Fitzpatrick et al. BMC Medical Ethics (2016) 17:65
DOI 10.1186/s12910-016-0139-8

RESEARCH ARTICLE

Open Access

Seeking consent for research with
indigenous communities: a systematic
review
Emily F. M. Fitzpatrick1,2,3*, Alexandra L. C. Martiniuk3,4,5, Heather D’Antoine6, June Oscar7,8, Maureen Carter9
and Elizabeth J. Elliott1,2,3,4

Abstract
Background: When conducting research with Indigenous populations consent should be sought from both
individual participants and the local community. We aimed to search and summarise the literature about methods
for seeking consent for research with Indigenous populations.
Methods: A systematic literature search was conducted for articles that describe or evaluate the process of seeking
informed consent for research with Indigenous participants. Guidelines for ethical research and for seeking consent
with Indigenous people are also included in our review.
Results: Of 1447 articles found 1391 were excluded (duplicates, irrelevant, not in English); 56 were relevant and
included. Articles were categorised into original research that evaluated the consent process (n = 5) or publications
detailing the process of seeking consent (n = 13) and guidelines for ethical research (n = 38). Guidelines were
categorised into international (n = 8); national (n = 20) and state/regional/local guidelines (n = 10). In five studies
based in Australia, Canada and The United States of America the consent process with Indigenous people was
objectively evaluated. In 13 other studies interpreters, voice recording, videos, pictures, flipcharts and “plain
language” forms were used to assist in seeking consent but these processes were not evaluated. Some Indigenous
organisations provide examples of community-designed resources for seeking consent and describe methods of
community engagement, but none are evaluated. International, national and local ethical guidelines stress the
importance of upholding Indigenous values but fail to specify methods for engaging communities or obtaining
individual consent. In the ‘Grey literature’ concerns about the consent process are identified but no solutions are offered.
Conclusion: Consultation with Indigenous communities is needed to determine how consent should be sought from
the community and the individual, and how to evaluate this process.
Keywords: Ethics, Informed consent, Research, Indigenous, Aboriginal, Oceanic ancestry group

