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Republic of the Philippiries
DEPARTMENT OF SCIENCE AND TECHNOLOGY

MAR U 2 2007
8 February 2007

DOST Administrative Order No. 0 0 “
Series of 2007

Subject: Requirement for Review of all health researches involving human subjects/
participants

x

A. Rationale

Human subjects/ participants involved in health research may be harmed or
wronged or be made to face unreasonable risks. Patients by reason of their
illness, gender, age, economic and social status, are particularly vulnerable to
various pressures that may cloud decision-making. On the other hand, the
challenges and excitement of research and discoveries may create conflicts of
interest in the researcher that may be overlooked. For these reasons, there 1s a
need for an oversight mechanism to ensure protection of the welfare and dignity
of human participants in research.

B. Coverage:

All individuals, organizations, institutions who conduct research involving human
persons are advised to follow these policies.

C. Policies:

1. All institutions that conduct health research are urged to establish review
comumittees that shall be in-charge of ethical evaluation and monitoring of
research involving human participants. The composition and procedures
must be in compliance with the guidelines in the 2006 National Ethical
Guidelines for Health Research,

2. Al research protocols for the conduct of biomedical and behavioral
researches involving human subjects shall be submitted to' all ethics
review committee for coordination. comment, guidance and approval.
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{ For inquiries, call or write

Philippine Council for Health Research and Development
Department of Science and Technology

3rd Floor, DOST Administration Bldg.

Gen. Santos Ave., Bicutan, Taguig City

Tel. Nos.: B37-75-35; 837-75-36

Fax No.: 837-29-24

E-mail: info@pchrd.dost.gov.ph (http:fAwww.pchrd.dost.gov.ph)

Health Policy Development & Planning Bureau
Department of Health

2nd Floor, Building 3, San Lazaro Compound

Sta. Cruz, Manila

Tel. Nos.. 743-83-01 loc. 1328, 711-63-77

Fax Nos.: 781-43-62, 711-67-36

| E-mail: researchethics2005@yahoo.com

FOREWORD.

Advances in computing and telecommunications, coupled with the completion of the
Genome Project, have forever changed the landscape of the medical and health
sciences. These breakthroughs have opened the floodgates to the limitless possibilities
of new technologies and of the modearn scientific mind. Yet researches, no matter how
impressive or noble the end, must never be allowed to prosper at the cost of the health
and well-being of people, particulatly the disadvantaged.

This revised edition of the National Ethical Guidelines for Health Research aims to
provide the safeguards in the conduct of researches, particularly those invelving human
participants. It also aims to establish the needed structures for the ethical conduct of
biomedical and behavicral research by setting off the scope, functions, and composition
of the Philippine Health Research Ethics Board (PHREB) as a national body, as well as
that of institutional ethics review committees.

The 2006 Nationa! Ethical Guidelines for Health Research likewise seeks to address the
role of research and the various issues and gaps relating to research in the context of
developing countries. These include ethical issues pertaining to internationai collaborative
research funded by industrialized countries and carried out in developing countries. Such
issues include difficulties in creating ethical guidelines and review processes in developing
countrigs, the standard of care to be provided during and after clinical trials, traditional
medicines, genomics and global health, benefit sharing and intellectual property, and
culture and informed/misinformed consent. ’

Given the increasing universality of what were once region-specific health concerns, these
Guidelines have also identified issues/topics that are commonly addressed by the four
intemational ethics guidelines, namely the International Declaration on Human Genetic
Data, the Council for International Organizations of Medical Sciences, UNAIDS, and the
Declaration of Helsinki.

Written in simple, concise, and reader-friendly style, the 2006 National Ethical Guidelines
for Health Research will hopefully encourage more studies conducted by Filipinos on
local health concerns, thereby addressing the prablem of under-representation of the
Philippines in high-impact general medical journals, which is another key ethical issue
in heaith research.

Estrella F. Alabastro, Ph. D.
Secretary
Department of Science and Technology

23 June, 2008
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MESSAGE

The landscape of health research has immensely changed with the explosion of new
information, the ease of exchange of scientific knowledge, and information technology
(IT) that altows for the quick and downloadable access of the outputs of research. There
are also challenges being posed by new ethical considerations such as in balancing
the need to shed light to emerging public health threats, which especially hit low-income
populations against human rights not to be misused when these poor people are chasen
as research subjects We must therefore adapt with the times and revolutionize ways in
which we conduct local research by becoming more responsive to these scientific,
technological, and social advances.

The Philippine Health Research Ethics Board (PHREB) under the Philippine Nalional
Health Research System (PNHRS) is now bringing out the updated National Ethical
Guidelines for Health Research in response to these changing needs. This is indeed a
‘welcome development for the DOH as we continuously seek better information and
evidence and explore new ways, approaches, and technologies, which can enhance the
performance of the entire health system. Critical reform strategies on service delivery,
regulation, financing, and govemance under the Fourmula 1 for Health impiementation
strategy shall surely benefit from these developments as we devote ourselves more to
conducting researches built on a foundation of public trust, scientific integrity, and social
responsibility.

While we accelerate our actions for health through speedier ways of testing new drugs,
tools, strategies, and approaches in health research, we must ali take care to uphold
the values associated with ethical research conduct. We need to safeguard the rights
of the participants, particularly those who are vulnerable or disadvantaged. The national
guidelines shall ensure that more research institutions and researches from the
biomedical and behavioral fields of discipline will be able to support and protect the
dignity and rights of the human person as a research participant. I understand aiso that
this initiative is pointing to one of the goals of the Philippine National Health Research
System (PNHRS) - that of fostering high performing research organizations retative to
technical and ethical standards.

We therefore laud the tireless efforts and admirable dedication of the members of the
Ad Hoc Committee for accomplishing the revised ethical guidelines for the conduct of
health research in the country.

Congratulations and more power to the Philippine National Health Research System!

i, M.D., M.Sc.
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HOW TO USE THE GUIDELINES

This set of Guidelines is divided into two major topics: 1) the General
Guidelines on ethical review of health research, and 2) the Special
Guidelines on specific research areas, namely a) clinical trials on drugs,
devices, and diagnostics; b) herbal medicine research; ¢} complementary
and aiternative medicine research; d) epidemioclogical research; e) social
and behavioral research; f) research involving traumatized populations;
g) HIVIAIDS research; h) research on assisted reproductive technology:;
and i) genetic research that includes a section on stem cell research.
Guidelines on international coliaborations and authorship and publications
complete this new set of ethical guidelines.

In the past few years, the use of the term "human subjects” in reference
to individuals involved in the research has been criticized especially by
social scientist as an objectification of persons. The recommendation is
to use the term “human participants”. However, participation in research
includes involvement in the different phases of research including
identification of objectives and designing the protocol. In practice, many
of health researches are conceptualized without the input of the potential
“participants” and therefore, the use of the latter term is inaccurate. In
this set of guidelines, therefore the terms *human subjects” and "human
participants” are used interchangeably.

Three appendices are provided in these guidelines. Appendix A is a
template for patient information and informed consent forms. The
template lists the essential information that should be reflected in the
patient information and informed consent forms. By answering each
question under each heading, the proponent/s would be able to make
the potential study participant understand the nature, risks, and benefits
of his/her participation in the study, and thus be able to decide to
participate or not. Appendix B is the standard application form for ethical
evaluation of proposal that must be submitted to the ethics review
committees (ERC's) together with the proposal. Appendix C lists the
documents that the proponent/s should provide the Ethics Review
Committee.

A glossary of technical terms is available as a quick reference. (pp68-94)
Itis important for the readers to familiarize themselves with the General

Ethical Guidelines for Health Research (Pp16-29) which contain the
general provisions on the various elements of and considerations in

NATIONAL ETHICAL GLNDELINES FOR HEALTH RESEARCH

research ethics. Some elements of research ethics (e.g., informed
consent) as operationally applied in specific types of research, say,
genetic studies, are discussed in great detall in the guidelines for that
particular type of research. These specific provisions complement those
in the General Ethical Guidelines. They should not be considered as
separate from the general guidelines. The subject index (pp96-100)
should be able to direct the readar to all the sections where a particular
item appears.

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

For questions, please call/ email -

The Secretariat, Philippine Health Research Ethics Board (PHREB)
Philippine Council for Health Research and Development
Department of Science and Technology

General Santos Avenue, Bicutan, Taguig City

Telephone Number(s): 837-7535/36

Fax Number: 837-2924
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AO
BFAD
CAM |
CERC
CIOMS
DA
DNA
DOH
DOST
ERC
HIV/AIDS

ICH
IERC

NCCAM

NEC
PALAS
PCHRD
PHREB
PNHRS
POGS
RNA
SAE
™
TWG

ABBREVIATIONS
administrative order
Bureau of Food and Drugs
complementary and alternative medicine
Cluster Ethics Review Committee
Council of international Organizations of Medical Sciences
Department of Agriculture
amoxﬁ_uo:co_mﬂo acid
Department of Health
Department of Science and Technology

Ethics Review Committee

human immunodeficiency virus / acquired immune
deficiency syndrome

Internationa! Conference on Harmonization

institutional ethics review committee

National Center for Complementary and Aiternative
Medicine

National Ethics Committee

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

Philippine National Health Research System

Philippine Obstetrical and Gynecological Society
ribonucleic acid

serious adverse event

traditional medicine

Technical Working Group
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INTRODUCTION

“Research investigators should be aware of the ethical,
fegal, and regulatory requirements for research on human
subjects in their own countries as well as applicable
international requirements. No national ethical, fegal or
regulatory requirement should be affowed to reduce or
eliminate any of the protections for human subjects set
forth in the Declaration of Helsinki” (Helsinki, 2004, 9).

Various international guidelines have been developed for the protection
of human participants in research. These include the World Medical
Association’s Helsinki Declaration of 1964 (revised and amended in 1975,
1983, 1989, 1996, and 2000), the WHO Council of International Organ-
izations of Medical Sciences (CIOMS) 2002, and the international
Conference on Harmonization Good Clinical Practice Guidelines (1996).
Nevertheless, national and local guidelines still need to be developed
so that research ethics can be embedded in the local practices as well
as national laws and regulations while taking into consideration the
country's culture and traditions, and existing research infrastructures.

In 1984, the National Ethics Committee (NEC) was organized by the
Philippine Council for Health Research and Development (PCHRD) under

Special Order No. 84-053 of then Executive Director, Dr. Alberto G. -

Romualdez, Jr. The following year, the NEC put together the first set of
guidelines for the conduct of biomedical research in the country. These
guidelines subsequently underwent revisions in 1996 and 2000 to
address various developments in health research inciuding multicenter
clinical trials, genetic research, and organ transplantation research.

In 2003, the Department of Science and Technology (DOST) and the
Department of Health {DOH) signed a Memorandum of Understanding
to establish the Philippine National Health Research System (PNHRS)
that envisions “a vibrant, dynamic, and responsible health research
community working for the attainment of national and global health goals.”
The PNHRS endeavors “to create and sustain an enabling environment
for health research through evidence-informed health and health-related
policies and actions.” A Technical Working Group (TWG) on Ethics was
one of six groups constituted to firm_up the PNHRS programs and
strategies. The constitution of the TWG on Ethics emphasized the
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philosophy, law, academe, medicine, public
health/ epidemiology, theology, social science,
allied health sciences, people’s organizations, and
the youth). The Chair and Co-Chair have two-year
terms.

Functions PHREB shall have the following functions:

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

2. Develop guidelines for the establishment
and management of ethics review
committees and standardization of
research ethics review,

3. Monitor and evaluate the performance of
institutional ethics review committees in
accordance with procedures outlined in a
prior agreement;

4. Promote the establishment of functional
and effective ethics review committees;

5. Provide advice and make recommenda-
tions to the PNHRS Governing Council
and other appropriate entities (including
the Bureau of Food and Drugs [BFAD])
regarding programs, policies, and regula-
tions as they relate to ethical issues in
human health research;

6. Initiate and contribute to discourse and
discussions of ethical issues in human
health research; and

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

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Regional Research Ethics Boards
Composition The regional research ethics boards will be
constituted by the PNHRS Governing Council and
will have a multidisciplinary, multisectoral, gender-
and age-balanced membership that reflects the
cultural and social milieu obtaining in the region they
are in. They will be under the supervisiom of PHREB.
Functions The regional research ethics boards will be
established in key regions to act as a regional
research ethics review policy-making authority. Their
functions will, therefore, be similar to that of PHREB
with the region as their area of responsibility.

Ethics Review Committees (ERCs)

The Ethics Review Committees include the Cluster Ethics Review
Committees, the Institutional Ethics Review Committees and the erstwhile
National Ethics Committee. The latter has for several years conducted
initial review for researches done in institutions without a functional
research ethics review committee.

Cluster Ethics Review Committees (CERCs}

Several institutions may form a common ethics review committee if it is
not feasible to form their own committees.

The management of CERCs and its areas of responsibility should be
covered by a memorandum of agreement among the involved institutions.

The CERC's functions shall be similar to that of an institutional ethics
review committee.
The Institutional Ethics Review Committees (IERCs)

Philippine institutions that engage in biomedical‘and behavioral research
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independent, competent, and timely review of the ethics of proposed
studies. The main purpose of the IERC is to help “safeguard the dignity,
rights, safety, and weli-being of all actual or potential human participants”
(WHQ Operational Guidelines for Ethics Committees that Review
Biomedica! Research, 2000). To this end, it is important that “in its
composition, procedures, and decision-making, the IERC shall be
independent of political, institutional, professional, and market influences”
(WHQ Operational Guidelines for Ethics Committees that mmSmE
Biomedical Research, 2000).

The IERC shouid consider both the scientific and ethical aspects of the
proposed research even when the IERC is distinct from the technical
review committee (Council for Internationa! Organizations of Medical
Sciences).

Data from a recent survey of local institutions conducted by the Philippine
National Health Research System Technical Working Group on Ethics
(2003-04) show that only 50 percent of these institutions have an IERC
(Reyes, 2004). Of the 80 reported IERCs in the country, aimost half (36)
are in the National Capital Region. Lack of training in research ethics
was cited as a major flaw of many IERCs. The efforts of DOST-PCHRD,
DOH, and University of the Philippines Fogarty Group in organizing
intensive training courses in research ethics may answer the need for
capacity building in this field.

Standardization of ethics review is an area of concern that the IERC
should address. In this regard, the IERC may use as references the
WHO Operational Guidelines for Ethics Committees that Review
Biomedical Research (2000), and the 2006 General Ethical Guidelines
for Heaith Research (pp16-29). However, it should develop a manual of
standard operating procedures.

Composition 1. The membership of the institutional ethics review
committee should be multidisciplinary and
multisectoral, including the relevant expertise,
e.g., medicine and research, theology, social or
behavioral science, law, philosophy,
environmental science, and public health. It is
recommended that the IERC should include a
person without disciplinal constraints who will

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Appointment

External

community. At least one member should be
independent of the institution or research site. The
IERC should have at least five members and
should consider age and gender distribution.

In addition to the committee members, there
should be adequate support staff for carrying out
the IERC'’s responsibilities.

The officers and members of the IERC shall be
officially appointed by the administrative head of
the institution;

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

Procedures for renewal of appointment,
resignation, replacement; grounds for
disqualification; and procedures in regard to
conflict of interest due to financial gains shall be
included in the manual of standard operating
procedures.

Prior to serving as a regular member, each
member of the IERC shall sign a disclosure
document which states that he/she has no conflict
of interest (e.g., financia! interests in a
pharmaceutical company) as a reviewer, and a
confidentiality agreement.

The appointing official should consider “a fixed
rotation system for members that allows for
continuity, the development and maintenance of
expertise within the committee, and the regular
input of fresh ideas and approaches” (WHQ
Operational Guidelines for Ethics Committees that
Review Biomedical Research, 2000).

The committee shall establish a list of external
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Functions and 10.

Responsibilities

11,

regarding ethical, scientific, psychological or social
aspects of researches for review.

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

The IERC is responsible for “acting in the full
interest of potential research participants and
affected communities, taking into account the
interests and needs of the researchers, and
having due regard for the requirements of relevant
regulatory agencies and applicable laws™ (WHO
Operational Guidelines for Ethics Committees that
Review Biomedical Research, 2000). In the
Philippines, the regulatory agencies include
PNHRS-PHREB, DOH-BFAD, and the National
Committee on Biosafety.

The JERC’s functions are as follows:

a. To evawate the conduct of research in their
institutions in accordance with international
and national guidelines; local laws; standards
of professicnal conduct and practice; and
community mores, values, and needs;

b. To promote research integrity by identifying
and resolving conflicts of interest;

c. To establish appropriate mechanisms in all
stages of the research in order to:

1) ensure the safety, protect the rights, and
promote the welfare and well-being of
human participants,

2) provide counsel to human participants,
including proponents and researchers,

3) ensure prompt reporting of changes in the
protocol and unanticipated probléms,

4) ensure the proper documentation of and
adharanre tn the ranfidentialitv riila and

5) monitor the progress of ongoing research.

