURSEMENTS

Mention any reimbursements (e.grawvel expenses and reimbursement for
time lost) or forms of appreciation that will be provided. Any gifts given to
children should be small enough to not be an inducement or reason for
participating.
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CONFIDENTIALITY

Explain what confidentiality meanssimple termsfor example: We will not

tell other people that you are in this research and wil not share
information about you to anyone who does not work in the research study.
After the research is over, you and your parents will be told which ofvtne
injections you received and the resyltState any limits to confidentiality.
Indicate what their parents will or will not be told.

COMPENSATION

Describe how the research study groupl téike care of the child if he @he
gets sick or hurt becausef participation in the study.Describe the
arrangement in accordance with the ability of the child to understand and
explain that parents have been given more information.

SHARING THE FINDINGS

Explain that the research findings will be shared in a ynf@$hion but that
confidential information will remain confidential. If you have a plan and a
timeline for the sharing of information, include the details. Also tell the child
that the research will be shared more broadly (i.e., in a book, journal,
conferences, etc.).

RIGHT TO REFUSE OR WITHDRAW

Reemphasize that participation is voluntary and describe any limits to this.
'S 2NJ aKS Oly GKAyYy1l Fo62dzi Ad FyR R
now and change his or her mind later.

WHO TO CONTACT

List and give contact information for those people who the child can contact
easily (a local person who can actually be contacted). Tell the child that he
or she and parents can also talk to anyone they want to about this (e.g., their
own doctor, a family fend, a teacher).
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PART 2: CERTIFICATE OF ASSENT

This section can be written in the first person. It should include a few brief
statements about the research and be followed by a statement similar to
the one identified as 'suggested wording' below. If the child is illiterate but
gives oral assent, a wiss must sign instead. The researcher or the person
going over the informed assent with the child must sign all assents.
(Example: | understand the research is about testing a new vaccine for
malaria and that | might get either the new vaccine which isdp¢ested or

the vaccine which is currently being used. | understand that | will get an
injection and that | will come for regular monthly chegls at the clinic
where | will give a blood sample with a finger prick.)

I have read this information (or hathe information read to me) | have had
my questions answered and know that | can ask questions later if | have
them.

| agree to take part in the research.
Print name of child

Signature of child:
Date:[DD/MM/YYYY]

(If illiterate)
A literate witness must sign (if possible, this person should be selected by
the participant, not be a parent, and should have no connection to the
research team). Participants who are illiterate should include their thumb
print as well.

I have witnessed the accurate reading of the assent form to the child, and
the individual has had the opportunity to ask questions. | confirm that the
individual has given consent freely.

Print name of witness (not a parent)
ANDThumb print of participant

Signature of witness
Date: [DD/MM/YYYY]
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