Background
There are an estimated 370 million Indigenous peoples
residing in approximately 90 countries [1]. They are
among the most marginalised of peoples, which has a
substantial impact on their quality of life and health [2].
Many research studies have been conducted in Indigenous communities, however non-Indigenous researchers
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have not always addressed community priorities, nor
collaborated in research with Indigenous people [3, 4].
Rather, researchers have often been perceived as doing
research on, not with Indigenous people, with little regard to local cultural protocols and languages and
without seeking consent from communities [3–6].
When approaching individual participants for consent
to participate in research, researchers often don’t communicate in ways that can easily be understood [3–6].
Recent international guidelines for researchers working with Indigenous communities stress the need for a
more culturally sensitive and collaborative approach
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[7–14]. By working along-side Indigenous researchers
and in continuous consultation with cultural advisors, some
non-Indigenous researchers working with Indigenous communities are striving to be more ethically sound and culturally conscious, however, the inequality persists [4, 15]. It
should be noted that due to the diversity of the world’s
Indigenous peoples [1], the United Nations has not adopted
an official definition of ‘Indigenous’ [2] and in specific regions there may be a preference for other terms for example ‘Native Hawaiian’ or ‘Aboriginal’. In this paper we
use the term ‘Indigenous’ when referring to these populations in the general sense and when reporting specify in publications will use the name referred to there.
In this review we include publications that describe
specific guidelines for working with Indigenous populations, which may not capture research in low to middle
income settings where the majority of the population is
considered to be Indigenous. This review also excludes
reports that are not published in English.
The history of consent itself is interesting. One of the
earliest proclamations for the right to consent in human
experimentation was made in 1891 by the Prussian
Minister of the Interior with regard to Koch’s so-called
‘remedy’ of tuberculin injections for the treatment of
tuberculosis in prisoners [16]. Guidelines specified that
‘the remedy must in no case be used against the patient’s
will’ [16]. An early record of an official consent form
dates back to 1900, when research was conducted on to
control the transmission of yellow fever from Cuba [17].
This was developed in response to popular resistance,
published in Cuban newspapers, to Spanish immigrants
being used as “Guinea Pigs” [17]. In 1927 Claude
Bernard proclaimed that potentially harmful experiments should not be conducted on men ‘even though
the results might be highly advantageous to science, i.e.
to the health of others’ [18]. The Nuremberg Code was
formulated in 1949 to protect against experimentation
such as that conducted without consent on prisoners of
World War II [19]. The term ‘informed consent’ as used
today, was coined in 1957 during the landmark case of
Salgo versus Leland Stanford etc. Bd Trustees [20] in the
United States after a doctor failed to inform a patient of
the potential risk of paralysis following a novel surgical
procedure. The World Medical Association worked on
setting up protecting the rights of research participants
and developed the first edition of the Declaration of
Helsinki published in 1964 [13]. Unethical research projects were relatively common. For instance, in 1966, Beecher’s landmark publication on ethical irregularities cited
at least 22 unethical medical research projects [21].
Other research conducted in the United States that enrolled impoverished African Americans with syphilis
from 1932 until 1972 failed to treat participants with
penicillin, long after it was known to be a highly effective
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treatment [22]. Even recently, the way in which the
Human Genome Diversity Project has been conducted
has been questioned in places such as Australia, with
concerns that there was a lack of respect for the cultural
values of Indigenous people [23].
Time is rarely invested to ensure that vulnerable populations understand the information provided to them
about a research study [24]. Minogue (1996) claims that
modern research can be so complicated that even a fully
competent individual is unable to give informed consent
(as cited by [25]). Beyond consent, the issue of ownership of research findings requires consideration. With
advances in biotechnology there are implications with
regard to intellectual property rights, where companies
are trying to patent genetic material of research participants for their commercial value [26]. The World
Intellectual Property Organisation’s (WIPO) Grand
Council of the Crees [27], endorsed the United Nations
Declaration for the Rights of Indigenous Peoples
(UNDRIP) [9], highlighting the importance of protecting the genetic resources, traditional knowledge and
traditional cultural expressions of Indigenous people.
Many countries supported these values but it was not
until 2007 that colonised countries such as the USA,
Australia, New Zealand (NZ) and Canada formally endorsed this policy, indicating that Indigenous people of
these countries have been particularly vulnerable to
denial of their human rights, including when it comes
to participating in research and intellectual property.
In countries where ethical recruitment of participants
for research requires consent forms and participant information statements to be written in “plain English”,
many potential participants without English as their
first language require an interpreter [28]. The interpreter faces the challenge of both explaining research
jargon across a language barrier, and translating the
cultural and scientific significance of the research [28].
English is often the second, third or fourth language for
Indigenous people, especially in remote communities
[5]. This makes it difficult for Indigenous participants
to fully comprehend the “foreseeable risks” to which
they are consenting [28]. Yet, even with these known
challenges, Indigenous participants’ understanding of
and preference for the consent process has rarely been
investigated [5, 29, 30].
Our aim was to conduct a systematic review of peerreview and grey literature to identify studies and guidelines that describe specific methods used for seeking
consent for research with Indigenous communities and
potential individual participants. We also aimed to include studies that described and evaluated the process of
seeking consent and its impact on promoting understanding of research, considering individual participant
preferences and cultural beliefs.
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Methods
This systematic review was conducted and is reported in
accordance with the PRISMA Guidelines [31, 32] (Fig. 1).
With the support of Librarians of The University of
Sydney Medical School, a search for publications was
conducted using Medical Subject Headings (MeSH)
such as ‘Informed Consent’, ‘Research’ and ‘Oceanic
Ancestry Group’; and key words such as ‘Indigenous’
and ‘Aboriginal’ (and derivatives) which were combined
in various ways depending on the functionality of the
search engine (see Additional file 1). These were entered into medical literature databases: Medical Literature
Analysis and Retrieval System Online (Medline); Scopus;
Web of Science; Educational Resources Information
Centre (ERIC); the Cumulative Index for Nursing and
Allied Health Literature (CINAHL); Excerpta Medical
Database (EMBASE); and Informit Indigenous Collection
(IIC). In addition, we searched for resources including
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international ethical guidelines that describe the process
of seeking consent for research with Indigenous populations. Due to the large diversity of Indigenous people
around the world [1], and the lack of a single clear definition for an Indigenous population [2], we limited
the search for research guidelines to international, national and local guidelines for colonised countries that
held guidelines specifically for Indigenous populations
and published in English. International guidelines that
were included were sourced from websites of organisations such as the United Nations Declaration on the
Rights of Indigenous Peoples (UNDRIP); World Health
Organisation (WHO); World Medical Association
(WMA); and the Council for International Organisations of Medical Science (CIOMS). National guidelines
were identified through searching websites such as: The
Lowitja Institute; the Australian Indigenous Aboriginal
and Torres Strait Islander Studies (AIATSIS); and the