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

e. To keep a systematic and organized record
of all proposals reviewed, including actions
taken and other pertinent information; and

f. To submit an annual report to the Philippine
Health Research Ethics Board cfo DOST-
PCHRD.

The IERC annual report shall contain the
following:

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

2) Members of the IERC secretariat, office/
email addresses, and contact numbers

3) Number of meetings held during the year,
including the date and venue

4) Number of researches reviewed by the
IERC during the year categorized as follows:

+ Researches approved without
changes

. Researches for which the IERC’

required modifications or revision
before approval :
+ Researches disapproved
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Meetings and

deliberations

Training and
continuing
education of
ethics
committee
members

12.

13.

14.

15.

16.

5) Such other information as may be required
by PHREB

The IERC shall regularly meet as a committee on
a schedule that is determined based on the
research cycle of the institution. There shallbe a
provision for holding special meetings to consider
urgent matters as decided by the chairperson.

More than half the members shall constitute a
quorum, which should include one with expertise
in a non-scientific area and at least one member

wheo is independent of the institution or research
site.

Deliberations of the IERC shall be characterized
by transparency and collegiality. A member who
is involved in whatever capacity in the study/
project under consideration should so inform the
committee and his/her further participation in the
deliberations must be determined accordingly.

As much as possible, decisions shall be made by
consensus.

Members of the IERC shall undergo continuing
training on the ethics and science of biomedical
research. Initial training must be required of new
members. Continuing educational activities must
be held at least once a year. These may be linked
with those of other ethics committees within the
province or region.
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THE RESEARCH ETHICS REVIEW PROCESS

Al propesals for the conduct of biomedical and behavioral researches
involving human subjects shall be clearly formulated in a research
protocol to be submitted to an ethics review committee (ERC) for
consideration, comment, guidance, and approval.

The review must be transparent, timely, and reasonable. Each ethics
review committee shall indicate a time frame for completing the review
process, and provide the proponent initial feedback within faur weeks
after receipt of the complete documents.

Reguired 1.

documents

The research investigator/proponent shall be
required to submit the following documents:

a. “nplication for review;

b. Research protocol that includes the title of the
proposal, background of the study, rationale,
objectives, research design, inclusion and
exclusion criteria, and safety information. (For
general guidelines on the research protocol,
refer to the General Ethical Guidelines for
Health Research on pp16-29);

c. Written information to be provided the
participants, which shall include the objectives
and significance of the research; the nature of
their participation; their rights, privileges, and
obligations; the risks involved; and benefits,
including payment of trial-related expenses;

d. Written informed consent in English, together
with the translation in Filipino or any dialect
understandable to the participants (see
Informed Consent in the General Ethical
Guidelines for Health Research. For atemplate
on informed consent see Appendix A);

©

Safety information (e.g., safety precautions,
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Review
procedure

adverse events, contact telephone numbers);

f. Procedure for participant recruitment,
including advertisements;

g. A section on ethical considerations (e.q.,
anticipated risks and why they are outweighed
by potential benefits, how the risks will be
minimized, how confidentiality of data and
privacy of participants are going to be
protected);

h. Investigators’ qualifications (e.g., curriculum
vitae). If a conflict of interest exists, the
investigator shall formally disclose this; and

i. Information regarding funding, sponsors,
institutional affiliations, other potential conflict
of interest, and compensation for the subjects.

The ERC should have a standard operating
process that should be made available to the
researchers and stakeholders. It is advisable for
the ethics review committee to have a standard
application form (Appendix B).

The ERC Chairperson shall schedule a research
review meeting reasonably within four weeks after
submission of the required documents.

ERC members shall be provided with a copy of
the documents to be reviewed well ahead of the
meeting to give them sufficient time to study the
documents and ready their comments.

The quorum shall be set and attendance of
members recorded. The rule on quorum shall not
only specify numbers but shall also require a
balanced composition {(e.g., gender, expertise).

NATIONAL ETHICAL GUIDELINES FOR HEALTHRESEARCH

Action on
proposals

6.

10.

The minutes of the meeting, including actions
taken, shall be properly documented. Minutes and
other records shalt be properly secured at least
three years after the completion of the study or
as required by the official agencies or institutions.

The ERC may invite the investigator/proponent
to clarify certain issues. The latter shall leave the
room immediately after the clarification has been
made.

The ERC shall inform the investigator/proponent
in writing of the committee’s action. The ERC’s
action may be one of the following:

a. Approval
b. Conditional approval with modifications

¢. Disapproval

The ERC shall inctude in its letter to the
investigator the a) title of the proposal reviewed
(revisionfamendment, date, version number); b)
name and fitle of applicant; ¢) documents
reviewed; d) name of review site; e} date and place
of decision; and f} the name of the ERC making
the decision.

In case of approval, the ERC shall inform the
investigator in writing of the ERC’s requirements
for approved researches that must be complied
with during the conduct of the research. These
include the following:

a. Report of serious and/or unexpected adverse
event/s (SAEs) related to the conduct of the
research within a timeframe required by the
ERC (e.g., 24 or 48 hours after occurrence).

b. Report of SAEs from other study sites or
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Approval for
reconsideration

Withdrawal
of prior
approval

11

12

13.

14.

In case of SAEs, a justification for why the
research should continue.

c. Any major changes, deviations or
amendments to the approved protocol. These
shall need another approval by the ERC.

d. Any revision in the informed consent form.

e. Progress report at least once a year or as
requested by the ERC.

f. Notice of termination of the research before
its anticipated completion date, and the reason
for it.

.In case of conditional approval with

modifications, the ERC shall cleariy describe the
required modifications.

In case of disapproval, the ERC shall clearly state
its objections and the reason/s for disapproval.
The ERC may inciude its recommendations for
improvement.

In case of an unfavorable decision, the
investigator may make oral or written
representation to the ERC for reconsideration.

Prior approval may be withdrawn for the following

reasons.

a. Serious or adverse events directly or indirectly
attributed to the research

b. Breach of previously agreed-upon conduct of
the research

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Completion of
the research

15. Upon completion of the research, the investigator

shall inform the ERC in writing that the mEn_K_Jmm
been completed, and shall furnish the committee

a copy of the final report.
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GENERAL ETHICAL GUIDELINES FOR
- HEALTH RESEARCH

Introduction

For the purpeses of these guidelines, an activity is deemed to be
‘research” if it aims to develop or contribute to generalizable knowledge
(including theories, principles, relationships, or any accumulation of
information using scientific methods, observation, and inference).

These general guidelines shall govern all health researches involving
human subjects. Additionally, special guidelines on clinical trials {pp30-
37), herbal medicine research (pp38-41), complementary and alternative
medicine research (pp42-44), epidemiological research {(pp45-47), social
and behavioral research (pp48-49), research involving traumatized
populations (pp50-52), HIV/AIDS research (pp53-54), research on
assisted reproductive technology (pp55-56), and genetic research (pp57-
63), international/collaborative research (pp64-65), have been formulated
because of special concerns that have been identified by practitioners.

Health research involving human subjects includes research on
identifiable human material or identifiable data (Principle 1 — Declaration
of Helsinki, 2004).

Considerations related to the well-being of the human subject should
take precedence over the interests of science and society (Principle 1 —
Declaration of Helsinki, 2004).

It is the duty of the researcher to protect the life, health, privacy, and
dignity of the human subjects, and to safeguard scientific integrity.

|. Elements of Research Ethics

Informed consent 1. For ail biomedical research involving humans, the
investigator must obtain the voluntary informed
consent of the prospective subject or, in the case
of anindividual who is incapable of giving informed
consent, the permission of a legally authorized

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Waiver of informed consent is fo be regarded as
uncommon and exceptional, and must in all cases
be approved by an ethics review oosamnmw
(Guideline 4 - Council for International Organi-
zations of Medical Sciences [CIOMS], 2002).

The investigator shall provide the *o__oém:@
information to the potential subject, using
language that can be understood:

a. That the individual is invited to participate in
the research, the reasons for considering the
individual suitable for the study, and that
participation is voluntary;

b. That the individual is free to refuse to
participate and is free to withdraw from the
research at any time without penalty or loss
of benefits to which hefshe is entitled;

c. The purpose of the research, the procedures
to be carried out by the investigator and the
subject, and an explanation of how the
research differs from routine medical care;

d. Forcontrolled trials, an explanation of features
of the research design (e.g., randomization,
double blinding), and that the subject will not
be told of the assigned treatment until the
study has been completed and the blind has
been broken;

e. The expected duration of the individual's
participation (including number and duration
of visits to the research center and the total
time involved) and the possibility of early
termination of the trial or of the individual's
participation in it;

f. Any foreseeable risks, pain or discomfort, or

e N
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associated with participation in the research,
(in both the control and experimental group),
including risks to the health or well-being of a
subject's spouse or partner;

The direct benefits, if any, expected to result
to subjects from participating in the research;

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

That the subjects have the right of access to
data on demand even if these data lack
immediate clinical utility (uniess the ethics
review committee has approved temporary or
permanent non-disclosure of data, in which
case the subject should be informed and given
the reasons for such non-disclosure);

That after the completion of the study the

“subject will be informed (if he/she so desires)

of any findings related to his/her heaith status;

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

Whether, when, and how, any products or
interventions proven by the research to be
safe and effective will be made available to
the subjects after they have completed their
participation in the research, and whether they
will be expected to pay for them;

Any currently available alternative
interventions or courses of treatment;

The provisions that will be made to ensure

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

confidentiality of records in which the subjects
are identified,

The limits, legal or other, to the investigator's
ability to safeguard confidentiality, and the
possible consequences of breaches of
confidentiality; :

The sponsors of the research, the institutional
affiliation of the investigators, and the nature
and sources of funding for the research;

The possible research uses, direct or
secondary, of the subject’s medical records;
and the possible future use and final
disposition of biological specimens;

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

That the subjects have the right to decide
about such future use, continued storage, or
destruction of collected specimens;

Whether commercial products may be
developed from biological specimens, and
whether the participant will receive monetary
or other benefits from the development of such
products;

Whether the investigator is serving only as
an investigator or as both investigator and the
subject's physician,

The extent of the investigator's responsibility
to provide medical services to the participant;

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

X. In what way, and by what organization the
subject or the subject’s family or dependents
will be compensated for disability or death
resulting from such injury (or, when indicated,
that there are no plans to provide such
compensation);

y. That an ethics review committee has approved
or cleared the research protocol (Guideline 5
- CIOMS, 2002).

After ensuring that the subject has understood
the information, the physician should then obtain
the subject's freely given informed consent,
preferably in writing. If the consent cannot be
obtained in writing, the non-written consent must
be formally documented and witnessed (Principle
22 — Declaration of Helsinki, 2004).

Caution must be exercised in obtaining informed
consent for a research project if the subject is in
a dependent relationship with the investigator
(e.9., as a patient) to ensure that the consent is
not given under duress. The ethics review
committee may stipulate that the informed consent
should be obtained by a well-informed physician
who is not engaged in the investigation and who
is completely independent of the relationship
(Principle 23 ~Declaration of Helsinki, 2004).

The participation of children in research requires
extra protection, as children cannot volunteer to
participate in a research study in the same way
as an adult can. While they cannot give informed

Risks, benefits,
and safety

7.

obtaining consent by being asked for their assent
to participate. When appropriate, both a child’s
assent and the parent’s or guardian’s permission
should be obtained prior to enrolling a child in a
research study.

In obtaining informed consent, sponsors and
investigators have a duty-to:

a. avoid deception, undue influence, or
intimidation;

b. seek consent only after ascertaining that the
prospective subject has adequate
understanding of the reievant facts and the
consequences of participation, and has had
sufficient opportunity to consider whether to
participate;

c. as a general rule, obtain from each
prospective subject a signed form as evidence
of informed consent; investigators shall justify
any exceptions to this general rule and obtain
the approval of the ethics review committee;

d. renew the informed consent of each subject
if there are any significant changes in the
conditions or procedures of the research, or
if new information becomes available that
could affect the willingness of subjects to
continue to participate,

e. renew the informed consent of each subject
in long-term studies at pre-determined
intervals even if there are no changes in the
design or objectives of the research (Guideline
& - CIOMS, 2002).

Health research is only justified if there is a
reasonable likelihood that the populations in which
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P the research results (Principle 19 — Declaration
| of Helsinki, 2004).

8. Every health research project involving human
subjects should be preceded by a careful
assessment of predictable risks and burdens in
comparison with foreseeable benefits to the

subject or to others (Principle 16 — Declaration of

Helsinki, 2004).

9. Every precaution should be taken to minimize the
negative impact of the study on the subject’s
physical and mental integrity (Principle 21 -
Declaration of Helsinki, 2004).

10. There must be an assurance of reasonable
availability of a research product within the iocal

market.
Community 11. The conclusion or termination of the research
care activity should not preclude the possibility of

administering extended community care. This
should be especially considered in researches
involving depressed communities, ethnic groups
or in international collaborative protocols (Bhutta,

2000).
Privacy and 12. Every precaution should be taken to respect the
confidentiality privacy of the participant and the confidentiality
of the participant's information.

Disclosure of - 13. Disclosure of research results to subjects should
research results occur only when aff of the following apply:

a. the findings are scientifically valid and
confirmed;

b. the findings have significant implications for
the subject's health concerns; and

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

c. the course of action to ameliorate or treat
these concerns is readily available when
research results are disclosed to its subjects.
Appropriate medical advice or referral should
be provided.

Standard of care 14. The particular needs of the economically and

Compensation
for research
subjects

Subject groups
that require
special
consideration

-15.

16.

17.

18.

medically disadvantaged must be recognized in
determining the standard of care that must be
provided them as research subjects.

The benefits, risks, burdens, and effectiveness of
a new method should be tested against those of
the best current prophylactic, diagnostic, or
therapeutic methods. Placebo, or no treatment,
may be used in studies where no proven
prophylactic, diagnostic, or therapeutic method
exists (Principle 28 — Declaration of Helsinki, 2004).

Compensation given to subjects for lost earnings,
travel costs, and other expenses incurred in taking
part in a study; free medical services,; and
compensation for the inconvenience and time
spent by those who do not have direct benefit from
the résearch should not be so large, or the medical
services so extensive as to induce the prospective
subjects to consent to participate in the research
against their better judgment (Guideline 7 -
CIOMS, 2002).

Some populations require special protection
because of characteristics or situations that render
them vulnerable. Vuinerable groups should not
be included in research unless a) such research
is necessary to promote the health of the
population represented, and b) such research
cannot be performed on legally competent
persons.

Before undertaking research involving children,

FU ] no_at Co- wdl




NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

a. the research cannot be carried out equally well
in adults;

b. the purpose of the research is to obtain

knowledge relevant to the health needs of
children;

c. a parent or legal representative of each child
(0-18 years old) has given permission The
following order of authority is suggested:

Parents

Surviving Parent

Grandparents

Surviving Grandparents

Oldest sibling over 21 years old
Actual custodian

d. the mmmma of each child has been obtained to
the extent of the child's capabilities; and

€. a child's refusal to participate or continue in

the research is respected (Guideline 14 -
CICMS, 2002).

. Before undertaking any research involving
individuals who, by reason of mental or behavioral
disorders, are not capable of adequately giving an
informed consent, the investigator shall ensure that;

a. theresearch cannot be carried out equally well
on persons whose capacity to give informed
consent is not impaired;

b. the purpose of the research is to obtain
knowledge relevant to the particular health
needs of persons with mental or behavioral
disorders;

c. the consent of each subject has been obtained

d. in cases whereprospective subjects lack the
capacity to consent, permission is obtained
from a responsible family member or a legally
authorized representative in accordance with
applicable laws (Guideline 15 — CIOMS,
2002).

20. Investigators, sponsors, or ethics review

committees shall not arbitrarily exclude women
of reproductive age from biomedical research. The
potential for becoming pregnant during a study
shall not, in itself, be used as a reason for
precluding or limiting women’s participation in
research.

. The following should be considered in enroiling

women who may become pregnant during
research:

a. Athorough discussion of risks to the pregnant
woman and to her fetus is a prerequisite for
the woman's ability to make rational decision
to enroll in a clinical study.

b. A pregnancy test shall be done and access to
effective contraceptive methods ensured
before the research commences if participation
in the research might be hazardous to a fetus
or a woman if she becomes pregnant. Where
such access is not possible for legal or religious
reasons, investigators shall not recruit for such
possibly hazardous research women who
might become pregnant (Guideline 16 —
CIOMS, 2002).

c. Investigators and ethics review commitices
shall ensure that prospective subjects who are
pregnant are adequately informed about the
risks and benefits to themselves, their
pregnancy, the fetus and their subsequent
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d. Research in this population should be
performed only if it is relevant to the particular
health needs of a pregnant woman or her fetus,
or of pregnant women in general and, when
appropriate, if it is supported by reliable
evidence from animal experiments, particularly
as to risks of teratogenicity and mutagenicity
(Guideline 17 —CIOMS, 2002).

