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T    his document draws largely on 
experiences with research on 

indigenous health in developed coun-
tries, carried out in discrete communities 
with independent infrastructure and 
voice, and clearly defined leadership 
structures. These experiences are help-
ful in clarifying how and why research 
with Indigenous Peoples requires addi-
tional considerations. They also signal to 
Indigenous Peoples in both developed 
and developing countries that they can 
play an active role in the research proc-
ess of which they may not currently be 
aware.

Essentially, the document can only 
serve as a template of basic principles 
to be observed in planning, organiz-
ing, and carrying out health research. 
Indigenous Peoples and communities 
worldwide are structured in different 
ways, and the template will have to 
be adapted to local needs and condi-
tions in different contexts and settings. 
Nevertheless, while the size and 
complexity of both the communities 
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This document aims to help fill a gap 
in the field of research manage-

ment identified by Indigenous Peoples. 
It provides information on the joint 
management of research by research 
institutions and Indigenous Peoples, 
particularly in relation to the drawing 
up of a research agreement specifying 
the terms and conditions under which 
health research for mutual benefit will 
be carried out. The document does not 
seek to replace obligatory national or 
institutional procedures for reviewing 
and authorizing health research, nor is it 
intended as an ethics guideline. Rather, 
the establishment of research agree-
ments constitutes a prior and additional 
measure to be taken where all parties 
concerned feel it is in their interests.

Increasingly, in countries where 
indigenous issues are prominent, it is 
becoming standard practice to make a 
detailed and explicit research agreement 
before a research proposal is submit-
ted for scientific and ethical review. 
Going through this process can enhance 
mutual understanding and help reduce 
problems during the research. This 
document summarizes the most signif-
icant provisions of such an agreement, 
drawing on experiences in various coun-
tries and providing references to key 
literature. It will need to be adapted to 
different settings and circumstances, 
and to take into account legal and other 
national regulatory mechanisms govern-
ing research procedures. The main focus 
is on process rather than content, and 
the general principles should be appli-

cable everywhere and to all fields of 
research involving Indigenous Peoples. 

 The need for research agreements 
stems from problems encountered in 
research that many Indigenous Peoples 
feel are specific to their cultural and 
political situation, and that are not 
sufficiently covered by scientific or 
ethics guidelines. The experience of 
Indigenous Peoples is that arrange-
ments for the production, collection, 
ownership, and sharing of knowledge 
and information are often not satisfac-
tory, and that the benefits of research 
rarely accrue to them. Consequently, 
Indigenous Peoples often have reserva-
tions about participating in research that 
does not involve a meaningful consulta-
tion process and fails to recognize their 
own approaches to health. 

While research agreements of the 
kind proposed in this document are not 
legally binding, they do represent formal 
signed agreements be  
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approach to information acquisition 
and sharing, and to research bene-
fits, together with greater involvement 
of those affected by the outcomes, 
will encourage the research needed to 
strengthen the evidence base on the 
health status of Indigenous Peoples 
worldwide. Secondly, it will facili-
tate stronger partnerships between 
academia and indigenous organiza-
tions and networks – an essential step 
towards advancing work on indige-
nous health at national and subnational 
levels. A growing body of indigenous 

health expertise at academic level can 
be called upon to help ensure that 
health research with Indigenous Peoples 
is carried out with appropriate manage-
rial and ethical perspectives.

Promotion of this approach is consist-
ent with WHO’s role and function of 
providing support, advice and guidance 
to countries on health matters. It is also 
consistent with increasing international 
consensus on the need to reach agree-
ment on critical matters before research 
work is started. 
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 NGO Nongovernmental organization
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 TRIPS Trade-Related Aspects of Intellectual Property Rights 
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 UNCTAD United Nations Commission on Trade and Development

 UNDP United Nations Development Programme

 WHO World Health Organization
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T his document provides information on how 
research projects can be set up between 

Indigenous Peoples and research institutions, in a 
collaborative and ethically appropriate manner, on 
the basis of good management practices. It outlines 
key principles for participatory research management, 
and steps in the communications process between 
Indigenous Peoples and research institutions from the 
development of a research idea to negotiation of a 
mutually acceptable research agreement. Beyond the 
basic principles outlined in this document, all culture-
specific local rules, requirements, and ethics should be 
taken into account. 

This information is likely to prove most useful in the 
context of community-based research carried out with 
the active involvement of participants identifying them-
selves as indigenous, for the purpose of addressing 



2 3

1.1 Aim and scope 
of the document

This document provides information on 
some guiding principles for management 
of collaborative health research, covering: 

 the processes required at various 
stages of the research; 

 the main issues to be negotiated 
between the RI and the IP; 

 drawing up a research agreement;
 key ethical considerations that 

should govern all health research.