Fig. 1 Selection Process for Publications Modified from the PRISMA 2009 Flow Diagram [32]
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Australian Aboriginal Health Info-net; the National
Health and Medical Research Council (NHMRC) of
Australia; the Health Research Council (HRC) NZ; the
Canadian Institutes of Health Research (CIHR); and the
National Institutes of Health (NIH), USA. In addition,
we identified a number of guidelines that were state
based, regional or locally created and which had a particular focus on seeking consent for research with Indigenous peoples. This search was conducted for the
most recent and relevant publications from 1979 until
November 2015. Articles that described in detail or
evaluated the process of seeking informed consent for
research specifically with Indigenous participants worldwide and published in English were eligible for inclusion.
Articles were categorised into original research in which
the process for seeking consent was evaluated; or which
described in detail the process of seeking consent; or
guidelines for ethical research (Fig. 1).

Results
A total of 1447 articles was found. Of these, 1391 were
excluded after abstract or full text review because they
were duplicate publications; not published in English;
not readily available; or did not evaluate or describe in
sufficient detail the consent process for research with Indigenous people. There were 56 relevant research publications, 5 of which evaluated preference for method of
delivery of information or understanding of information
provided when seeking consent for research with Indigenous people (Table 1). We identified 13 publications
that described methods for seeking consent (see Additional
file 2). In addition, there were 38 guidelines for seeking
consent for research with Indigenous people. These
were categorised into international (see Additional file 3);
national (see Additional file 4) and regional guidelines (see
Additional file 5). We developed a checklist evaluating
these guidelines (Table 2).
Original research evaluating the consent process

A total of five published research projects was identified
which evaluated the preference for method of delivery of
information or understanding of information when seeking consent for participation in research with Indigenous
populations in Australia, USA, and Canada [33–37]. They
emphasised the need for involvement of local Indigenous
people in seeking consent, establishing good relationships
between researchers and potential participants, cultural
competence, and clear communication using plain language with visual cues (Table 1).
Of these five, only one study evaluated both preferences for method of delivery of information and understanding of information presented when seeking consent
for research with an Indigenous population [33] (Table 1).
This was a pilot study, set in Alice Springs in the Northern
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Territory, Australia, which was designed to evaluate
mothers’ understanding of an unlicensed pneumococcal
vaccine trial proposed for their children [33]. Twenty nonAboriginal mothers and 20 mothers who identified as
Aboriginal were recruited to the study. Eleven of the
Aboriginal women did not speak English as their first language. Non-Aboriginal mothers had the project information explained to them by a nurse and were provided with
‘standard consent materials’ in the form of an information
booklet containing only English text with time was
allowed for questions. This process was evaluated by the
non-Aboriginal mothers through a questionnaire. Aboriginal mothers had information presented to them by research team members – two of either a doctor, a nurse or
a health worker who also identified as Aboriginal. The
presentation was in plain English using a flip chart containing text and computer graphics. A 12-page booklet
containing black and white diagrams and text was also
provided [33]. Aboriginal mothers were then interviewed
about the consent process with an Aboriginal health
worker, supervised by the principle investigator. Responses
were analysed by two researchers (their ethnicity was
not specified) who rated their impression of the participants’ level of understanding of the consent information. Preference for consent materials and mode of
delivery was also evaluated. It was concluded that a
one-off presentation was inadequate to ensure informed
consent from all participants.
Aboriginal participants preferred to receive research
information from a doctor working together with an
Aboriginal health worker using a flipchart rather than
the information booklet [33].
Articles describing the consent process in detail