22. Competent advice and assistance shall be
provided to subjects who, by virtue of social,
economic, political or medical disadvantages, are
liable to give consent under duress or without the
benefit of adequate information.

Absence of 23. When there is ethical and scientific justification
direct benefit " 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 subject should be
no more likely and no greater than the risk attached

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 an ethics review committee has
approved them (Guideline 9 — CIOMS, 2002).

ll. Ensuring Quality Research

Role of the 24. The ERC shall:

ethics review

committee (ERC) a. Review the scientific merit and ethical
acceptability of any research involving human
participants;

b. Conduct further reviews as necessary in the
course of the research as well as monitor the
study's progress (Guideline 2 - CIOMS, 2002);
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Research
protocol

¢. Research approved by a foreign ERC for
implementation in the Philippines shall also
be subjected to ethics review.

Ensure that the ethical standards applied are
no less stringent than they would be if the
research were to be carried out in the country
of the sponsaring agency;

d. Ensure that the proposed research is
responsive to the health needs and priorities.
of the Philippines and meets the requisite
ethical standards (Guideline 3 - CIOMS, 2002),

e. Issue the ethical clearance required for the
implementation of any research it has
reviewed and approved; and

f. Review amendments/changes in the protocol
of researches that have been previously
approved.

25. The research protocol should adequately address

the four ethical principles: respect for persons,
beneficence, non-maleficence, and justice. And
should be sufficiently detailed to serve as
documentation of the study. It shouid - '

a. justify the need for the study, i.e., why the
study should be conducted given the current
state of knowledge;

b. demonstrate the appropriateness of the
proposed methods for testing the stated
hypothesis;

¢. demonstrate the feasibility of doing the study
as proposed, i.e., that the study can be
completed successfully in the specified time
and with the available resources;
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Qualifications
of investigators

Protection of
the environment
and biosafety

Welfare of
animals

26.

27.

28.

29.

30.

31.

32.

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

All procedures, whether invasive or not, should
be satisfactorily described in detail.

The protocol should provide information on how
the welfare of the participants shall be protected.

It is also advisable to include in the protocol the
agreements on the time schedule, publication of
research findings, and authorship (see Guidelines
on Authorship and Publication, pp66-67).

Persons engaged in health research involving
human subjects should be scientifically qualified.
The investigator must have the ability and skills
to conduct the proposed study and the knowledge
of the literature on the subject of interest.

In the conduct of biomedical or behavioral
research, appropriate caution shall be exercised
to avoid harm or damage to the environment
(Principle 12 - Declaration of Helsinki, 2004).

In the use of biological and hazardous materials
including those that involved genetic modification
and manipulation of microorganisms and of
animal and plant tissue cells.

in regard to the use of animals for research,
investigators shall abide by RANo. 8485 - Animal
Welfare Act of 1998 and its Implementing Rules
and Regulations [DA Administrative Order No.
40 series of 1998 and the Code of Practice for
the Care and Use of Laboratory Animals in the
Philippines, 2™ edition, 2002 developed by the
Philippine Association for Laboratory Animal
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JIl. Other Considerations

The Naticnal
Unified Health
Research
Agenda

Community
participation

Externally-
sponsored
collaborative
research

33.In general, researches should adhere to the

national unified health research agenda that must
be firmly grounded through a process of priority
setting (Margetts, Arab, Nelson, & Kok, 1989).

34. Government-sponsored health researches should

conform with the National Unified Health Research
Agenda.

35. A larger and more difficult challenge is to involve

the communities themselves in the research
questions and to link the research to 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
consent, protection of condidentiality and right of
dissent, and community involvement in the
conduct of research (Wejer & Emmanuel, 2000).

36. In externally sponsored collaborative research,

sponsors and investigators have an ethical
obligation to ensure that biomedical research
projects for which they are responsible shall
contribute effectively to capacity building which may
inciude, but is not limited to the following activities:

a. Designing and conducting biomedical research

b. Strengthening research capacity to develop
technologies appropriate to healthcare and
biomedical research training of research and
healthcare staff

¢. Educating the community from which research
subjects will be drawn (Guideline 20 — CIOMS,
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ETHICAL GUIDELINES FOR CLINICAL TRIALS ON
DRUGS, DEVICES, AND DIAGNOSTICS

Introduction

A clinical trial is a scientifically designed experiment that evaluates the
safety and efficacy of a treatment. There are four phases of clinical trials

Phase | study refers to the first introduction of a drug into humans. Normal
volunteer subjects are usually studied to determine the levels of drugs
at which toxicity is observed. Such studies are followed by dose-ranging
studies in patients for safety and, in 'some cases, early evidence of
effectiveness..

Phase Il investigation consists of controlled clinical trials designed to
demonstrate efficacy and relative safety. Normally, these are performed
on a limited number of closely monitored patients.

Phase Il trial is performed after a reasonable probability of a drug's
effectiveness has been established. This type of trial is intended to gather
additional evidence of effectiveness for specific indications and more
precise definition of drug-related adverse effects. This phase includes
both controlled and uncontrolled studies.

Phase IV trial is conducted after the national drug registration authority
(i.e. BFAD) has approved a drug for distribution or marketing. This trial
may include research designed to explore a specific pharmacological
effect, establish the incidence of adverse reactions, or determine the
effects of a long-term drug administration. it. may also be designed to
evaluate a drug in a population (such as children or the elderly) not
studied adequately in the pre-marketing phases, orto establish a new
clinical indication for a drug. Such research is to be distinguished from
marketing research, sales promotion studies, and routine post-marketing
surveitlance for adverse drug reactions in that these categories ordinarily
need not be reviewed by ethics review committees.

The four conventional phases in -clinical drug development present
different ethical issues. Careful consideration should be noted and
addressed in each nhase as indicated in the Internatinnal Conferenre
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Clinical Practice, General Consideration for Clinical Trials (E8).

General
guidelines

Clinical
equipoise

Enlistment
period

Adequacy of
staff and
facilities

Compliance
with regulatory

1.

2.

B.

7.

All research involving human subjects should be
conducted in accordance with the ethical
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

All clinical trials must have scientific and social
value and, therefore, shall be adequately justified.

The various phases of the pharmaceutical trial
present different ethical issues that should be
keenly looked into by the institutional ethics review
committee (IERC). These issues include product
toxicities in Phase |, use of placebo in Phases ||
and |, and professional integrity and conflict of
interest in post-marketing activities in Phase IV.

Investigator/s involved in clinical trials shall be
governed by clinical equipoise. A state of clinical
equipoise means that on the basis of available
data, a condition of genuine uncertainty on the
part of the clinical investigator/s andfor a
community of medical experts exists regarding
the comparative therapeutic merits of each arm
in a trial. Thus they would be content to have their
patients/clients pursue any of the treatment
strategies being tested since none of them has
been clearly established as preferable.

The investigators/ should have adequate time to
enlist the necessary number of participants to, and
conduct the trial.

The investigator/s should have adequate and fully
informed staff, and adequate facilities to
accurately and carefully undertake the trial.

A clinical research shall comply with the necessary
requlatory requirements for the conduct of the
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8.

_ 9.
Agreement 10.
with sponsor
Protocol 11.

regulations on the approval and conduct of clinical
trials issued by the Department of Health - Bureau
of Food and Drugs (DOH-BFAD) in Administrative
Order 47-A dated August 30, 2001.

The investigator/s and sponsor shall be
responsible for complying with each of the
applicable regulatory requirements of BFAD.

Investigational and comparator products, whether
produced locally or abroad, should be prepared in
accordance with the principles of good
manufacturing practice, of assured quality, fully
described, appropriately packaged and stored, and
acceptably safe. All pre-clinical studies or available
non-clinical and clinical information about the
product shall be made available for review.

Good laboratory practices shall be strictly observed
when a clinical trial requires laboratory assay.

The investigator/s shall establish with the sponsor
an agreement on the protocol, standard operating
procedures, monitoring, and auditing of the trial
and allocation of trial-related responsibilities
including publication and authorship.

The protocol shall at least contain the following:-

a. General information about the trial such as
investigator/s, sponsor/s, monitor/s, other
qualified medical expertfs, diagnostic
laboratories, and research institutions involved.

b. Background information regarding the product
under investigation, relevant current research
findings and references to such information
and data, potential risks and benefits, reasons
for the indicated route of administration,
dosaqe. periods of treatment. population to

compliance with good clinical practice, and
regulatory requirements.

¢c. Obiectives and purpose.

d. Trial design, which substantially determines
the scientific integrity of the triai and reliability
of the data, and which shall inciude the
following: .

1) Description of the type of design and trial
plan (double-blind, placebo controlled,
parallel design) and diagram of
procedures and stages

2) Primary and secondary endpoints to be
measured

3) Measures to minimize or avoid bias, such
as randomization and blinding

4) Trial treatments and investigation
product’'s dosage, packaging, labeling,
and storage

5) Estimated duration of subjects’
participation in the trial

6) Discontinuation rules for the subjects and
the trial

7) Treatment randomization codes
maintenance and rules on breaking the
code

8) Procedures for accountability for product
being investigated, placebos, and
comparators

9) Other sources of data

e. Selection and withdrawal of participants, which
include inclusion, exclusion, and withdrawal
criteria

f. Informed consent

g. Subjects’ therapy or treatment, and :._oszoz_.@
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Use of placebo

h. Efficacy parameters, methods, and timing

i.  Safety parameters, methods, timing, and
procedures for recording and reporting as wel!
as monitoring adverse reactions

J- Plan for data and statistical analysis

k. Statementregarding direct access to trial data
.m:a_ documents for monitoring, audits,
institutional ethics committee reviews, and
regulatory inspections

l.  Ethical considerations

m. Data management and record keeping

n. Financing and insurance

0. Publication plans and procedures

p. Clinical trial participants' information sheet/
brochure

12. Any amendment/s to the protocol should be

“resubmitted to the IERC and BFAD.

13. Use of placebo is generally not acceptable when'

ﬁ_._m.ﬂm are standard treatments available to a
patient popuiation. Thus, a placebo control may
be used only when -

a. Standard therapy is unavailable

b. Existing treatment is of unproven efficacy, or
possesses unacceptable side-effects

c. The placebo itself is an effective therapy

d. The disease has little adverse effect on the
patient

e. Testing an add-on treatment to a standard
theranv when all suhiarts nst all treatmante

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Informed
consent

Therapy versus
research

Research on
medical devices,
diagnostic
procedures and

14.

15.

16.

f. The patient has provided informed rejection
or refusal of standard therapy for a minor
condition for which the patient refuses
treatment, and when such refusal for therapy
will not lead to unjustified affliction or
irreparable damage or harm

Refer to section on Informed Consent in the
General Ethical Guidelines for Health Research
(pp16-29).

The difference between therapy and research
shall be upheld throughout a clinical trial. The
investigator/s shail ensure that participants
comprehend and keep in mind that in a clinical
trial, the drug is experimental and that its benefits
are currently being proven.

Clinical trials of medical devices, diagnostic
procedures, and preventive measures, including
vaccines, raise similar ethical concerns especially
on free and informed consent, and potential

preventive measures conflict of interest.

a. Trials of critical medical devices such as
implants which may present a potential serious
risk to heaith, safety or welfare of the subject
shall not be conducted on healthy volunteers.
The current safety data on the medical device
shall be gathered and the risks posed by the
device considered and evaluated. Safety
procedures in the introduction of such medical
device in the patient shall be followed. The
patient information sheet shall contain
information on procedures to be adopted
should the patient decide to withdraw from the
trial. Medical devices that are not used
regularly have less risk- potential than those
used regularly. Likewise, devices used outside
the bodv have less risk than those used inside
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b. In the case of contraceptive implant trials, 19. The plan for publication and the mo?.,m_ nc.c..om:o:

adequate monitoring for removal of the of trial results shall not expose the identity .o::m

implant shall be done when the trial is over or participants or their family and .oo:,_acn._q. or

the subject has withdrawn from the trial. imperil their privaty or confidentiality as

Children born as a result of failure of the individuals, family, or community. As necessary,

contraceptive being investigated shall be a clear consent to u:u_,nm:o:.msm__ be ocﬁm_:wa

followed up for any abnormalities and properly not only at the start of the trial but also at its
reported to monitoring authorities. completion.

¢. For vaccine trials using active or live
attenuated microorganisms, the subject may
be exposed to the specific infection for which
the vaccine is being tested. As such, the
vaccinated subject shall be informed
accordingly and properly cared for.

:

i
i
It
i

d. Clinical trials involving diagnostic agents using
radioactive materials and X-ray should not
necessarily expose subjects to more radiation
than normai and shall be undertaken on
patients undergoing the procedure for
diagnostic or therapeutic purposes. Radiation
limits for the use of such materials and X-rays
shall be within the medically acceptable limits.
Measures to safeguard research subjects and
others who may be exposed to radiation shall .
be taken. Adequate provisions for detecting
pregnancies to avoid risks of exposure to the

- embryo shall be given. Subjects shall also be
provided information on possible genetic
damage to their offspring.

T T T, T

Publication 17. Clinical trial results shall be communicated in a
of clinical timely fashion and published regardless of results
trial results or findings. Findings shail be brought into the

public domain and generally made known through
scientific and other publications.

18. Preliminary reports that raise false hopes and )
expectations of product safety, efficacy, and
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ETHICAL GUIDELINES FOR HERBAL RESEARCH

Introduction

The use of herbal remedies can provide a practical and inexpensive
way of alleviating illness in countries like the Philippines that is rich in
natural resources and has a fecund pool of indigenous healing practices.

Philippine Republic Act No. 8423, the Traditional and Alternative Medicine
Act of 1997 declared the policy of the state “to improve the quality and
delivery of health care services to the Filipino people through the
development of traditional and alternative health care and its integration
inta the national health care delivery system.” This law aims to 1) encourage
scientific research on and develop traditional and alternative health care
systems that have direct impact on public health care; and 2) promote
and advocate the use of traditional, altemative, preventive, and curative
health care modalities that have been praven safe, effective, cost-effective,
and consistent with government standards of medical practice.

These legislated objectives have generated research activities on herbal
remedies or preparations to evaluate their safety and effectiveness.
Necessarily, these researches involve human participants for which ethics
review is mandated.

Advocates of herbal medicine are convinced that herbal products can
be used without subjecting them to the same rigorous scientific evaluation
(e.g., requirement for pre-clinical trials) required in Western medicine. It
is argued that the current universal scientific procedures and standards
are not applicable to remedies with a long history of use in and have
been accepted by communities.

This set of ethical guidelines will not dwell on the aforementioned issues
surrounding herbal research. In this regard, these ethical guidelines were
formulated with the Traditional and Alternative Medicine Act as its political
framework and Good Clinical Practice for its scientific underpinning.

These guidelines shall serve as parameters in the conduct of research

on herbal remedies based on universally accepted ethical principles such
as resnant for naranne henafireanre and bictica Thile it ie avnortad

Z\.ﬁ_Oz}_. ETHICAL GUIDELINES FOR HEALTH RESEARCH

and fights of all human participants in _..mmmmqos. Aside from this
substantive type of ethical requirement, mﬁj_mm_:\ sound ﬂmm.mmaj must
satisfy a number of important procedural requirements of which the most
important is a prior review by an msamnw:am:” and ooavmﬁm:m m&_om
review committee. The latter requirement is what these ethical guidelines
will attempt to describe. .

Om:m._.m_ 1. All research involving :camz,mcgmoﬁw mroc_n._ be

guidelines conducted in -accordance with the mS_.om_
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

2. There must be proof of long history of use of the
herbal plant/remedy to be tested. An exhaustive
literature search on prior studies must introduce
the research proposal. Any documents supporting
its putative actions and traditional use in the
community must be incorporated in the research
proposal.

3. The origina! herbal preparations and manner of
use by people in the community must be similar
to that intended in the proposed research.

4. 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 international Conference on Harmonization
Good Clinical Practice Guidelines and Good
Manufacturing Practice guidelines.

5. Although efficacy of herbal preparations is a major
objective of herbal researches, adverse reactions
such as side effects, tolerance profile, and
interaction with other administered preparations
should always be part of herbal research.

8. Research in herbal remedies should include .
etandardizatinn af tha nranaratinn and identification
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Special guidelines

Informed
consent

Recruitment
of volunteers

Participation
of traditional
healers

Research
design

9.

10.

11.

12.

13.

studied and assessed are the same.

In the absence of a standard for the test
preparation, the geographic area, maturity of
collection of the plant, and the method of its
preparation must be clearly described.