The lists of references and selected 
further reading, as well as the annexes, 
provide information on valuable 
resources on these and related subjects.

1.2 DefinitionS 
1 

For the purposes of this document, the 
following definitions are used:

Indigenous Peoples:
Although there is no internation-

ally accepted definition of Indigenous 
Peoples, the following four criteria are 
often applied under international law, 
and by United Nations bodies and agen-
cies, to distinguish Indigenous Peoples:

 residence within or attachment to 
geographically distinct traditional habi-

INTRODUCTION

1. These definitions apply to terms as used in this 

document, and are not necessarily applicable in 

other contexts.

1

Health research involving Indigenous Peoples (IP) has generally been initiated 

and controlled by research institutions (RI); IP have often had little or no repre-

sentation or rights with respect to the research process, or to the interpretation 

and use of the resulting data. Fundamental differences in perception between non-

indigenous and indigenous peoples can affect the research process, and need to be 

clearly understood and taken into account before any research is started. These may 

include differing perspectives on what constitutes public and private life, notions of 

property, and the rights and interests of the group or collectivity as opposed to those 

of the individual (Tri-Council, 1998). 

 Health research involving Indigenous Peoples, whether initiated by the community 

itself or by a research institute, needs to be organized, designed and carried out in a 

manner that takes account of cultural differences, is based on mutual respect, and is 

beneficial and acceptable to both parties. The relationship should be one of collabo-

ration, involving an express effort to balance the interests and responsibilities of the 

RI and the IP.
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tats, ancestral territories, and natural 
resources in these habitats and territories;

 maintenance of cultural and social 
identities, and social, economic, cultural 
and political institutions separate from 
mainstream or dominant societies and 
cultures;

 descent from population groups 
present in a given area, most frequently 
before modern states or territories were 
created and current borders defined;

 self-identification as being part of a 
distinct indigenous cultural group, and 
the display of desire to preserve that 
cultural identity.

The United Nations Development 
Programme (UNDP) notes that “despite 
common characteristics, no single 
accepted definition of Indigenous 
peoples that captures their diversity 
exists. Therefore, self-identification as 
indigenous or tribal is usually regarded 
as a fundamental criterion for deter-
mining indigenous or tribal groups, 
sometimes in combination with other 
variables such as language spoken and 
geographic location or concentration.” 
UNDP further extends their coverage to 
a much wider array of groups which are 
susceptible to being disadvantaged in 
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1.4 Implications 
for developing 
countries

The information in this document is 
based on experiences with IP in devel-
oped countries, with clearly identifiable 
community and leadership structures, 
access to independent infrastructure 
and resources, and a significant politi-
cal voice. These conditions often do not 
apply in the developing world, where 
the following points should be taken 
into account.
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This is a particular concern in relation 
to genetic research. A meaningful 
informed consent process is one way 
of protecting against such exploitation 
(WHO, 2002). However, low educa-
tional levels, or cultural or language 
barriers, may mean that special care has 
to be taken to ensure that consent is 
truly informed and that individuals and 
groups thoroughly understand what is 
being proposed and why. Field-testing 
of the informed consent process may in 
some situations be indicated, and fund-
ing allocated foray in 
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2.1 Funding

 Where Indigenous Peoples enjoy 
reasonable levels of autonomy, there 
should be a joint commitment to fund-
seeking. The level of commitment of 
the IP will depend on the situation 
and their capacity. Even in developed 
countries, unequal access to funding 
may frequently mean that the primary 
responsibility is taken by the RI. In devel-
oping countries, this responsibility will 
generally fall to the RI, in collaboration 
with national authorities and, if appro-
priate, members of the international 
community. Where external funding is 
involved, agreement should be reached 
by both parties in advance on sources 
that do not conflict with indigenous 
interests. 

2.2 Ethics and consent

 Health research undertaken 
between IP and RI should respect 
national and international ethical guide-
lines on research involving human 
subjects (see ANNEX A). Approval for 
such health research should be obtained 
from a university ethics committee, 
national medical research council or 
other national mechanism, as appro-
priate to the issues involved. In some 
developed countries, ethics committees 
have been established by indigenous-
controlled organizations to represent 
the indigenous participants in proposed 
research. Where they exist, such 

committees have a say on any ethi-
cal issues and approval procedures 
pertaining to proposed research. Some 
universities have set up ethics subcom-
mittees comprising indigenous persons. 
Beyond this, ethics guidelines recom-
mend that community representatives 
from the research population should 
participate in ethics review committees.