We identified 13 articles from Australia, NZ, Paraguay,
Canada, Malawi, Peru and the USA. These research
publications describe a variety of methods used to aid
communication during the consent process (Additional
file 2) [4, 29, 30, 38–47]. Methods described include:
using pictorial aids in a flip chart, presented with a
local Aboriginal researcher to seek consent for research [30, 38, 45]. Some studies specify that an interpreter presents the research information in local
Indigenous languages [29, 30, 38–41, 47] and some of
these methods resulted in a high participation rates
with 81–95 % [38, 42, 48], while others despite these
efforts participation rates varied from 42–65 % [29, 44].
Authors who identify as Indigenous describe a more
naturalistic approach to research, through an Indigenous research paradigm, embracing cultural protocol
through practices such as storytelling [4, 41, 42]. Researchers only seek oral consent, for fear of creating a
power imbalance between themselves and the Indigenous community when seeking written consent [43].
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Table 1 Original Research Evaluating the Consent Process with Indigenous Populations
Citation (location)

Study Title

Study Description

Russell et al. 2005
(Alice Springs, NT,
Australia) [33]

A pilot study of informed
consent materials for
Aboriginal participants in
clinical trials

Information about an unlicensed vaccine ▪ A single presentation to all participants
trial for children was provided to 20
was unlikely to enable informed consent;
mothers who identified as Aboriginal and ▪ Participants identifying as Aboriginal
20 non-Aboriginal mothers using verbal,
preferred a flip chart with visual content
written and visual materials. Preference
presented by a doctor with an Aboriginal
and understanding was evaluated through researcher present
a questionnaire.

Bull 2010 (Labrador,
Canada) [34]

Research with Aboriginal
Peoples: Authentic
relationships as a precursor
to ethical research

A researcher who identifies as Aboriginal
and local to the community of Labrador
interviewed 15 community leaders (11
leaders who identified as Inuit, Innu, or
Inuit-Metis and 4 non-Aboriginal leaders
nominated by the community) to
investigate why authentic research
relationships are important and how
they are achieved with people who
identify as Aboriginal.

To seek consent, the researcher must:
▪ Establish a reciprocal relationship with
the community, involving them in the
research process and interpretation of results
▪ Ensure the community understands the
risks as well as the benefits of participating
▪ Respect cultural protocol
▪ Ensure the research is relevant to the
community
For this research project:
▪ Seek “collective consent” from communities
▪ Provide the option of oral or written
consent for individual participants
▪ The individual consent process was not
evaluated

McCabe et al. 2005
(Navajo Nation:
Arizona, New Mexico
& Utah, USA) [35]

The informed consent process
in a cross-cultural setting: Is
the process achieving the
intended result?

The consent process for a diabetes
education project with people of the
Navajo Nation was analysed. Standardised
consent forms in English were transcribed
into a phonetic version of Navajo using
the English alphabet. This was back
translated to English and compared to
the original English by a Navajo language
expert. A second version was then tested
with the Navajo Nation Medical
Terminology Standardisation Committee.
333 Navajo people who do not use the
written word were then asked to sign
these forms by 4 Medical Interpreters
who reflect on this process.