Priority should be given to clinical trials that are

responsive to the country’s health/economic
needs.

Uncertainty regarding 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 Operational Guidance: Information

needed to support clinical trials of herbal products,
2005).

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

Cultural settings and expectations 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 ethics review
board.

Placebo-controlled trials may be accommodated
in consonance with the guidelines on the use of
placebo as indicated in Ethical Guidelines for
Clinical Trials onDrugs, Devices, and Diagnostics
- 13b, 13d, and 13f.

Effectiveness of herbal preparations may not only
be measured with improvements in health or

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Transport
of materials

Benefit sharing

14,

15.

17.

disease-related variables. it may also be
-measured in terms of overall.health and weil-

being.

No indigenous materials used in the research may
be transported outside the country unless the
source (represented by the community _mmamn
government agency or institution) of the material
and the recipient sign a material transfer
agreement. _

Researchers must comply with the :m:.wﬁmﬂ
agreement if plant products or herbal preparations
will be tested outside the country. -

. Where possible, the community from where the

medicine originates should be consulted during
the course of the research, and the results and
benefits of the research should be shared with
this community (WHO Operational Guidance:
Information needed to support clinical trials of
herbal products, 2005).

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

Commercialization 18. Researchers must inciude provisions for

of herbal
preparations

conditions when the herbal preparations may likely
be commercialized. They should be guided by
existing laws and regulations of the Philippine
Intellectual Property Rights Office.
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ETHICAL GUIDELINES FOR COMPLEMENTARY AND
;- ALTERNATIVE MEDICINE RESEARCH

Introduction

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 Republit Act No.
8423, the Traditional and Alternative Medicine Act of 1997 which declared
that the state shall “improve the quality and delivery of health care
services to the Filipino people through the development of traditional
and alternative health care and its integration into the national health
care delivery system.”

The World Health Organization and national health authorities have
looked to CAM as a welcome wellspring of accessible, cost-effective,
and beneficial alternative to the expensive conventional methods of
treatment. Scientists, however, call for the application of the rigors 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 health care systems, practices, and products that is not
presently considered to be part of conventional medicine.
Complementary medicine is used together with conventional medicine,
while alternative medicine is used in place of conventional medicine
(NCCAM, 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 heaith, and in the
prevention, diagnosis, improvement, or treatment of ilinesses. However,
the term complementary/alternative/non-conventional medicine is used
interchangeably with traditional medicine in some countries (WHO, 2000).
K will also be so used in this guidelines.

CAM therapies include (NCCAM):

1. Biologically-based therapies such as dietary supplements, herbal
products, animat products, and aromatherapy;

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

2. Manipulative coaw-cmmma methods such as massage,
acupressure, chiropractic, and osteopathic manipulation,

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

4. Energy therapies such as gi gong, reiki, therapeutic touch, pranic
healing, electromagnetic fields methods; and

5. Other methods used in alternative medical systems such as in
medical traditions that developed in the West (e.g., naturopathy
and homeopathy), and in Oriental traditional medicine {e.g.,
ayurveda, 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 answered through
well-designed scientific studies—questions such as whether these
therapies are safe and whether they work for the diseases or medical
conditions for which they are used. .

General 1. All research involving human subjects should be

guidelines conducted in accordance with the ethical
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

Specific guidelines

-Participation 2. The technical review committee should include
‘of traditional

an expert in the specific traditional medicine
medicine expert modality being considered in the research protocol.
Study design 3. In contrast to conventional medicine, CAM
modalities focus on beneficial effects (e.g., quality
of life) rather than efficacy. In this context, study
designs other than randomized controlled trials
may be acceptabte.

4. Blinding could be difficult to achieve in the
application of certain CAM modalities, in which case
the research protocol should provide mechanisms

fr hlimdines tha Alininal Adenrmme ovaliiainare




NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH.

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Rescue

5. The protocol must identify and describe the rescue
medication

medication which should be available to the study
participants who may require such an intervention.

ETHICAL GUIDELINES FOR EPIDEMIOLOGIC RESEARCH

_:z.oa:nzo:

Epidemiology is the study of the determinants of the incidence of diseases
in public health. A related study, clinical epidemiology, deals with the
prevention, diagnosis, risk factor analysis, causation, and treatment of
diseases. Epidemiological research aims at studying determinants of -
heaith and disease in human populations in order to improve people’s
opportunities for making choices.

A major segment of epidemiologic research involves collection of data
from individuals which may or may not require procedural interventions.
Although researchers may claim that epidemiologic research such as
observational studies often do notinvolve interventions that may cause
discomfort to eligible individuals, these studies still require the individual's
time and attention and may encroach on the individual's right to privacy
and confidentiality. There are also social risks that need to be considered.
Most people who take part in public heaith epidemiological research
gain no personal benefit and often may not have a disease that needs
treatment.

Considering the nature of observational epidemiologic studies, the
principles that govern consent procedures need not be as strict as those
for experimental study designs. However, when the investigator proposes
selective disclosure of information, the ethics committee must review
the protocol and decide on its adequacy.

Ethics committees and other appropriate authorities should set the
conditions for the use of genetic and other biological materials coliected
in epidemioclogic researches.

These guidelines are for consideration of ethics committees for the
protection of participants in epidemiologic research involving humans,
focusing primarily on non- experimental studies. Its main difference from
other researches is in the nature and extent of the informed consent
process.

General 1. All research involving human subjects should be




NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Specific guidelines

informed . 2.
consent

principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

For case-control and cohort studies, non-
disclosure of all the study objectives may be
permissible if full disclosure of the study
hypothesis could bias the investigation.

Consent may not be ﬁmnc_ﬂm,a far collection of

information in the public domain. Public domain.

information may include common general data
such as address, marital status, educational
attainment, and number of children among others.

It should be realized that communities differ in
their definition of what type of information about
citizens is regarded as public.

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

Collection of data by questionable means, such
as deception, should not be condoned.

Data gathered for administrative purposes (as long
as the information is not sensitive) do not require
consent and may be waived if getting consent is
considered impractical or too expensive.

Review of medical records may be done without
requiring consent if anonymity can be maintained
and if information sought is considered non-
sensitive (Gordis and Gold, 1980).

The approoriate permission for storina bioloaical
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9.

10.

11.
Privacy and 12.
confidentiality
Information 13.
shared with
participants

Compensation 14.

for participants

individuals. If the samples are to be used for
research not covered by the original consent, an
ethics committee should decide whether renewed
consent is needed or if the analyses may be done
on anonymized samples. Details regarding the
collection and storage of biological material are
covered in the document on ethical guidelines for

‘genetics research.

A person of authority may be allowed to give
consent for collection of data among children and
other individuals who are temporarily or
permanently unable to give informed consent by
themselves, provided that the research does not
involve more than minimal risks to the participants.

If the information is obtained by means of a
questionnaire, and adequate information has
been given to the research subject, there is no
need for a written informed consent, since
answering the questionnaire implies consent.

There are alternative methods of obtaining
informed consent (e.g., verbal consent). These
are covered by the document on Ethical Guidelines
for Social and Behavioral Research (pp48-49).

Working with personal data is a privilege that calls
for a high degree of data protection, especially in
situations where data are used without personal
consent. A working standard for data protection
that secures as little risk of disclosure as possible
should be developed.

Important findings from the research m:ﬁ.:._a be
made available to all the participants in a suitable
form.

Compensation commensurate to the time given
and effort exerted by participation is encouraged
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ETHICAL GUIDELINES FOR SOCIAL AND
BEHAVIORAL RESEARCH

Introduction

Social and behavioral research necessarily involves individuals, groups,
organizations or societies, and for a great part are conducted in the field.
There are several perspectives that one may bring to bear on such
research: positivist, interpretive, or critical (see Glossary, pp.88-89).
Regardless of the preferred perspective of an individual researcher, social
and behavioral research involves the basic dilemma of balancing the pursuit
of valid knowledge and concemns for the participants’ rights for privacy as
well as preserving their integrity, dignity, and autonomy.

The guidelines below are consistent with existing ones on research on
human subjects but are made maore specific for social research.

General 1.

All research involving human subjects should be
guidelines

conducted in accordance with the ethical
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

Special guidelines

Informed 2. Informed consent shall be obtained, with the

consent possible exception of research involving archival
work, participant observation, and observation in
public places. The researcher shall inform his/
her participants as to the nature of the research
and obtain verbal or written consent.- Verbal
consent must be attested to in the absence of a
written consent. Coercion in any form may not be
used to force individuals to participate. If
participants are minors, consent of the parent/
guardian must be obtained. Assent of the minor
must also be obtained, properly documented, and
attested to by an impartial witness of legal age.

Privacy and

3. The researcher shall respect the respondent'’s
confidentiality

right to privacy and preserve the eanfidantialitu nf

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Access to
services or
benefits

Withholding
information

render the participants anonymous to those not

-directly involved in the research.

4. The researcher shall not release infornTation that

its linki ific indivi to specific
ermits linking specific _:n_sa:m_m Cl

w;oﬂamgo:. In cases where information pertaining

to groups or specific communities exposes them

to possible harm or abuse, the researcher shail

refrain from identifying such groups or communities
unless required by law.

i i i- imental
In carrying out experimental or quasi exper
designs in field research, access to services or
benefits provided to the experimental group shall
also be provided to the control group.

In the case of field research, the participants may
be given information about the study through
feedback sessions or other means, with the _uOm.m__u_m
exception of the intervention being the benefit itself.

Where the research may cause m..:o:o:.m_ and
psychological stress to the study vméo_um&m_
there shall be provisions for care and counseling.

The researcher should avoid a.mom_uzn.u:. In
exceptional cases where the s_..;s:o_a_zo of
information may be justified by the integrity of the
research design and the importance of the
objectives, debriefing must be vm.lo::mwn_.
However, in no instance should the withholding
of information result into irreversible harm.
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ETHICAL GUIDELINES FOR THE CONDUCT
OF RESEARCH ON POPULATIONS TRAUMATIZED
IN EMERGENCIES AND DISASTERS

Introduction

Traumatized populations live in communities that have experienced
extreme forms of life- threatening stress due to natural calamities or
human atrocities such as armed conflict, political repression as well as
criminal and domestic violence. The severe stress on these populations
may have lingering physical, social, and psychological consequences,
including chronic poverty, deprivation of basic needs, violation of basic

rights, vulnerability, and a profound sense of hopelessness and
disempowerment.

Research involving traumatized populations must be guided by principles
applicable to the practice of humanitarian assistance in general and
work with vulnerable groups in particular. Of relevance are universal
humanitarian imperatives of alleviating human suffering, preserving
human dignity as well as protecting and respecting human rights
regardiess of race, creed, nationality or political belief. More specifically,
work with traumatized populations must place special attention on the
-unique needs and special concerns of survivors, including those of
specific cultural, racial, and ethnic group members, so that services and
opportunities are appropriate and acceptable to these individuals {where
feasible and appropriate to the study question). Issues of possible repeat

traumatization and potential risks (e.g., stigmatization and reprisals) for
the study population should likewise be fully maa_,mmm.ma.

These guidelines address the following issues: the potential for harm
resuiting from the research process and its sociopolitical implications,
the potential for the exploitation of subjects, coriflicts of researchers’
interest with that of the community being studied, the recruitment of
participants and obtaining of valid informed consent, ensuring gender
and cultural sensitivity, and the need for research to contribute to the
healing and re-empowerment of the traumatized community.

General

1. All research involving human subjects shouid be
guidelines

conducted in accordance with the ethical
principles provided far in tha (Manaral Ctiieal

-

.,
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Special guidelines

Research 6.
protocol

7.

In deliberations on researchinvolving traumatized
populations, a community advocate or
representative must be present.

In the course of research, the psychosocial needs
of the community must be taken into account.

The different roles of the researchers, omﬂmmzma_
and volunteer workers must always .Um o_.m:*_ma
and the potential conflicts of interest identified.

The ethics review committee must put in place a
monitoring mechanism to ensure that the above
guidelines are followed.

The research proposal must explain how .:m
objectives relate to the priorities of the community.

The research methodology must ensure ,3.2 the
research process will not impede the 3m.m___:m or
recovery of the community. It ch.ﬁ_ contribute to
the process of designing intervention programs.

8. The protocol must include provisions for

8

aftercare, including closure activities and a
proper referral mechanism to deal with the health
needs of participants and members of the
research team.

Researchers must demonstrate familiarity Eﬁ: the
community’s situation and their cultural beliefs and
practices.

a. The research team must include a local
~ community counterpart. .
b. The research team must describe a

preliminary community mapping/scoping _

" exercise to ensure familiarity with the situation
& o ~ B

e A P
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resources which will support the faithfuyl
implementation of the project.

¢. The research team must demonstrate the
ability to anticipate adverse reactions and
facilitate appropriate interventions.

10. The researchers have the responsibility to identify
the specific vulnerabilities of the research
population and the mechanisms that are being
put in place to address them.

Recruitment 11. The researchers must consult the community and
and informed secure its permission before approaching
consent individuats for their informed consent.

12. The research team must identify factors that serve
as a barrier to the freedom of individual members
of the subject population to give consent, and
provide effective mechanisms to address them.

Community 13. The study design must demonstrate the principles

participation of participatory research and describe the
involvement of the community participants in
research planning, design, conduct, analysis,
validation/feedback, and utilization.

Non-disclosure 14, The withholding or non-disclosure of pertinent
of information information must be justified in the context of
protecting the participants from specific harm or risks
and must be done according to the ethical guidelines
. for social science research (pp48-49), and with the

approval of the ethics review committee.

ETHICAL GUIDELINES FOR HIV/AIDS RESEARCH

introduction

HIV/AIDS research encompasses a wide range of health q.mmmmﬁn: that
includes basic research on the infectious agent and _ﬂa effect on
individuals, clinical trials on vaccines and other therapeutic protocols,

and investigations on the psychosociocultural aspect of HIV/AIDS. The

basic principles of research ethics shall, therefore, m.u.u.E in all these
activities as they apply to other health research activities. Ioimxmq_
institutional research ethics committees, ﬂmmmm:u:mﬂ_ and funging
agencies should pay special attention to the issues o:c.mﬁ_om mqn ﬂmm“.umoﬁ
for groups and individuals affected by HIV/AIDS as their oo:n_&.o._,_ gives
them distinct vulnerabilities because of the cultural sensitivity of
reproductive health issues.

For a more detailed discussion of ethical issues, the _‘mmam.ﬂ is ﬁmﬁm:.ma to
the Ethical Guidelines in AIDS Investigations in the h?._.ﬂbsmm. published
by the Philippine National AIDS Council and the AIDS Society of the
Philippines, and the Philippine AIDS Prevention and Control Act of 1998.

General 1. All research involving human subjects m:o:_n._ be

guidelines conducted in accordance with the mﬁ:_.om_
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

Special guidelines

Identification 2. The recruitment process shall be sensitive to the
consent social implications of being identified as a potential
. HIV/IAIDS case or of belonging to a high-risk

. group. Specific mechanisms to protect the privacy

of individuals shall be described and put in place.

3. Special attention shall be given to the possible
sensitive nature of the information to be qumgma
from the research participants and, if applicable,

the necessity of undergoing an HIV test. ltis also .

ﬂB_w.o:m:ﬁ to determine the participant’s willingness

Syl R E




NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

Pre- and
post-test
counseling

Standard
of care

Research
benefits

Use of
research data
and publication
of reports

reportability, and the implication on his/her sexual
activities if found positive.

The participant must alsc be informed that he/
she is free to withdraw from the study anytime.

Pre- and post-test counseling by weli-trained,
culture- and gender-sensitive research personnel
shall be put in place as part of the research
protocol.

In an interventional study, the contral group shall
receive the standard of care accepted by the
larger community. It is unethical 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.

Special effort shall be exerted to make the
beneficial findings of the research project
accessible and available to participants under

_ reasonable circumstances.

Special care shall be taken in the public use of
research data and the publication of reports so
that participant groups are not further stigmatized
or become blameworthy targets. Reports shall be
carefully examined for gender and culture bias,

k4

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

ETHICAL GUIDELINES FOR RESEARCH ON
ASSISTED REPRODUCTIVE TECHNOLOGY

Introduction

Research in assisted reproductive technology includes studies to m.s.:u@\m
ovulatory rates, ejaculatory efficiency, embryo viability, ﬁn___mm:o:
success, and uterine hospitability. It may also involve studies on the
nmu\ojOmoo_ooc_Eﬂm_ aspects of reproductive ﬁmo:qo_ouﬁ mmm.mmaj inthe
reproductive health field in general is studded with gender issues.

In general, assisted reproductive technology is mEom_E complex. This
is because the research participants, in contrast to other health
researches, include two individuals {i.e., the source of the ovum and the
source of the sperm) and the fertilized egg in various stages of
development, whose status as a moral agent has religious and ethical
implications. This means that the ethical principles enunciated for health
research in general must be equitably and equally applied to the research
participants with special consideration for gender and religious issues.