 Health research should conform to 
the customary laws and ethics (values, 
needs, customs) of the IP involved. This 
may require that additional protocols 
are followed to minimize harm to the 
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 Informed individual consent is 
usually obtained in writing, but in 
cultures where people may be reluctant, 
for a variety of reasons, to sign a written 
document, oral consent can substitute 
for written consent (WHO, 2002). Such 
situations are likely to be encountered 
only infrequently but, in such cases, 
agreement should be reached in accord-
ance with acceptable local practice. The 
process followed should be the same 
as that for written consent. It is the 
duty of the ethics review committee to 
ensure that informed consent has been 
adequately demonstrated in a culturally 
appropriate way.

 The content and format of the 
informed individual consent form, and 
the process to be followed in obtain-
ing consent, should be discussed and 
agreed jointly by the research partners. 
For some types of research, or in the 
event of oral consent, a witness may be 
required. In all situations, the consent 
form should be read to potential partic-
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2.3 Partnership 
principles

 Both parties enter into a research 
relationship as equal partners.

 Health research is undertaken only 
if the proposed research topic and proc-
ess are compatible with the health 
priorities and needs of the IP.

 Health research proposals should 
be prepared jointly, on the basis of prior 
consultations between the parties. If an 
RI presents a research idea or proposal 
before such consultations, the IP should 
have the opportunity to request modifi-
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3.1 Initiation by 
Indigenous Peoples  

Where IP wish to approach an RI regard-
ing a health need, and there have 
been no previous contacts or research 
relationship, community leaders may 
choose to make a preliminary contact. 
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Relevant documentation should be 
forwarded to all parties well in advance 
of any meeting. This should include a 
cover letter summarizing the proposed 
research topic or idea, the broad 
research questions to be asked, the 
methods to be used, and the estimated 
benefits. If a draft research proposal is 
to be presented by the RI, a more formal 
document should be prepared for discus-
sion covering the purpose, goals, and 
objectives of the research, risks and 
benefits, potential methods, and time-
frame. Questions should be answered 
fully, and interpretation provided where 
required.

Where there is no common language, 
all documents should be translated 
into appropriate local languages. If the 
language of the IP is exclusively oral, the 
most widely used national language 
may be used for written material, with 
documented records kept of when oral 
translation to the community was made. 

During the initial meeting, the parties 
should decide whether the research 
idea or topic meets their respec-
tive needs and priorities, and whether 
the proposed collaboration should be 
pursued. If it is agreed that the inter-
ests of both parties can be served by 
preparing or seeking approval for a joint 
research proposal, a timeframe and 
the division of responsibilities can be 
prepared. 

3.4 Obtaining approval 
for the research 

All health research must meet the 
requirements of the ethics review 
board or committee of the RI (which is 
usually subject to national ethics regu-
lations) and, depending on the nature 
and scope of the research, those of 
national medical research ethics coun-
cils or committees. Before this stage is 
reached, approval to proceed with the 
research needs to have been formally 
obtained by the RI from community 
leaders, IP representatives, and local 
community members, as appropriate to 
IP structure and practices (see section 
2.2, “Ethics and consent”). For exam-
ple, in Canada, approval is often given 
through an indigenous community reso-
lution, signed by a quorum of council 
members (see ANNEX D). 

Following initial approval by the IP, it 
com) e



12 13

ROLES AND
RESPONSIBILITIES

4

4.1 Authority 
 The internal structures and govern-

ance processes of the IP must be 
recognized and respected. It should 
be understood that there are differing 
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Ideally, the committee should repre-
sent all relevant community-controlled 
organizations, in order to avoid undue 
influence, control or coercion by any 
one group. This committee also facili-
tates and promotes the research activity, 
and keeps itself well informed on 
relevant issues. Where the IP lack inde-
pendent funding, the RI may need to 
provide resources for this purpose, but 
with the clear understanding that this 
does not compromise the committee’s 
independence (Foster et al., 1998). 

The specific responsibilities of this 
committee need to be defined accord-
ing to the local context and type of 
research. They may include identifica-
tion of appropriate researchers from the 
IP to work on the project, covering their 
training costs if funding permits, facili-
tating work in the community, playing 
a role in conflict resolution, and assum-
ing administrative responsibilities in 
relation to IP involvement. A frequently 
used mechanism is for members of this 
committee, plus representatives of the 
RI, to form a joint steering committee 
for all purposes related to the manage-
ment of the research. 