▪ Concerns were raised about this process
by both participants and interpreters
▪ The consent process was contradictory;
repetitive; untrustworthy; lengthy and
discouraged participation
Researchers conclude that consent forms should:
▪ Avoid legal and scientific jargon;
▪ Avoid repetition and wording that creates
mistrust
▪ Have a logical flow of information when
translated into complex languages
Researchers should also:
▪ Ensure those seeking consent are culturally
competent
▪ Avoid reliance on telephone communication
▪ Have community input into the consent forms
▪ Use graphics to illustrate concepts and assist
understanding

Fong, M. 2004
(Hawai’i, USA) [36]

Native Hawaiian preferences
for informed consent and
disclosure of results from
research

A survey was conducted with 429
Hawaiian participants (327 of whom
were Native). The survey enquired
whether participants would want to
be asked for consent for the reuse
of stored biological samples.

▪ Of native Hawaiian participants 77.9 % said
they would want to be asked for consent for
the reuse of biological samples if samples were
identifiable compared to only 35–37 % if
samples were anonymised
Fong postulates that findings may be due to:
▪ Mistrust of research due to past discrimination
▪ Cultural beliefs, one which includes forbidding
desecration of the placenta of the deceased

Baydala et al. 2013
(Alexis Nakota Sioux
Nation, Alberta,
Canada) [37]

“Making a Place of Respect”:
Lessons learned in carrying
out consent protocol with
first nations elders

Research team members from the Alexis
Nakota Sioux Nation and from the
University of Alberta held 2 focus groups
of 6 participants to reflect on a substance
abuse prevention program for the youth
of the Alexis Nakota Sioux Nation.

▪ Asking community Elders to sign a standard
research consent form was considered
insulting if they had already accepted a
ceremonious offering of tobacco
▪ In response, researchers developed a new
protocol to keep track of oral consent. This
was approved by the ethics board, ensuring
trust and respect of the community and
integrity in research

Community collaboration and consent is essential in
order to prevent researchers who are not local to a
community from making assumptions about how research and the process for seeking consent should be
conducted [4, 30, 38–42, 45–48].

Key Findings

Guidelines for research with Indigenous communities

International and national research guidelines have been
produced by a number of government, health and research organisations. A total of 38 current guidelines
that describe in detail methods for seeking consent for

CBD
2002
[7]

UN
2005
[8]

UNDRIP UN
2007 [9] 2009
[10]

WHO
2009
[11]

UN
2013
[12]

✓

✓

✓

✓

WMA
DOH
2013
[13]

WIPO
2015
[14]

NHMRC
2003
[49]

NHMRC
2005
[50]

CRC
TS
2006
[51]

✓

✓

✓

NHMRC
2007
[52]

CRIAH2008
[53]

CSIRO
2009
[54]

NHMRC
2010
[55]

✓

✓

✓

NHMRC
2010
[56]

Lowitja
2011
[5]

AIATSIS
2012
[57]

✓

✓

NHMRC
2015
[58]

Guideline characteristics
Indigenous research
guildeline
(versus General)
Notes that Indigenous
people are a distinct
group

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Embodies respect for
Indigenous culture

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Recommends Indigenous
consultation in protocol
development

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Indigenous members on
research ethics\advisory
board
Research team includes
local Indigenous
community members

✓

✓

Reciprocity & benefit
sharing with Indigenous
community

✓

✓

✓

Identification of
ownership of data

✓

✓

✓

Research is identified as
valued by the
Indigenous community

✓

Risks to the Indigenous
community as a
collective are explained

✓

An ethics committee has
approved the project

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Declare funding source to ✓
Indigenous communities

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
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Table 2 Evaluation of Current Guidelines for Seeking Consent for Research with Indigenous Populations

✓

Recommendations regarding the consent process
✓

✓

✓

✓

✓

Indigenous individual
consent is required

✓

✓

✓

✓

✓

✓

Free, prior and informed
consent is sought

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
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Indigenous community
consent required