The Philippine Obstetrical and Gynecological Society (POGS) and the
Philippine Society of Reproductive Endocrinology and Infertility have set
requirements that must be satisfied by medical hospitals, clinics, centers,
and/or other facilities that conduct assisted reproductive techniques/
technologies and related research, Additionally, itis emphasized that clinical
and biological research involving assisted reproductive technology shall
be carried out under the supervision of a qualified practitioner who has
acquired adequate and up-to-date training in, and is sensitive to the
technical aspects of using technology for assisted reproduction.
General 1. All research involving human subjects should be
guidelines i conducted in accordance with the ethical
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

Specific guidelines
Research on 2. The use of gametes in fertility research shall be

gametes, subject to ethical review with special attention to
hiiman 7vantes the harm and risks involved in the collection of
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Research
participants

informed
consent

Privacy and
confidentiality

Embryos from
in vitro
fertilization

3. The intentional creation of human zygotes,

embryos or fetuses for study,-research, and
experimentation or for commercial and industrial
purposes is unacceptable (POGS, 1995).

Research may be conducted on a human embryo
only for the purpose of improving that particular
embryo’s chances of being born alive and healthy.

The sale of human zygotes is unacceptable.

Special effort shall be exerted to ascertain the
emotional stability and maturity of research
subjects. Gender-sensitive counseling shall be
made available and offered as an adjunct service
to research participants.

it shall be the responsibility of the attending
physician to ensure that consent of research
subjects is given freely and on the basis of
adequate information and that potential conflict
of interest is resolved. The investigator must be
sensitive to the coercive and unfair pressure on
women to bear children.

Researchers shall uphold the dignity of
participants and protect their privacy by putting in
place adequate mechanisms for upholding the
confidentiality especially of the circumstances of
conception of children born out of assisted
reproductive technology.

Embryos formed by in vitro fertilization shall be
given respect commensurate to their status
(POGS,1895). Extreme care shall be exercised
in the handling of human embryos.

10. Arrangements regarding dnused embryos,

sperms, and ova shall be agreed upon by the
investiaator and the source/s prior to the research,
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ETHICAL GUIDELINES FOR GENETIC RESEARCH
WITH A SECTION ON STEM CELL RESEARCH

introduction

A person’s current and future health is the interaction of many *moﬂa.
including 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 cantribute to a disease. Genes themselives
do not cause disease, but alterations in the normat gene sequence may
lead to a disease.

The presence of a “disease allele” usuzlly leads to an Soﬂmmm...ma
predisposition or susceptibility for developing a disease, with no omnm_:G
that disease wili actually happen. There are various reasons for genetic
testing: diagnosis, carrier testing, prenatal testing, predictive testing,
susceptibility, Uaa_mu_omaos or risk testing, genetic screening, and research
testing. This raises a new set of issues, particularly on how this information
is interpreted by those who might be affected in the future. Even for some
single-gene diseases, not everyone with the gene develops the disease.
This variability in gene expression further complicates multifactorial
inheritance. Many counselors find it difficult to explain the uncertainty
associated with genetic testing.

Human genetic research aims to identify 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 and treatment. The main types of genetic research are: cloning
human genes, family studies, linkage analysis, DNA sequencing and
association studies, pharmacogenetics, behavioral genetics, population-
based genetics, and stem cell research. Genetic information may be
obtained in several ways. One of the most important ways is from a
family medical history, which is a kind of genetic test that are commonly
used by good doctors. Genetic information is also available from clinical
examination, and testing of DNA, RNA, proteins, or cellular metabolites
that indicate gene activity.

Human stem cell research holds enormous potentiat for oo:SUczam .&
an understanding of _"c:.am_.:mam_ human biology, leading to the possibility
of novel treatments ang, ultimately, cures for many diseases for which
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and informed about ethical and policy issues raised by stem cell research
and its applications. Informed public discussicns of these issues should
be based on an understanding of the science associated with stem cell
research and should involve a broad cross-section of society. 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 development.

The ethical considerations in reviewing genetic research are no different
from those that arise when reviewing other types of research. However,
in addition to those that apply to all research involving humans, 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.

These guidelines shall be used by research institutions, scientists,
pharmaceutical companies, health researchers, and institutional review
boards for the ethical pursuit of genetic research so that the expected
benefits in the improvement of health and healthcare will be attained.

General 1. All research involving human subjects should be

guidelines conducted in accordance with the ethical
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

2. Given the familial nature of genetic research,
confidentiality, privacy, and security are important
considerations in the ethics review of a genetic

study.
Specific guidelines -
Collection of 3. Human biological samples for genetic research
samples include samples that can serve as DNA, RNA,

from humans and protein sources: solid tissues, biopsies,
aspirates, scrapings, and body fiuids such as
blood, saliva, ocular fluids, and excretions.

Samples mav be collected. processed, used and
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Informed
consent

o

Diagnosis and healthcare, including screening
and predictive testing

Medical and other scientific research (i.e.,
epidemiological, prognostication, population-
based genetic studies, anthropological or
archeological studies)

c. Forensic medicine, in which case, use of
'samples shall be in accordance with domestic
laws and consistent with laws on’human rights
Development of drugs, biomedical devices,
molecular diagnostics, and medical
technologies

e. Others as dictated by local and/or international
interests, or in the event of global health and
technology trends, or other reasons of public
interest

=

o

Prior, voluntary, informed, and expressed consent,
withoutinducement by financial or personal gain,
should be obtained for the collection of biological
samples, human genetic and proteorhic data; and
for their subsequent processing, use, and storage.

Informed consent shall be required for all research
protocols that propose the use of any kind of
human tissue sample for genetic research.

Potential research subjects should be adequately
informed about what will happen to any genetic
material or information obtained as part of the study.

Subjects should be recruited as individuals intheir
own right rather than as a family group, and should
consent as individuals.

In cases where identities of groups or communities
may be linked with genetic traits under study,
informed consent for the whole group may be
obtained from an elected or recognized leader
;q_:o will be responsible for making decisions on

Foar - o U S Y T 1Y)
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Informed
consent of
vulnerable
groups

Genetic
counseling and
disclosure

Privacy,
confidentiality,
and security

9.

10.

11.

12.

13.

14.

15.

Informed consent shall not be required for those
protocols for genetic 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 to be considered anonymous.

Stored biological samples collected for purposes
other than those stated.in No. 3 above may be
used to produce human genetic or proteomic data
with the prior, free, informed, and express consent
of the person concerned.

In case informed consent is withdrawn, the
samples and data should be irretrievably unlfinked
from their source. This will be accomplished by
the destruction of all identifiers.

Genetic studies involving indigenous groups shall
be guided by domestic and international
regulations on respect for human rights and
privacy, and protection from exploitation.

The informed consent shall include statements
on the disclosure and sharing of the results and
findings of the study, i.e., to whom should the
information be revealed, etc.

Genetic counseling (pre- and post-test) shall be
provided when there is a need to disclose the
findings of the genetic study.

Researchers must ensure the confidentiality and
privacy of stored genetic information or research
results relating to identified or potentially
identifiable participants in accordance with
domestic and international laws on human rights.
Researchers should also ensure that safeguards

fe almmm b munaid ascidantal dierlacire of
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Handling of
biological
specimens

«

16.

17.

18.

19.

20.

21

Disclosure of genetic information is sometimes
impossible to avoid. Such information should be
dealt with sensitively, and the possibility that such
a disclosure may occur should be considered in
the initial process of seeking consent.

There is potential harm to participants arising from
the use of genetic information, including
stigmatization ~or unfair discrimination.
Researchers should take special care to protect
the privacy and confidentiality of this information.

Identifying genetic information must not be
released to others, including family members,
without the written consent of the individual to
whom the information relates, or a person or
institution which may legally provide consent for
that person.

The patient’s right fo privacy (researcher's duty
for confidentiality) continues after the patient’s
death so that 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 there
is a clear and urgent need to provide information
to avoid a serious heaith risk.

Genetic research often invoives the storage of
DNA or other biological samples in “tissue” or
“sample’ collections. In some cases, samples can
be anonymized so that the donors cannot be
identified. This raises problems in cases where
the information from research might be of value to
the individuals or families. Most genetic research
studies will require linking of DNA samples to heaith
records, family pedigrees, and individual results.

Handling and preservation of biological samples

shall be in accordance with standard scientific
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Ethical
considerations
in stem cell
research

22.

23.

24.

25.

26.

27.

28.

Disposal of stored biological specimens shall be
in accordance with standards for handling
biohazardous and infectious materials.

Transport, transfer, and disposal of all stored
biological samples shall be properly documented
and filed.

Retention time for stored biclogical samples shall
be determined by the respective institution.

All specimens in a tissue bank must be
accompanied by a copy of the consent agreement
signed by the donor.

No specimen shall be removed from a tissue bank
for research purposes without an approved
research protocol.

A researcher must not transfer genetic material
or related information to another research group,

unless

a. The researcher and the other research group
are collaborating on research which has been
approved by their respective institutional
ethics review committee

b. The genetic material and information are
provided in a form that ensures that
participants cannot be identified

Securing stem celis for research, whether from
children, adults or naturally aborted fetuses, must
be done under conditions of the most rigorous
integrity for several reasons:

« To protect the interests of the donors
. To reassure the public that important
boundaries are not being overstepped
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29.

30.

31.

32.

« To enabie those who are ethically uncomfort-
able with elements of this research to partici-
pate to the greatest extent possible

« To ensure the highest quality of research and
outcomes

Obtaining adult stem cells and hematopoietic stem
cells presents no ethical problems. Whether from
adults or from children, protection of donors is
the same as in research on human subjects where
adequate protection and regulation exist.

Research with aborted fetuses and pre-
implantation embryos is highly controversial and
may be unacceptable to several sectors of society.
Thus, where the research benefits may be
obtained using adult and cord blood stem cells,
the use of these acceptabie alternative sources
is strongly recommended.

Patients and researchers should be able to avoid
participating in stem cell use if the cells were
derived in a way they consider unethical.

Documentation of the original source of the stem
cells should be made readily available to
researchers and potential recipients of stem cell-
based therapies.
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ETHICAL GUIDELINES FOR INTERNATIONAL
COLLABORATIVE RESEARCHES

Introduction

Health research is a public good whose burdens and benefits should be
shared equally by all the concerned poputations (Torres-Edejer, 1999).
However, North-South research collaboration is currently plagued by
differing interpretations of ethical standards of doing researchin developing
countries. Should new treatments be compared against Western standards
of care or against local existing standards? Can communities benefit from
research they have taken part in when they may not be able to afford the
new interventions they have helped prove efficacious? How can
researchers and institutions in developing countries be strengthened
through international collaboration (Lansang and Crawley, 2000)7

One other major issue is that of inequitable funding, with only 10 percent
of global research funding going to diseases which make up 80 percent
of the global burden. For this, three guideposts - Think action - Think
- local - Think long term - can be used (Torres-Edejer, 1999).

Scientific advances are not the only yardstick to measure success of
North-South research coilabaration: the choice of identified priorities as
areas of work, the sustainability of the studied interventions outside the
research setting, and the investment in local research capacity are
becoming equally important as indicators of success (Torres-Edejer,
1999).

I order to support health research in developing countries that is both
relevant and meaningful, the focus must be on developing health
research that promotes health equity and developing local capacity in
bioethics (Bhutta, 2000).

To achieve the goals of effective collaborative health researches between
North and South, the following guidelines must be given utmost
consideration (Swiss Commission for Research Partnership with
Devetoping Countries, 1998):

E MDinnide aem bthe Ahinstivae tasathar
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Share information and develop networks;
Share responsibility;
Create transparency;
Monitor and evaluate the collaboration:
Disseminate the results;
Apply the results;
Share the profits equitably;
. Increase research capacity; and
. Build on achievements.

220N O AW
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Finally, the above considerations should result into a clear agreement
on the conduct of collaborative research including data management
and research outputs (e.g., storage and utilization of data, publication
strategy, dispute settlement, nature of benefits and their distribution)
{South African Medical Research Council, 2005). .

mm.zm_.m_ 1. Alfresearch involving human subjects should be

guidelines conducted in accordance with the ethical
principles provided for in the General Ethical
Guidelines for Health Research on pp16-29.

mumnmm_ 2. Research approved forimplementation by an ethics
guidelines review committee (ERC) in a foreign country must
also be subjected to ethics review in the country
of implementation. When the research is intended
for implementation in several communities, the
ERC that has jurisdiction over a particular
community has the right to conduct its own review

before giving approval for the research to be
carried out,

3. There shall be clear agreements on all aspects
of the research. These include intellectual
property sharing, management of the research
process, division of responsibilities, finances,
spreading of benefits and burdens and other
appropriate aspects.
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GUIDELINES ON AUTHORSHIP AND PUBLICATION

The publication of research results gives rise to ethical problems and
controversies when there are ambiguities regarding credit for authorship
and uncertainty on the responsibility for various aspects of the research
and the subsequent publication. These ambiguities and uncertainties
have made it imperative for the Philippine Health Research Ethics Board
to provide guidelines to clarify when researchers may be recognized as
authors, and to elucidate the scope of their accountability.

Authorship 1. All qualified authors must be given due recognition
by being included in the list of authors.

2 Scientists may be listed as authors of a scientific
paper only if they have made substantive
intellectual contributions to the pertinent research.
Each listed author must have participated
sufficiently in the research to be publicly
responsible for specific parts of the publication.

3. To be recognized as an author, a contributor must
have provided substantial input to one of the
following:

a. Conception and design
b. Acquisition of data
c. Analysis and interpretation of data

4. The following shall not be regarded solely as
grounds for recognizing research contributors as
authors:

a. Acquisition of funding
b. Collection of data
c. General supervision

5 The list of authors shall include a guarantor who

. oL bl
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Publication

Every listed author must share part of the
responsibility for -

a. Drafting the article or revising it for intellectual
content, and

b. The final approval of the version to be
published.

In submitting articles for publication, the authors
must provide the following to the editor:

a. Contribution of each author to the paper,

b. Acknowledgment of contributors other than
the authors; and

c. Statement that the authors observed ethics
review committee requirements, the National
Ethical Guidelines for Health Research, and

pertinent guidelines on the care and use of
animals.

The authors shall obtain the informed consent of
subjects as a condition for the publication of
photographs or identifiable information.

Sponsors or other interested parties may not

impose impediments to the publication of research
outcomes.