4.4 Obligations 
The RI has the following obligations:

 to enter into a fair and honest rela-
tionship with the IP concerned, and 
to accept the IP as full partners in the 
research; 

 not to accept funding from any 
source that could be considered to be 
detrimental to the interests of indige-
nous peoples;

 to ensure that the lines of authority 
within the RI, and channels of commu-
nication with the IP, are clearly explained 
during initial discussions, and that those 
involved in the research or other desig-

nated personnel are available to IP 
representatives or community members 
to address any concerns or questions 
related to the research; 

 to ensure that any research jointly 
undertaken should have clearly identi-
fied short-term and long-term health 
benefits for the IP. This may include 
arranging for the provision of health 
care where this is lacking, particularly in 
a developing country context;

 to inform the IP immediately if it 
considers that the research cannot, for 
reasons unforeseen at the outset, meet 
its original goals and objectives, and 
cannot provide the expected benefits 
to the IP. This contingency should be 
discussed between the parties as part of 
the research agreement, and a course of 
action decided on; 

diq     
the research agreement, and a course of 
action decided on; 
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anticipated benefits to the community 
will materialize.

4.5 Expectations
The RI can expect that:

 the research will be satisfacto-
rily concluded with the agreed level of 
community participation and coopera 
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5

Drawing up a research agreement helps to ensure that the research process is 

transparent, interests are appropriately balanced, and that all parties reach 

understanding and agreement on a range of issues. Making a research agreement 

can also help anticipate and avoid potential conflicts, which might otherwise arise 

at a later stage. While a research agreement is not a legally binding document, it 

represents a formal summary of rights, responsibilities, and good faith between the 

parties. It should be produced in all languages relevant to the IP and the RI.

5.1 Issues to be covered 

Below is a list of issues that might 
be covered by a research agreement; 
this list is not exhaustive, and may 
be expanded or contracted accord-
ing to need. The issues to be included 
will depend on local conditions and 
context, and the nature and scope of 
the proposed health research. Much of 
the information contained in a research 
agreement will also be contained in the 
research protocol and other essential 
documents presented to the institu-
tional or other ethics review committee. 
For an example of a research agreement 
created at the community leadership 
level, see ANNEX B.

The health research agreement may 
specify:
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 the anticipated short-term and 
long-term benefits to the community, 
such as information gains, health status 
gains, interventions to be implemented 
and systematically evaluated, capac-
ity-building and skills enhancement; a 
statement on the sustainability of health 
benefits should be included; 

 the anticipated short-term and 
long-term benefits to the RI;

 coding, maintenance, and storage 
of data, in the short and long term, and 
measures to ensure confidentiality; 

 access to, ownership of, and restric-
tions on use of the data during and after 
the project, including terms and condi-
tions for future use of the data; 

 identity of the individuals or organ-
izations from the IP to be involved in 
data analysis and interpretation, and in 
liaison with the RI; 

 the extent of involvement and 
participation of each party (roles and 
responsibilities), identifying specific obli-
gations and commitments; 

 type, level, and frequency of inter-
action between the IP and the RI, for 
purposes such as discussing concerns 
and receiving progress reports;

 mechanisms to be put in place to 
ensure regular and effective liaison and 
communication between the IP and the RI, 
including conflict resolution mechanisms, 
and how these will be implemented; 

 precise time commitments required 
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“The development of this health research activity is based on sincere communi-

cation between the two parties. Every effort will be made to address concerns 

expressed by either party, through the mechanisms outlined above, at each step 

of the project. Communication on all aspects of the work, including progress 

reports, will be regularly maintained through the means indicated above. At the 

end of the study, RI representatives will participate in IP community meetings to 

discuss the results and their implications.”

Principal Investigator

SIGNATURE (on behalf of the RI) SIGNATURE (on behalf of the community)

POSITION POSITION

DATEDATE

SIGNATURE (on behalf of IP umbrella organization, 
if appropriate)

POSITION

DATE

5.2 General statement
A concluding statement such as the following can be added:
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sound, and that the investigators be 
competent both to conduct the research 
and to assure the well-being of the 
research subjects. 

Non-maleficence (“Do no harm”) 
holds a central position in the tradition 
of medical ethics, and guards against 
avoidable harm to research subjects.

Justice requires that cases consid-
ered to be alike be treated alike, and 
that cases considered to be different be 
treated in ways that acknowledge the 
difference. When the principle of justice 
is applied to dependent or vulnera-
ble subjects, its main concern is with 
the rules of distributive justice. Studies 
should be designed to obtain knowl-
edge that benefits the class of persons 
of which the subjects are representative: 
the class of persons bearing the burden 
should receive an appropriate bene-
fit, and the class primarily intended to 
benefit should bear a fair proportion of 
the risks and burdens of the study.

The rules of distributive justice 
are applicable within and among 
communities. Weaker members of 
communities should not bear dispropor-
tionate burdens of studies from which 
all members of the community are 
intended to benefit, and more depend-
ent communities and countries should 
not bear disproportionate burdens of 
studies from which all communities or 
countries are intended to benefit.

Basic responsibilities 
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(http://www.uq.edu.au/research/services/human/

aboriginal.html).

appendix: list of selected ethics guidelines
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