✓

Waiver of consent may
occur with ethics
committee approval
Signed consent is sought
for individuals

✓

✓

✓

Plain language
explaination of research
provided in writing

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Oral consent is possible
for individuals
Full disclosure of risks
and benefits of research
provided

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Suggests the use of
appropriate visual aides
for seeking consent

✓

✓

Local Indigenous advice
on consent materials
provided
Research information is
provided on a number
occasions
Adequate time is
provided to review
research information

✓

Opportunity is provided
to address participant
questions

✓

✓

Ensure consent is truly
informed
Option to opt out or
decline consent must be
provided

✓

Consent required for
protocol changes

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
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Confidentiality is discussed ✓
while seeking consent
Consent is sought to
identify individuals if
relevant

✓

✓
✓

✓

Information provided in
particpants language of
preference

✓

✓

✓

Access to an interpreter
is provided

✓

✓
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Table 2 Evaluation of Current Guidelines for Seeking Consent for Research with Indigenous Populations (Continued)

Continued consent
required throughout
project

✓

✓

✓

Consent for reuse of data

✓

✓

Tiered consent be
obtained for future
research

✓

✓

Consent for dissemination ✓
of research
✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

Broad consent be
obtained for future
research

Feedback of research
results to the
communities

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
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NZ
Ministry
of Health
2006 [59]

PWG
2010
[60]

HRC
NZ
2010
[61]

✓

✓

NEAC
2012
[62]

NEAC
2012
[63]

AAND
2010
[64]

CIHR
2014
[65]

The
TEC
Belmont
2014
Report USA [67]
1979 [66]

DK&CRC
2005
[68]

DK&CRC
2009
[69]

KLC
2011
[70]

KLC IP
& TKP
2011
[71]

AH&MRC Ninti
2013 [72] One
2015
[73]

UoVic
2003
[74]

NuuChahNulth
2008
[75]

SNC
2014
[76]

Portland
Area IHS
IRB 2002
[77]

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Guideline characteristics
Indigenous research
guildeline
(versus General)
Notes that Indigenous
people are a distinct
group

✓

Embodies respect for
Indigenous culture

✓

Recommends Indigenous
consultation in protocol
development

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Indigenous members on
research ethics\advisory
board

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Research team includes
local Indigenous
community members

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Reciprocity & benefit
sharing with Indigenous
community

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Identification of
ownership of data

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Research is identified as
valued by the
Indigenous community

✓
✓

✓

Risks to the Indigenous
community as a
collective are explained

✓

✓

✓

✓

✓

✓

An ethics committee has
approved the project

✓

✓

✓

✓

✓

✓

✓

✓

Declare funding source to
Indigenous communities

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓
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Table 2 Evaluation of Current Guidelines for Seeking Consent for Research with Indigenous Populations (Continued)

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Recommendations regarding the consent process
✓

✓

✓

✓

✓

✓

Indigenous individual
consent is required

✓

✓

✓

✓

✓

✓

✓

✓

Free, prior and informed
consent is sought

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
✓
✓

✓
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Indigenous community
consent required

Waiver of consent may
occur with ethics
committee approval

✓

✓

✓

✓

✓

Signed consent is sought
for individuals

✓

✓

✓

✓

✓

✓

✓

Oral consent is possible
for individuals

✓

✓

✓

✓

✓

✓

✓

Full disclosure of risks
and benefits of research
provided

✓

✓

✓

✓

✓

✓

✓

Plain language
explaination of research
provided in writing

✓

✓

✓

✓

✓

✓

✓

Access to an interpreter
is provided

✓

Information provided in
particpants language of
preference

✓

Adequate time is
provided to review
research information
Opportunity is provided
to address participant
questions

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓
✓

✓

✓

✓

✓
✓

✓

✓

✓

✓

✓

✓
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✓

✓

✓

✓

✓

✓

✓

✓

Confidentiality is discussed ✓
while seeking consent
Consent is sought to
identify individuals if
relevant