R
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GLOSSARY

active principle {in medicinal preparations) — the substance in a medicinal
preparation that is bringing about the clinical effects expected or observed

adverse events — any untoward medical occurrence in a patient or clinical
investigation participant administered an investigational preduct and
which does not necessarily have a causal relationship with this treatment.

serious adverse event—the adverse event is serious and should be reported
when the outcome is death, life-threatening, hospitalization, disability,
congenital anomaly and requires intervention to prevent permanent
impairment or damage

serious and unexpected adverse event — the unexpected adverse drug
reaction is an adverse reaction, the nature or severity of which is nat
consistent with the informed consent/ information sheets or applicable
product information (e.g investigator’s brochure for the unapproved
investigational product or package insert/ summary of product
characteristic for an approved product

AIDS (acquired immune deficiency syndrome} — the clinical manifestations in
the advanced stages of HIV infection characterized by the breakdown
of the immune system

alternative medicine — a health treatment modality which is non-allopathic,
occasionally non-indigenous or imported healing method, though not
necessarily practiced for centuries nor handed down from one
generation to another

anonymized sample br data — biological sample or data that cannot be linked to
an identifiable person through destruction of that link to any identifying
information about the person who provided the sample or data

approval - favorabie decision of the Ethics Committee following a review of the
application

archival work — research involving the examination of records or documents

assent — authorization for one's own participation in research given by a minor
or another subject who lacks the capability to give informed consent.
The assent is a requirement for research in addition to consent given
by a parent or legal guardian
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mmm_mﬁma. ﬁmu.ﬁonco%m technology - all treatment or procedures that include the
in-vitro handling of .:c.3m= oocytes and human sperm or embryos for
M:m purpose of establishing a pregnancy (e.g., in vitro fertilization and
.qm:momé_nm_ embryo transfer, gamete intrafallopian transfer, zygote
intrafallopian .:msm_.mn tubal embryo transfer, gamete and _m:._céo
cryopreservation, oocyte and embryo donation, gestational surrogacy)

behavioral research — studies regarding the actions or reactions of persons in
response to:external or internal stimuli

benefits — any direct or indirect good eff
ect of t
participants g . he research study to the

— something that promotes or enhances well-being; an advantage

direct benefits — Qm_.__<ma by a research subject if it ari
: ject if it arises from the use of
experimental substance or device o

indirect benefits — is derived when it comes about as an unintended or unlikely
consequence of research participation

bias — the m<m_m.3mmo tendency of any factors associated with the design, conduct
analysis and evaluation of the results of a clinical trial to make Sm. mmaamﬂm_
oﬂm :m.mq:ma effect deviate from its true value (ICH Harmonized Tripartite
Guideline, General Considerations for Clinical Trial (E8)

blinding/masking — a procedure in which one or more parties of the trial are
kept unaware of the treatment assignment/s. Single blinding usually
refersto Em subject/s being unaware, and double-blinding usually refers
to ﬁ:mﬂ subject/s, investigator/s, monitor, and, in some cases, data analyst/
s .co_:m unaware of the treatment assignment/s {ICH Harmonized
Tripartite Oc_am__sm. Guideline for Good Clinical Practice {E6,R1)

carrier ”mm::.m ~ testing to identify individuals who carry recessive genes; testing
designed for healthy people who have no symptoms of disease, but
who are known to be at high risk because of family history

ommm-oo:qo_ mE& ~ type of investigation that attempts to look backward in time
to identify characteristics that may have contributed to disease

am<m_.ov3m2 by copnparing responses of cases (those affected with
the disease) and controls (the tinaffacted neremnc ,
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cellular metabolites — the molecular substrates and products of various cellular
processes

chief/principal investigator — the person primarily responsiblie for the
implementation of a research project

clinical equipoise - "The ethics of medical practice grants no ethical or normative
meaning to a treatment preference, however powerful, that is, based
on a hunch or anything less than evidence publicly presented and
convincing to the clinical community. Persons are licensed as physicians
after they demonstrate the acquisition of this, professionailly validated
knowledge, not after they reveal a superior capacity for guessing.”
(Freedman, 1987)

— a state of clinical equipoise means that on the basis of available 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 merits of each arm in a trial. Thus they would be content to
have their patients/clients pursue any of the treatment strategies being
tested since none of them has been clearly established as preferable.

clinical research — is a study done with human volunteers to answer specific health
questions. Carefully conducted clinical trials are the fastest and safest
way to find treatments that work_in people and ways to improve health.
Interventional trials determine whether experimental treatments or new
ways of using known therapies are safe and safe and effective under
controlled environments. Observational trials address health issues in
farge groups of people or population in natural settings. The different
types of clinical researches are: Treatment trials test experimental
treatments, new combination of drugs, or new approaches to surgery or
radiation therapy; prevention trials look for better ways to prevent disease
in people who have never had the disease or to prevent a disease from
returning. These approaches may include medicines, vitamins, vaccines,
minerals or lifestyle changes. Diagnostic trials are conducted to find a
better test or procedures for diagnosing a particular disease or conditions.
Screening trials test the best way to detect certain diseases or health
conditions. Quality of life trials or supportive care trials explore ways to
improve comfort and the quality of life for individ uals with a chronic illness.
(hitp://www.Clinicaltrials. govictinfowhatis. Retrieved May 17, 2008)

clinical trials — is a research study in human volunteers to answer specific health
questions. Carefully conducted clinical triais are the fastest and safest

way to find treatments that work in people and ways to improve health.
« e el hnimlm dabasmnine uthathar avearimantal treatmants or new
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cloning

controlled environments. Observational trials address health issues in
large groups of people or population in natural settings. The differént
types of o_i_nm_ trials are: Treatment trials test experimental treatments
new combination of drugs, or new approaches to surgery or aa_mzoL
therapy; prevention trials look for better ways to prevent disease in people
who have never had the disease or to prevent a disease from returning.
._.jmmm approaches may include medicines, vitamins, vaccines, minerals -
or lifestyle changes. Diagnostic trials are conducted to find a better test
or procedures for diagnosing a particular disease or conditions.
moﬂm.ma_:m trials test the best way to detect certain diseases or health
.oo:a_ﬁ_osm_ Quality of life trials or supportive care trials explore ways to
iImprove comfort and the quality of life for individuals with a chronic

m_mwww (http:#www.Clinicaltrials.gov/ct/infofwhatis. Retrieved May 17,

-a m<m~m3m=o study on pharmaceutical products in human subjects
(including patients and other volunteers) in order to discover or verify
the effects .of and/or identify any adverse reactions to investigational
ancﬂm_ and/or to study the absorption, distribution, metabolism, and
excretion of the products with the object of ascertaining their efficacy
and safety (WHO Guidelines for Good Clinical Practice (GCP) for trials
of pharmaceutical products)

- _:<mm.=mm=<m work to evaluate new drugs, medical devices, biclogics
oﬂ.oﬁ.sm_. interventions to patients in strictly scientificaily controlied mmzimm.
0__:_@ trials may be designed to assess the safety and efficacy of ml
experimental therapy, to assess whether the new intervention is better

than mﬁm:nm_ma therapy, or to compare the efficacy of two standard or
marketed interventions

human genes — transfer of human DNA sequences of interest into

:o::cam.: cells with the purpose of expression, genetic manipulation
and amplification |

cohort study — type of investigation in which exposure is assessed among

unaffected persons and subjects are then observed for subsequent
development of the disease

comparator (product) — an investigational or marketed product {i.e., active

no._.:_.o_.y or u_.mom..co_ used as reference in a ¢linical trial (ICH Harmonized
Tripartite Guideline, Guideline for Good Clinical Practice (E6,R1)

-a u:m_.am..umcun.m_. or other product (which may be a placebo) used as
a reference in a glinical trials (WHQ Guidelines for Good Clinical Practice
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compensation - payments received by the research participants as reimbursement
for lost earnings, travel costs and other expenses incurred as a study
participant, as reparation for inconvenience and time spent

complementary and alternative medicine research — study done in human
volunteers to determine the effects of and/or identify any adverse
reactions to maneuvers word in complementary and alternative medicine

- study undertaken on a systematic and rigorous basis to generate new
knowledge regarding diverse medical and health care systems, practices
and products that are not presently considered to be part of conventional
medicine

complementary medicine — a health treatrment modality that is used together in
a conventional or mainstream medicine

conception — pregnancy beginning from the process of fertilization to form a
zygote or its implantation

conditional approval — approval of the protocol by the Ethics Committee to proceed
after certain conditions or madifications set by the EC are met

confidentiality — a duty of health care providers and health researchers toward
patients and research participants to protect privacy and to refrain from
unauthorized disclosure of information pertaining to them

— prevention of disclosure of the |IEC/IRB information, deliberations and
documents to other than authorized individuals

conflict of interest — a conflict of interest arises when a member (or members) of
the Ethics Committee holds interests with respect to specific applications
for review that may jecpardize his/her ability to provide a free and
independent evaluation of the research focused on the protection of the
research participants. Conflict of interests may arise when an EC member
has financial, material, institutional or social ties to the research.

controt —the standard by which experimental observation are evaluated. In many
clinical trials, one group of patients will be given an experimental drug
or treatment, while the control group is either given a standard treatment
for the illness or a placebo (hitp:ffwww.Clinicaltrials.govictinfofwhatis.

Retrieved May 17, 2006)

controlled trials — a trial in which one group of participants is given an experimental
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conventional medicine - (see Western medicine) that discipline of medical care

advocating therapy with remedies that produce effects differing from
those of the disease treated

ooczmm__:m = non-coercive interaction between a heaith professional and a patient/
client and/or family that is meant to clarify personal values and priorities
heaith care options, expectlations, risks, benefits, and resources __.“
order to help in decision-making. It needs to be offered prior to sensitive

testing (pre-test counseling) and/or after testing (post-test counseling)
for comprehensive care

criminal <_o._m:.nm.. behaviors by individuals that intentionally threaten, attempt
or inflict physical harm on others (National Research Council's nm:m__
on the Understanding and Control of Viclent Behavior, citing Reiss and
Roth, 1993, p. 2, emphasis in original)

culturai bias — prejudice based on community values and traditions

culture — the way oﬁ. _.:m of groups of people that is defined by mores, shared
values, traditions and sociopolitical structures and institutions

amu_._mw_:.u - ﬂ.:m process of obtaining information about an experience from an
individual who has participated in, or observed particular events

deception — an act characterized by dishonesty, fraud, trickery or sham for the

purpose of manipulating another person into making a decision that he
or she would not have made otherwise

amoéﬁ_ao::n_m.mn acid {DNA)} - an antiparallel double helix of nucleotides {having
deoxyribose as their sugars) linked by phosphadiester (sugar-phosphate)
bonds to adjacent nucleotides in the same chain and by hydrogen bonds
to complementary nuclectides in the opposite chain. The fundamental
substance of which genes are composed.

amoéncozcgmﬁ .mQ_a Sequencing ~ method of analyzing the base sequence
noB_.uow_ﬂ_o: and order of a DNA sample using chemical tagging and
physical measurements

devices — a piece of equipment designed to served a clinical purpose

diagnostics — u.ﬂoomaca or technique used in the identification of a diseast or
determination of the health status of an individual

N 1 .
disapproval- a negative actionof the Ethics Committas an tha nrntneal Tha eb s
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disclosure of data — the giving of information in connection with proposed
research undertaking or the sharing of the results of the study especially
as they pertain to the individual's of the family’s health situation

disease allele — one of the variant forms of a disease gene at a particular locus,
or lacation, on a chromosome. Different alleles produce variation in
inherited characteristics such as hair color or blood type. Inan individual,
one form of the alleie (the dominant one) may be expressed more than
another form (the recessive one}

disease susceptibility/predisposition — the pathophysiological conditions and
genetic inclination that favor the development of a disease condition

domestic violence — violence committed by one family or household merhber
against another {Merriam-Webster's Dictionary of Law (c) 1996)

double blinding — is one in which neither the subject nor any of the investigator
or sponsor staff who are involved in the treatment or clinical evaluation
of the subjects are aware of the treatment received (ICH Harmonized
Tripartite Guideline, Statistical Principles for Clinical Trials (ES) p8)

drugs — a substance used as medication or used in the diagnosis, cure,
mitigation, treatment or prevention of disease

duress — wrongful and usually unfawful compulsion {as threats of physical
violence) that induces a person to act against his or her will: ‘coercion”
(Merriam-Webster's Dictionary of Law (c) 1986}

efficacy — is the ability of a treatment modality to produce an effect to alleviate
a disease

embryo - the stage of human development following implantation (starting 10-
14 days), when the primitive streak begins to form up to fetal stage

epidemiologic research — investigative studies intended to establish “the
distribution and determinants of disease frequency in human

populations”

— study undertaken on a systematic and rigorous basis to generate new
knowledge regarding the determinants of the incidence of diseases as
well as their related risk factors, etiology and causation

anideminlnav — the hasic medical science that focuses on the distribution and
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ethical clearance — a certification that
: a research proposal i i
ethical requirements proposal has complied with

- mo.gQ: of an ethics review committee on a research protocol that
signifies approval and permission to proceed with the research.

ethical principles —rules or codes conforming to accepted professional standards
of conduct ﬁgmq:ma.émcmamm Dictionary of Law (c) 1996)

— usually refer to the ex prima facie universal principles of respect for
persons, beneficence, non-maleficence and justice

respect for persons — involves a recognition of the persohal digni

m.:ﬂ:na< of individuals, and special protection oﬁ_u”_,.omm umﬁ%%q“wmmm
diminished autonomy (Institutional Review Board Guidebook, US
_umnmnao&o:._mm:: and Human Services hitp:#fkartero.pchrd.dost ﬂ_u< h
:\_oam\c:_no.urcacﬂ_u::uﬁuw\p@wmﬂo\mmmééé.::m.co%\mm_um:qm,,\c

2Firb%2Fird _introduction.htm &Horde=85a91
ef05290¢c2baf ) 621422263bcc765

beneficence - the quality or state of doing or producing good especially

performing acts of kindness and charity (Merriam-W ‘s Dicti
of Law (c) 1996) ty (Merri ebster’s Dictionary

- Em requirement to serve the interests and well being of others
_:.o_ca_:m respect for their rights. Itis the principle of doing good in Sm
widest sense (http://kartero.pchrd.dost.gov.ph/hordefutil/
no.m:uoczngn@\ow\gm_ua\om_ussegm_.w.mo.m_uooam of Pracice on_Research

Ethics pdf&Horde=85291621422a63bcc765ef05290¢c2haf )

— is the professional duty to do or produce good. By “good” is meant
the performance of acts of kindness and charity (http://kartero
pchrd dost.gov.ph/horde/util/go.php?uri=http%3A%2F %2F
health.enotes. com%2Fpublic _health _encyclopedia&Horde=
85a916214222a63bcc765 ef05280c2ba

- m.:ﬁm_w an obligation to protect persons from harm by maximizi

mzn_o_.nmﬂm@ benefits and minimizing anticipated benefits mua B_H"M“M”w

possible risks of harm. (Institutional Review Board Guidebook, US

Dmvm&:mﬂoﬁxmm:s and Human Services hitp:/kartero. pchrd.dost. ﬁ.u< h

_‘Joam\_._.:_ao.o:cuczu _._=u$m>o\°mmo\mmmg.:sm.ogﬁmvo:a&m

mw\mm_u_& introdugtion.htm&Horde=85381621422a63bcc765ef05290c2
]
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the principles of doing, or permitting, no foreeable harm including
infringement of rights as a consequence of the research. Itis the principle
of doing no harm in the widest sense (http:/fkartero.pchrd.dost.gov.ph/
:oam...:z_Eo.n:cv:zu:auﬁuw_pe\om_uﬁ.m_us.s_é.m:m.mo._._xm\em_uaoomﬁw_u
Code of Practice on Research Ethics. pdf&Horde=85291621422a63bcc765
ef05290c2baf)

justice — the quality of being just, impartial, or fair; the administration of
law; the establishment or determination of rights according to law or
equity (Merriam-Webster's Dictionary of Law (€)1986); requires that the
benefits and burdens of research be distributed fairly (Institutional Review
Board Guidebook, US Department of Health and Human Services http:/
{kartero.pchrd.dost.gov.ph/horde/utilgo php?url=http%3A%2F %2 F
www.hhs.gov%2Fohrp%2Firb%2Firb_introduction. htmé&
Horde=852391621422a63bcc765ef05290c2ba

ethics review — the evaluation of a research protocol by an ethics review
committee that promotes the safety and protection of the dignity of
human participants

— @ systematic process by which an independent committee evaluates
a study protocol to determine if it follows ethical and scientific standards
for carrying out biomedical research on human participants. Compliance
with these guidelines helps ensure that the dignity, rights, safety and
well-being of research participants are promoted.

ethics review committee — a Committee constituted to review the ethical aspects
of a research proposal and its possible implementation

Ethics Committee {IEC/IRB) — Independent Ethics Committee /
Institutional Review Board is an independent body (either a review board
or committee) whose responsibility is to ensure the protection of the
rights, safety and well-being of human participants involved in a trial
and to provide public assurance of that protection.

experimental design — the structure of research, identifying the various elements
of a research project and how they relate to one another

family studies — mapping of disease genes through the establishment of genetic
linkage within a family

feasibility -~ capability to be accomplished or implemented

fetus - stage of human development when the first neural cells start differentiating
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R _ . -
gender socially defined feminine or masculine roles, attitudes, angd values

gender bias - partiality, unfairne judi i
lity, u S8, prejudice manifested towards an indivi
or group of Individuals baseq on sex and sexual orientation ndvdual

ender- iti i i
g sensitive counsefing - Counseling that includes awareness of existing

gender differences, issues and i ity ini [
With the potiames. nd inequality in its framework forinteraction

gender sensitivity — the ability to perceive existing gender diff

. . . eren i
and inequality and to INcorporate t atons

hese into strategies and actions

genes — the .?:n»_.o:m_ and physical unit of heredity
.ommn::m. Genes are pieces of DNA
information for making a specific protein

gene activity ~ refers to the ¢ i .
of tramsarptin, \ €gree of expression of a particuiar gene or levels
genetic mmmoo_‘m_..v_.o: studies - describes g situation in
?c.:n either m,.mz_.mom:s\ more or less freque
Individuals than would be expected from the
the general Population from which the affecte

which a particular alleleis
ntly in a group of affected
frequency of the allele in
d individuals were drawn

genetic counseling — the provision of | i
coun . of information and assistance to a
individuals or family members at :mxommammoam::mn Bm mmoﬂma

genetic screening — a umnc_mzo:-cmmma method for
[

ndividuals at risk of developin .
i ar of tr
disease or disorder ping transmi

Em::.?:u a subset of
tting a specific genetic

gene ﬁmm_._.:m ~ analysis done on affected persons or carriers
identified because of a history of high risk for havi

Good O_M:_.oﬂ_ Practice ocam_smwm (GCPY~ an imtarmmiio_ 4
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standard provides public assurance that the rights, safety, and well-
being of trial subjects are protected, consistent with the principles that
have their origin in the international Declaration of Helsinki, and that
the clinical trial data are credible {CPMP/ACH/135/85)