✓

✓

✓

Consent required for
protocol changes

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Ensure consent is truly
informed
Option to opt out or
decline consent must be
provided

✓

✓

Local Indigenous advice
on consent materials
provided

✓

✓

Suggests the use of
appropriate visual aides
for seeking consent

Research information is
provided on a number
occasions

✓

✓
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Table 2 Evaluation of Current Guidelines for Seeking Consent for Research with Indigenous Populations (Continued)

Continued consent
required throughout
project

✓

✓

✓

✓

Consent for reuse of data

✓

✓

Tiered consent be
obtained for future
research

✓

✓

✓

✓

✓

Consent for dissemination ✓
of research

✓

✓

✓

✓

✓

Feedback of research
results to the
communities

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

✓

Broad consent be
obtained for future
research
✓
✔

✓

✓

✓

✓

✓

✓
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Table 2 Evaluation of Current Guidelines for Seeking Consent for Research with Indigenous Populations (Continued)
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research with Indigenous populations is included
(Additional files 3, 4 and 5). These are categorised as
international (n = 8), (Additional file 3) [7–14]; national (n = 20) (Additional file 4) [5, 49–67]; and state,
regional or local guidelines (n = 10) (Additional file 5)
[68–77]. International guidelines were sourced from
the United Nations (UN); World Health Organisation
(WHO); World Medical Association (WMA) and the
Council for International Organisations of Medical
Science (CIOMS). National guidelines were sourced
from Australia; NZ; Canada; and the USA. These
guidelines espouse broad principles of research with
Indigenous people including reciprocity, respect, equality,
responsibility, survival and protection and spirit and integrity [49]. Many mention the need for both community
and individual consent for research. Most advise researchers to seek free prior and informed consent from
any potential research participant. Consent is to be voluntary, sought ‘free’ of coercion; with prior notification, with
sufficient time for consideration and consultation. Consent is to be ‘informed’ with participants being made
aware of both the benefits and risks of the project and
their right to decline consent or to withdraw at any time.
Details of the research must be explained to potential
participants in plain language. Guidelines highlight Indigenous populations as vulnerable research participants
and the potential for power imbalance. Few guidelines
highlight the need for researchers to accommodate an oral
tradition or cultural values. Most guidelines fail to recommend that researchers interpret study information into
the participant’s first language. Few provide practical
advice for seeking consent.
Specific advice is provided in individual guidelines. For
example, in order to uphold the right to self-determination
for Indigenous people [15] the NHMRC Values and Ethics
Guidelines recommend that an Indigenous research project
should be developed and initiated with community members, for community members and with the help of nonIndigenous research bodies only if required. This assumes
that when working in a collaborative way, differences in
culture and values may be resolved as Indigenous people
help conduct the research. However, some authors caution
that some individuals consulted by researchers planning a
study may not necessarily be appropriate to give community consent if they are not well connected or respected by
the local community and truly able to advocate for local
needs [78]. Cultural awareness is key when seeking consent in Indigenous communities, and certain members of
the community may be required to oversee proceedings.
For example, when considering a project on vulvar cancer
in women who identified as Indigenous Australians, the
one female member of the local research council was
absent [47]. As the subject of research was considered to
be “secret women’s business” in the community’s culture,
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the committee felt it was not their place to approve the
project [47].
When seeking approval for a project from the
Western Australian Aboriginal Health Information
Ethics Committee, researchers are required to explain
exactly how they aim to uphold the six main values
published in the NHRMC Values and Ethics Guideline [5, 49, 50, 58, 78]. A Values and Ethics Statement
produced by the NHMRC describes in detail the
values determined to be important to Australian Indigenous culture, namely: reciprocity; respect; equality;
responsibility; survival and protection and above all
states that the project be conducted in the right spirit
and with integrity [5, 49, 50, 58, 79]. This protocol is
helpful, however it does not specify how the process
of seeking consent for research could reflect these
values and leaves the interpretation up to the researcher. The NHMRC has recently revised their
2007 statement on ethical conduct in human research
[58]. This specifies that researchers should engage
and seek the support of a community when initiating
a research project; acknowledge the distinctive language and culture of individual communities; involve
Indigenous people in upholding these values in an
equal partnership and with respect; and consider any
local language and cultural protocols determined by
the Indigenous communities involved in the research
[58]. The new guideline recommends that researchers
refer to the National Health and Medical Research
Council Values and Ethics Guidelines, Australia [49].
The latest edition of the Australian Institute of Aboriginal and Torres Strait Islander Studies guidelines [57]
include a section (Principle 6) that highlights the importance of consultation, negotiation and seeking free,
prior, informed consent for research whether with Indigenous or non-Indigenous peoples. It outlines the preparations one should make prior to approaching an
Indigenous community to seek their involvement in research and advise researchers to seek protocols from the
local community. The AIATSIS guidelines [57] emphasise that it is important to seek permission from a community as a group as well as from individuals and to
provide a plain English statement. They specify that researchers should identify the appropriate individuals
with whom to consult initially, and should involve the
Traditional Owners who speak for the Country. They
emphasise that free prior, informed, consent should
then be sought from all participants. The AIATSIS
guidelines do not address the issue that not all Indigenous peoples use the written word, nor do they discuss
circumstances in which English is an individual’s second or third language [57].
The Lowitja Institute (Australia) has published a book
providing practical guidelines for research in Indigenous
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health [5]. The Indigenous authors describe culturally
safe approaches to conducting research with Indigenous
peoples. They emphasise that when seeking consent for
research community leaders should first be approached
for permission, and that the community should be consulted as a whole before researchers approach individual
participants. Continual engagement with the community
and its leaders and collaboration with Indigenous researchers throughout the project is highly recommended.
This empowers people who identify as Indigenous, enabling the study to be culturally informed and increasing
acceptance amongst the community. The guidelines
are culturally sensitive, clear and applicable to research
in Australia [5].
State, regional and local guidelines (n = 10) included in
this review discuss similar values to those included in
national and international guidelines [68–77]. These
guidelines were difficult to source and it is likely that
some are missed, including online guidelines and guidelines embedded in ethics protocols of universities and
other community organisations.
Evaluation of current guidelines for seeking consent for
research with indigenous populations