- standards and procedures for clinical trials that encompass the design,
protocol approval, monitoring, termination, audit, analyses, reporting,
and documentation of human studies. it defines the responsibilities
and activities of the sponsor, principal investigators and monitor
involved in the clinical trials. The code GCP ensures that the studies
are scientifically and ethically sound, and ali the clinical properties of
the product under investigation are properly documented. For compete
information, reference is made to the published WHO and International
Conference on Harmonization Code of Good Clinical Practice
(Department of Health Administrative Order No. 47-A series of 2001

[August 30, 2001])

- astandard for clinical studies which encompasses the design, conduct,
monitoring, termination, audit, analyses, reporting and documentation
of the studies and which ensures that the studies are scientifically and
ethically sound and that the clinical propetties of the pharmaceutical
products (diagnostic, therapeutic or prophylactic) under investigation
are properly documented (World Health Organization, Guidelines for
Good Clinical Practice (GCP) for trials of-pharmaceutical products)

— setof principles and rules that define the responsibilities of the sponsor,
the researcher and participants in a clinical drug trial that ensures ethical
conduct of research and integrity of research data

good laboratory practices —are standards and procedures whereby a laboratory
achieves a defined, consistent, and reliable standard in performing
laboratory tests and activities (Department of Health Administrative Order
No. 47-A series of 2001 [August 30, 2001})

Good Manufacturing Practice Guidelines — national standards and regulations
for licensing of laboratories engaged in the manufacture and production
of drugs, vaccines and other pharmaceuticals intended for human
administration or consumption

~ that part of quality assurance which ensures that products, including
vaccines and biologics are consistently produced and controiled to quality
standards appropriate for their intended use, including all phases of

vaceine clinical trials, and as required by registration and marketing
e e ito— es avimelasaambane Anidalinae far tha manufacture of

* herbal medicine research —

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

WHO/Pharm/94.571 (De
; ; partment of H inistrati
47-A series of 2001 [August 30, 2001 e Order No

- th i j
m_.M w%%:om_ﬂ_ Mﬁﬂﬂﬂ._mom&_om_ quality assurance which ensures that products
appropriate J:E.g.comu and controlled to the quality standards
A elr intended use and as required by marketin
zation (World Health Organization, Guidelines for Good o__amo%_

Practice (GCP) for trial i
s of pharmace ,
Report Series, No. 850, ._mmw, Annex ,.w_w_om_ Products, WHO Technical

government-sponsored health r
. esearch — health r i
using gevernment funds or resources esearch that is undertaken

uvardian - i i
g ian — one who has or is entitled or legally appointed to the care and

management of the person '
Dictionary of Law (c}iggey - o oo (Merriam-Webster's

— one who is legaily responsible fc
or the care and mana
person or property of an incompetent or a minor gement of the

guidelines — a set of rules or recommendation

action s intended to effect a course of

he TN
alth mmumw - 3 Em. absence of systematic disparities in health
c:am_ .m_m_.:‘__:mzﬁm of health) between groups with differ

erlying ma<m2mmma_mma<m:$@mm e.g. wealth, power,

(or in major
ent levels of
prestige

health _,wwwwmmw - mm:m_.mzoq of new knowledge (biomedical
© Sm:_w mm.“m deal with .:mm:: problems, heaith systems and policies
ose that impact on health such as socioeconomic

environment, ener . N
Feb 2004) gy and agricuitural policies (PNHRS TWG Chairs,

 Clinical, social)

- _ﬂkwmﬁwmwﬁ_“m% mn:é.mm m:mn mS.J to generate data that shall contribute

drsanpro m.,:aa _n H:m.a_mm:om_m_ prevention and management of

quat ﬂ. ; s.ﬁ .o.am_zma_, of care and for the enhancement of th
ty of life of individuals and health conditions in communities °

study undertaken to

r i generate new kno

mmm_m_ma__:m the use of herbs and plants to prevent and treat disea wledge
ments or to promote health and healing ses and

="bal medi — fini .
.4 _:u_.MM__.Mmq finished, labeled medicinal products that contain as active
NYs serialor underaround bart/s of nlant Ar Athar meatasian. - .
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(TAMA of 1997). Plant materials include juices, gums, fatty oils, essential
oils, and other substances of this nature. Herbal medicines, however,
may contain excipients in addition to the active ingredient/s. Medicines
containing plant material/s combined with chemically defined active
substances, including chemically defined isolated constituents of plants,
are not considered herbal medicines

high-risk group — social group known to have a high prevalence of a heaith
problem because of shared environmental, occupational, nutritional or
genetic factors including practices that contribute to ill-health

HIV (human _BBc:oammon:Q virus —type 1) - virat infectious agent that causes
destruction of cellular immunity in individuals acquired through tissue
fluid transmission from infected persons

HIV/AIDS research — study undertaken on a systematic and rigorous basis to
generate new knowledge regarding the prevention or treatment of HIV/

AIDS

HIV test — immunology-based laboratory test that establishes the presence of
HIV infection in an individual

human subjects — see research participants

hypothesis — atentative explanation for an observation, phenomenon, or scientific
problem that can be tested by further investigation

independent consultant — An expert who gives advice comments and suggestions
upon review of the study protocols with no affiliation to the institute or
investigators proposing the research proposals

information in the public domain — data or information available and open to
public observation like the list of names in the telephone directory, or
events in streets and public transportation

informed consent (verbal, video, written) — the process of obtaining approvat to
participate in an investigative study or permission to a medical
intervention. Consent must be freely given in verbal, video or written
form. An imporiant part of the process is the adequacy, appropriateness,
and timeliness of the information for decision-making

intellectual property rights — the legal basis by which indigenous communities
exercise their rights to have access to, protection, ‘and control over thelr
cultural knowledge and praducts, including but not limited to traditional
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_:ﬁm__mnEm_.EoumB\ sharing ~ to participate in, use, enjoy, or experience jointly
orin E.Sm the property that derives from the work of the mind or intellect
or an idea, invention, trade secret, process, program, data, formuia
patent, copyright, or trademark or application, right, or registration _.m_mﬁ_:m
thereto (Merriam-Webster's Dictionary of Law (c) 1996)

interaction — the m:ma._nm_ or biclogical reactivity of the active principle or herbal
preparation with- other administered substances

international collaborative research — joint or shared conduct of research by at
*mmm.ﬁ two countries or governments (e.g. Philippines and one other
foreign government/country)

— ms.,..mmzm.mz,.,m work conducted at an international level, with involvement
by investigators coming from different countries

interventional study — research that includes measures or technology that may
affect the course of an iliness

invasive procedure - biological sampling using a method involving intrusion into
the :c:.._m: body, such as obtaining a blood sample by using a needie
and syringe (UNESCO International Declaration on Human Genetic Data)

_=<mmn_om_.oq - a person responsible for the conduct of the critical trial at a trial
site. _ﬁ trial is conducted by a team of individuals at a trial site, the
_:,..,mm:mmﬁ.oﬂ is the responsible leader of the team and be nm__ma_ the
principal investigator (ICH Harmonized Tripartite Guideline, Guideline
for Good Clinical Practice (E6, R1) _

—~a person responsible for the trial and for the rights, health and welfare
of the subjects in the trial. The investigator should have qualifications
m:.o_ competence in accordance with local laws and regulations as
m<a.m_.‘6ma__ by an up-to-date curriculum vitae and other credentials.
Decisions relating to, and to provisions of, medical or dental care must
always be the responsibility of a clinically competent person legally
m__.oémq to practice medicine or dentistry (WHO Guidelines for Good
Clinical Practice (GCP) for trials of pharmaceutical products)

-a ncm_am..a scientist who undertakes scientific and ethical responsibility,
m;.smﬂo: _.J_m\:m.q behalf or on behalf of an organization, for the ethical and
scientific integrity of a research project at a specific site or group of sites

_._. . .
. m__< mE:o:Nma qmuﬁmmm:ﬁmﬁzm — ‘one that represents another or others, upon

their permission in accordance with law, in.a special capacity (Merriam-
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— Aperson who has authority, under the iaw, to stand for, or make decisions
in behalf of another

legally competent person — qualified or fit to perform an act, in accordance with
law, free from addiction or mental defects that renders one incapable of
taking care or oneseif or one's property (Merriam-Webster’s Dictionary

of Law (c)1996)

linkage analysis — gene hunting technique that traces patterns of disease in
high risk families for the purpose of locating a disease-causing gene by
identifying genetic markers of known chromosomal location that are

co-inherited with the trait of interest

material transfer agreement — an agreement between the source institution {or
community) and the recipient institution (agency or community) that
defines responsibilities and ownership of the material under study

minimal toxicity data — the lowest dose of the preparation that shall elicit toxicity
signs and symptoms. in the participants or in animals

‘minors - persons who have not yet reached the age of majority, 18 years old

monitor — a person appointed by and responsible to the sponsor or contract
research organization for monitoring and reporting progress of the trial
and for verification of data (WHO, Guidelines for Good Clinical Practice

(GCP) for trials of pharmaceutical products)

moral agent — a sentient individual whose acts impact on others and are affected
by the act of others

multicenter trial - a clinical trial conducted according to a single protocol but at
moare that one site, and therefore, carried out by more than one
investigator (ICH Harmonized Tripartite Guideline, General

- Considerations for Clinical Trial (E8)

multifactorial inheritance - heredity characterized by the involvement of several
genes and environmental factors

mutagenicity — the capacity of a chemical or physical agent to cause genetic
alterations

national health care delivery system — the total structures - private and publi
organizations, agencies, and individuals, including policies and mechanisr
— that provide health care to individuals and communities in the countr
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National Unified Health Research A
v genda (NUHRA) — nati
priorities identified by majon stk ho_ama ) — national health research

non-disclosure of data — the withholdi
oldin i i
derived from researct g of or refusal to reveal information

:o:-_:<mmw<m u..oomnc.ﬁm - bioiogical sampling using a method which does not
Involve intrusion inta the human body (e.g., oral smears)
North-South research collaboration — in the broad sense, would refer to the

relationship or interaction between
. _ the develo i
countries or rich and poor countries ped and developing

participatory research — research that involves the participation of the investigator

_q: the mozsqm.m of Em research population. It could also involve involves
Wmmmas mcEmoﬂ _:.”:m definition of the research agenda, the conduct
of research, monitoring and evaluation, and dissemination of results.

patent — government S_m:camzﬁ that assi i :
. gns ownership of a product i
work that is accompanied by certain rights i P ororestve

pharmacodynamics — the study of what a drug does to the body

pharmacogenetics - the field of biochemical genetics concerned with drug
responses due to genetically-controlled variations

pharmacokinetics - the study of what the body does to a drug

Phase | m__z_om_ trial — the first trials of a new active ingredient or new formulations
in man, often o.m_._.mma out in healthy volunteers. Their purpose is to
establish m. _o_,m.__a_:ma, evaluation of safety, and a first outline of the
urmﬁamoo_.e:m:o and, where possible, a phramacodynamic profile of
the active ingredients in humans. (WHO, Guidelines for Good Clinical
Practice (GCP) for trials of pharmaceutical products) =

| Phase I clinical trial —trials performed in a limited number of subjects, often ata

later stage of a comparative (e.g., placebo-controlle i i
purpose is to demonstrate therapeutic activity and mmumvmmw Mm”:.ﬂn”“”
mmﬂm_x. of the active ingredient in patients suffering from a disease or
n.o:a_n_o: for which the active ingredient is intended. This phase also
aims at .Sm amﬁm_._.j_.:mzo: of appropriate dose ranges or regimens and
(if uomm_zmu o.“m_._momn_o: of dose-response relationships in order to
w_..osa_m an oE_:__m_ mmoxu_.oc:n for the design of extensive therapeutic
rials (WHO o...__am__mmm for Good Clinical Practice (GCP) for trials of

—_— e
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Phase Il clinical trial — trials in larger (and possibly varied} patient groups with
the purpose of determining the short- and long-term safety/efficacy
halance of formulation/s of the active ingredient, and of assessing its
overall and relative therapeutic value. The pattern and profile of any
frequent adverse reactions must be investigated and special features
of the product must be explored (e.g., clinically relevant drug interactions,
facfors leading to differences in effect such as age). These trials should
preferably be of a randomized double-blind design, but other designs
may be acceptable (e.g.,-long-term safety studies). Generally, the
conditions under which these trials are carried out should be as close
as possible to normal conditions of use. (WHO Guidelines for Good
Clinical Practice (GCP) for trials of pharmaceutical products)

Phase IV clinical trial — studies performed after marketing of the pharmaceutical
product. Trials in this phase are carried out on the basis of the product
characteristics on which the marketing authorization was granted and
are normally in the form of the post-marketing surveillance, or
assessment of therapeutic value or treatment strategies. Although
methods may differ, these studies should use the same scientific and
ethical standards as applied in pre-marketing studies. After a product
has been placed on the market, clinical trials designed to explore new
indications, new methods of administration or new combinations, etc.,
are normality considered as trials for new pharmaceutical products.
(WHO Guidelines for Good Clinical Practice (GCP) for trials of
pharmaceutical products)

Philippine Health Research Ethics Board —was created on March 1, 2006 through
DOST Special Order No. 091 series of 2006 as a policy-making body
for research ethics in the Philippines

Philippine National Heaith Research System — formally organized in 2004, it
was conceptualized in support of a vibrant, dynamic, and responsible
health research community working on a unified health research agenda
with enhanced cooperation between the Department of Health, the
Department of Science and Technology, and the Commission on Higher
Education. The Philippine Health Research Ethics Board is one of the
six groups working under its Governing Gouncil.

placebo - a substance that is not biologically active, does not interact with other
substances nor is it expected to affect the health status of an individual

an inactive pill, liquid, or powder that has no treatment value. In clinical
trial, experimental treatments are often compared with placebos to
assess the experimental treatment's effectiveness. In some studies,
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active drug or experimental treat, i
: me . icaltrial
i My 17 2000 vi (http:/www Clinicaltrials. gov/ct/

u_momco.”woﬁﬂwo__ma trials ~ o::_.o.m_ trials that assign the administration of a placebo
control group while the test d rug is given to the experimental group

population-based genetics
and of how the fre
changed - '

- the mE% of the distribution of genes in populations
quencies of genes and genotypes are maintained or

Em-o__:_ow_ Sm_m.l _.:<mm=.mmzo: of the pharmacologic properties of a drug or
M:Mﬂmmhm_ﬁ“m,_ aﬂ:m in animals n.:olo human studies. Pre-clinical studies

BEAD & le pl m-.Bmoo%:.m:,__oM. pharmacokinetics, and toxicity studies
uidelines for Registration of Pharmaceutical Products, 1997)

predictive testing ~ determination of th [
. e presence of disease-associ
prior to the onset or manifestation of the disease Fiotedgenes
predisposition or risk wmmz:@ —determinati [
; . ation of genetic parametersi indivi
associated with increased risk of disease i o an ndvidual

va:m,m_aﬁwm%mm nmaam"mm__,ﬂ:mzw: of whether a fetus has (or probably has) a
conaition for which an increased risk is.indi
on f Andicated by la
maternal age, family history, or other well-defined risk factors yiater

prior dose finding quantity or dosa
. . ge of the herbal medici i i
earlier studies or practice to be effective eleine established in
privacy ~ a conceptual space definin individual
. .  sp: g the individual's bounda
Intrusion of which s iimited human rights and by law Y 55 @ person.

— the assurance of the secrec T
of i L
research participants y of the identity of or information about

product adulteration - presence of foreign substances or impurities in the drug

preparation that resuits in dilution or loss of its efficacy

protein ~ a macromclecule com i
: posed of subunits of linear chair i
acids attached to each other by peptide bonds " of amine

proteomic data ~ information from the comprehen

o.ﬁ the structure and function of all the
tissue

sive analysis and cataloguing
proteins presentin a given cell or

LY
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the background of the study, research question and objectives, the
conceptual design, the methodology and data collection, and planned
analysis of data.

- a study plan on which all clinical trials are based. The plan.is carefully
designed to safeguard the health of participants as well as answers specific
research questions. The protocol describes what types of people may
participate in the trial; the schedule of tests, procedures, medications,
and dosages; and length of the study. In a clinical trial, participants following
a protocol are seen regularly by the research staff to monitor their health
and determine the safety and effectiveness of their treatment (http.//
www. Clinicaltrials. gov/ct/info/whatis. Retrieved May 17, 2006)

protocol amendment- a written description of a change to, or formail clarification
of a protocol.

psychosocial needs — the needs of an individual pertaining to her social and
psychological well being

quality of life — a state or condition in ones being wherein he/she is able to live
as one normal person wants to live it

guasi-experimental design — the structure of a research project that does not
make use of random assignment to groups

randomization — the process of assigning trial subjects to treatment or contrel
groups using an element of chance to determine the assignments in
order to reduce bias (ICH Harmonized Tripartite Guideline, Guideline
for Goed Clinical Practice {E6, R1])

Regional Health Regearch Ethics Board — proposed policy-making body for
rasearch ethics in a particular region in the Philippines

regulatory requirements — approval of clinical trial by a regulatory agency. For
example, for pharmaceutical and biologic products it means obtaining
a “permit for clinical investigational use” which is a “registration document
issued by the Bureau of Food and Drugs for the purpose of allowing the
conduct of Phase |, Phase Il, and Phase [l! clinical trials of investigational
biologic products in the country” (Department of Health Administrative
Order No. 47-A series of 2001 [August 30, 200]])

reportability (of test results) —the inclusion of an event(e.g., a diagnosis, evidence
of violence against persons) in a list of items that are mandated by law
to be reported to the Department of Health by designated individuals or
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rescue Smam.n.mzo.: — the drug or procedure used in applying conventional
medicine intended to manage a disease

research — oqm.m:ﬁma. set of activities intended to generate data that are
generalizable into new knowledge, principle or technology

- .5<mmzom..:<n work undertaken on a systematic and rigorous basis
using quantitative and qualitative methods to generate new knowledge

research ethics review committees

National Ethics .Oo:,__.n“zmm — organized in 1984 through a Special Order
No. 84-053 issued by the Executive Director of the PCHRD to ensure
that health research involving human participants is conducted in
accordance to international ethical principles. The seven-member

committee reviews protocols of researches to be done in si i
nitte : sites with
functioning Ethics Review Committees . o

Cluster Ethics Review Committee — an ethics review committee shared by
{common to) several institutions where the volume of researches and
resources do notmake it feasible to have an ethics committee in each
__:mﬁ_Eco:. The functions of the cluster committee and the respective
Institutional responsibilities shall be contained in a memaorandum of
agreement amongst the institutions concerned

_:mz.ﬁ::o:m_ m.:__om Wm<._m€ Committee - ethics review committee organized
In a particular institution to ensure that health research is conducted

according to international ethical principles. nation C
guidelines principles, al and institutionai

research S<o._<_:@ :.m::,_mzwma populations — study undertaken on a systematic
and rigorous basis to generate new knowledge regarding groups living

in communities that have experienced hardshi
- ps and stress due
natural calamities or human atrocities °

research on assisted reproductive technology — study undertaken on a systematic

d rigorous basis to generate new knowledge regardin i
arding repro
that makes use of modern technology g duction

research umao_umam_..,mcg.mo.ml an individual who participates in a biomedical
research project, either as the direct recipient of an intervention (e g
study nq.oacoﬁ or invasive procedure), as a control or n_..ﬁo:.m:.
ocmwim,_o:. The individual may be a heaithy person E:o.<o_c=,mm_.m to
participate in the research or a person with a conditinn 1inralstad tn Hea
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a patient) whose condition is relevant to the use of the study product or
questions being investigated

research profocol - A document that provides the background rationale and
objective(s) of a biomedical research project and describes its design,
methodology and organization, including ethical and statistical
considerations. Some of these considerations may be provided in other
documents referred to in the protocol

respondent - one who answers or defends in various proceedings (Merriam-
Webster's Dictionary of Law {c} 1996)

ribonucleic acid (RNA) - Asingle-stranded nucleic acid similar to DNA but having
ribose sugar rather than deoxyribose sugar and uracit rather than thymine
as one of the pyrimidine hases

risk — the-probability of harm or discomfort to study participants

— the probability of harm or discomfort to study participants. Acceptable
risk differs depending on the conditions for which the product is being
tested.

minimal risk — harm or discomfort comparable to those experienced in
the daily existence of peopte living under ordinary circumstances and
development

risk factors — determinants of disease development

scientific review — also called technical review, is the evaluation of the research
protocol to ascertain scientific soundness and appropriateness of the
objectives and design of the proposed study and the qualifications of
the researcher

selective disclosure of information — deliberate withhoiding of certain information
from a patient or from a research participant usually justified by the
principle of non-maleficence or, in the case of research, avoiding the
introduction of bias on the part of the patient

single-gene diseases — a disorder that is determined by mutant alleles at a
single locus

social and behavioral research — study undertaken on a systematic and rigorous

basis to generate new knowledge regarding he impact of sociological,
nevrhalnnical anthrannlnaical and nthar sorial fartars on health and

NATIONAL ETHICAL GUIDELINES FOR HEALTH RESEARCH

critical perspective — this perspective is recursive and focused on bringing
about change in practices. Researchers utilizing this perspective
generally have an agenda for social change. Studies under this
perspective begin with an important stance about social issues and is
aimed at creating political debate and discussion to bring about change.
It is practical and collaborative,

interpretive perspective — this perspective holds that in seeking to
understand their.world, people develop subjective meanings of their
experiences which are varied and multiple. The researcher then looks
into the complexity of views rather than reducing them to a few ideas.
Open-ended questions suit this perspective. Historical and social
contexts are important to consider. The assumption is that the basic
generation of meaning is always social resulting from the interaction
within social groups.

positivist perspective - this is sometimes referred to as the “scientific
method” and is likewise called quantitative research, empirical science
or postivist/postpositivist research. This reflects a deterministic
philosophy which says that causes probably determine effects or
outcomes. It is reductionistic because it reduces ideas into discrete
sets to test in hypotheses and research questions. It utilizes careful
observation and measurement of objective reality. Most of research in
this perspective starts with test of a theory.

social research — social research covers a broad range of disciplines
and perspectives. Sociology, anthropology, political science, economics,
psychology, population studies, history, geography and linguistics are
specific areas within social science which are directly concerned with
health issues. Interdisciplinary social research involves two or more of
these disciplines utilizing both quantitative and qualitative approaches
‘which are consistent with either positivist interpretive or critical
perspectives.

sponsor —an individual, a company, an institution or an organization which take
responsibility for the initiation, management and/or financing of a clinical
trial (ICH Harmonized Tripartite Guideline, Guideline for Good Clinical
Practice [E6, R1))

~’an Sn?.acm_. company, institution or organization that takes
responsibility for the initiation, management and for financing of a
research project

- an individual, Woo:._nm:s an institution or an organization that takes
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trial. When an investigator initiates and takes full for a trial, the
investigator then also assumes the role of the sponsor responsibility
(WHQ Guidelines for Good Ciinical Practice (GCP) for trials of
pharmaceutical products)

standard of care — health care intervention or regimen that is generally accepted
by health practitioners and experts as beneficial to an individual needing
such care

prophylactic — professionally accepted level and type of preventive
management to prevent the occurrence of a particular health
condition

diagnostic — professionally accepted level and type of examination to
determine a patient’s health condition

therapeutic — professionally accepted level and type of treatment or
assistance for a particular health condition

stem cell research — the study of the properties, development, and transformation
of primordial progenitor cells prior to establishment of specialized cells

stigma — the negative regard (e.g., shame and dishonor) of the community or
society to particular groups because of disability, illness, occupation,
poverty, etc. as dictated by culture

study/investigational product—a pharmaceutical form of an active ingredient or
placebo being tested or used as a reference in a clinical trial, including
a product with marketing authorization when used or assembled
(formulated or packaged) in a way different from the approved form, or
when used fro an unapproved indication, or when used to gain further
information about an approved use (ICH Harmonized Tripartite
Guideline, Guideline for Good Clinicat Practice [E6,R1])

susceptibility — genetic condition leading to the development of a disease
technical review — see scientific review

teratogenicity — the degree or measure of the ability to cause malformations of
an embryo or fetus

termination of the research — the research study may be ended before its
scheduled completion when the safety o benefit of the study participants

A I N
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test preparation —the formulation or preparation of the herbal remedy or product
that is going to be used in the study

traditional and alternative health care — the sum total of knowledge, skills and
practices on health care, other than those embodied in biomedicine,
used in the prevention, diagnosis and elimination of physical and mental
disorder (TAMA 1997)

Traditional and Alternative Medicine Agt (TAMA) — the 1997 law creating the
Philippine Institute of Traditional and Alternative Health Care (PITAHC})
to accelerate the development of traditional and alternative health care
in the Philippines, providing for a Traditional and Alternative Health Care
Development Fund and for other purposes

traditional healer — the relatively old, highly placed respected. person in the
community, with a profound knowledge of traditional remedies

traditional medicine — the sum total of knowledge, skills, and practices in health
care, not necessarily explicable in the context of modern, scientific,
philosophical framework, but recognized by the people to help maintain
and improve their health towards the wholeness of their being, the
community and society, and their interrelations based on culture, history,
heritage, and consciousness

traditional medicine expert — a heaith care provider employing traditional
medicine modalities to give a cure

traumatized populations — are individuals who live in communities that have
experienced extreme forms of life- threatening stress due to natural
calamities or human atrocities such as armed conflict, political repression
as well as criminal and domestic violence.

trial-related expenses — costs incurred in the course of litigation

- Expenses incurred by study participants related to their participation in
a research study mcn: as transportation, meals, loss of income.

undue influence — improper influence that deprives a person of freedom of
choice or substitutes another's choice or desire for the person’s own.
Note: It is a doctrine of equity that a contract, deed, donation. Or
testamentary disposition can be set aside if the court finds that someone
has exercised undue influence over the maker at the time that the
contrast, conveyance, or will was made. To establish a prima facie
case it is usually necessary to show a susceptibility to undue influence
(as from mental impairment), the opportunity and disposition on

P

A tan miial imflimmma  and that the transaction
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would not have been made except for the undue influence. (Merriam- -

Webster's Dictionary of Law (c)1996)

vulnerable groups ~ classes of individuals who have characteristics that lessen
their capacity to protect their own interests or promote their own welfare

waiver of informed consent — the act of intentionally or knowingly relinguishing
or abandoning the right to consent to medical treatment by a patient or
to participation in a medical experiment by a subject after achieving an
understanding of what is involved and especially for the-risks (Merriam-
Webster's Dictionary of Law (¢}1998)

— Permission given by an Ethics Review Committee for research to be
conducted without the informed consent of subjects, under exceptional
circumstances, such as when research has to be undertaken in an
emergency situation

Western medicine — or biomedicine, allopathy, regular medicine, conventional
medicine, mainstream medicine, orthodox medicine or cosmopolitan
medicine, refers to medical care that advocates therapy that produces
effects differing from those of the diseases treated (TAMA 1997)

zygote — the product of the biological union of the human sperm and egg (process
of fertilization) unti! the blastocyst (32-cell} stage prior to implantation
in the endometrium (0 to 4-5 days)
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Sponsors,19, 89
Standard application form, 12, App B
Standard of care, 23, 54, 90
Standard operating process, 12
Standard for test preparation, 40
Stem cell research, 57, 62, 90
Stigmatization, 50, 54, 61
Stress
Emotional, 49
Psychological, 49
Sustainability, 64
Technologies, medical, 59
Teratogenicity, 26, 90
Termination, early, 17, 22
Therapeutic protocols, 53
Tissue bank, 62
Tolerance profile, 39
Traditional and alternative health care
Systems, 38, 80
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APPENDIX A
TEMPLATE FOR PATIENT INFORMATION
AND INFORMED CONSENT FORM

Project Title;

Sponsor:

investigator/s: . _

Purpose and conduct of study:
*  Why is the study being done?
+  What has been done previously?
*  How will the present study be conducted?
*  What is the nature and extent of involvement of research participants?

Risks and inconveniences
* Wil there be discomforts? Are these described clearly?
* Wil there be risks? Are these explained fully?
» Arethere other effects the participants need to know in order to make a
decision?

Possible benefits for the participants
+  What benefits can the participants expect?

Compensation
*  WIll there be reimbursement of travel expenses? Compensation for
loss of income? Meal expenses?
+  Are there other financial considerations?

Provision for injury or related illness
* Wil the participant be given free treatment in case of injury or illness
incurred as a result of participating in the study?

Contact person ‘
*  Whois the person knowledgeable about the research and rights of the
participant? How can hefshe be contacted?

Voluntariness of participation
+ s the participant free of any coercion in participating?
*+ ls there assurance that the participant can withdraw anytime without
affecting treatment/care due him/her?
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representative in case of minors, the mentally handicapped or the
incapacitated?

Confidentiality
Is there a statement that describes the measures that will be taken to
keep and ensure the confidentiality of the participant's records?

CONSENT FORM

| have read and understood the above information and had been given the
opportunity to consider and ask questions on the information regarding the
involvement in this study. | have spoken directly to my doctor who has answered
to my satisfaction all my questions. | have received a copy of this Patient
Information and Informed Consent Form. | voluntarily agree to participate.

Patient’s Signature:

Name of Patient Signature of Patient Date

Witness or Legal Guardian’s Signature:
{Only when patient cannot read or sign this Informed Consent)

Name of Withess/ Signature of Witness/ Date
Legal Guardian Legal Guardian

Physician’s Signature:

1, the undersigned, certify that to the best of my knowledge, the patient signing
this éonsent form has read the above information sheet fully, that this has been
carefully explained to him/her, and that he/she clearly understands the nature,
risks, and beneiits of histher participation in this study.
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APPENDIX B
ETHICS REVIEW COMMITTEE (ERC)
Standard Application Form
FOR ETHICAL EVALUATION OF PROPOSAL

General Instructions:

Accomplish ten copies of this application form and m:m.o: them to copies of the
propesal to be mcun._&ma to the National Ethics Committee (NEC).

Note: The ERC evaluation will normally require eight weeks from receipt of the
proposal from the propenent.

For further information, contact:
The NEC Secretariat .
Room 306, 3™ Floor, DOST Main Bidg., Bicutan, Taguig City
Telephone No. (632) 837-7535; Telefax Nos. (632) B837-2924, 837-2942
e-mail. pchrd@ehealth.ph

1. Reference Number:

it
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——
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RS

2. Name of Organization/ Institution:

3. Name:

4. Address/Contact Nos..

5. Project Coordinator or Principal Investigator:
Name:
Position:
Address:
Contact Nos.: (Tel/ Fax / Mobile Nos. / e-mail address

6. Project Title:

7. Planned Date of Start:

8. ProjectAbstract/Ethical Concerns: (Attach summary of proposal and ethical
concerns)

8. The NEC has assessed and granted ethical clearance to this proposal:

Name of NEC Chair Signature

10. Date: .
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. APPENDIX C APPENDIX D
List of Documents that the Proponentis Should Provide NATIONAL ETHICS COMMITTEE
the Ethics Review Committee

1) Ten (10) copies of the final protocol and, if applicable, amendments Chair

MARITA V.T. REYES, M.D.
Professor, Department of Biochemistry and Molecular Biology
College of Medicine, UP-Manila

2) ._...w_._. (10) copies of informed consent (written in English and F ilipino or
dialect spoken and understood by research participants)

3) - Ten (10) copies of Information Sheet (written in English and Filipino or

dialect spoken and understood by research participants)
’ Members
4) Curriculum vitae of project investigator/s : L EONARDO D. DE CASTRO. Ph.D
Professar, Department of Philosophy
UP Diliman

MILAGROS L. FERNANDEZ, M.D.
Undersecretary
Department of Health

JAIME C. MONTOYA, M.D., M.Sc.
Executive Director
Fhilippine Council for Health Research and Development

FILIPINAS F. NATIVIDAD, Ph.D.
Assistant Vice-President and Director
Research and Biotechnology Division

St. Luke's Medical Center

ARSENIO C. PASCUAL, M.D. LI.B
General Surgeon and Attorney-at-Law
Professor, Legal Medicine and Medical Jurisprudence

PACITAR. SALCEDA, M.D.
Makati Medical Center

FR. DANILO C. TIONG
Professor, Bicethics Department
Dela Salle University Health Sciences Center

BENJAMIN C. VITASA, M.D., M.PH., Ph.D.
Professor, Department of Environmental and Cccupational Health
College of Public Health, UP-Manila
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APPENDIX E
PHILIPPINE HEALTH RESEARCH ETHICS BOARD

Chair
MARITA V.T, REYES, M.D.
Health Research

Co-Chair
LEONARDO D. DE CASTRO, Ph.D.
Philosophy

Members

MARIA ARLISSA D. AGUILUZ, D.M.D,
Allled Health

ABDULRAHIM M. BAGUNDANG
Youth

GILBERT P. HOGGANG D.VM.
People's Organization

ROMEQ INTENGAN, S.J.
Theology

JAIME C. MONTOYA, M.D., M.Sc.
Executive Director, PCHRD
(Ex-officio)

ALBERT D. REBOSA, M.D., L1B,
Law

ANGELES TAN-ALORA, M.D,
Academe

MA. CARMEN C. TOLABING, Ph.D.
Fublic Health/Epidemiology

CECILIA V. TOMAS, M.D.
Medicine

CRISPINITAA. VALDEZ
Chair, DOH-Research Ethics Committee
{Ex-officio)

ELIZABETH R. VENTURA, Ph.D.