In our search we found 4 review articles of guidelines
for ethical research with Indigenous populations [80–83].
In some reviews, the attributes of each guideline are critically analysed and tabulated against a checklist of desirable
qualities. These reviews are valuable in identifying guidelines although many are out-dated and not directly relevant to our review. Based on these reviews, we developed
a checklist to assist in evaluating the quality of the 38
guidelines included in our review (Table 2).
Many of these guidelines assessed included general
statements such as ‘the research ethics committee shall
endeavour to protect the integrity of our Indigenous
Knowledge, our culture and the members of the Six Nations from harm or abuse’ Six Nations Council [76].
However, guidelines do not specify how to achieve this.
It did not meet criteria to be included under the checklist requirement in Table 2 for researchers to ensure
‘Risks to the Indigenous community as a collective are
explained’. Guidelines do not always specifically translate
research values into practice.
In regards to consent for re-use of data, some guidelines were vague, suggesting that broad consent be obtained for ‘future research’ [13, 49, 56, 58]. This may
leave the future use of data open to the interpretation by
the researchers, which historically, may not always
have been done in an ethical way. In one such study
with the Havasupi tribes in the USA, blood samples
were collected for diabetes research in 1990 and these
samples have been re-used over subsequent years without the community’s knowledge [84–89]. Scientists
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were using the tribe’s genetic material to examine links
to schizophrenia as well as conducting other studies
which the tribes felt questioned their sovereignty [84–89].
The remaining samples were later repatriated in a ceremony [88, 89]. Helgesson [90] argues that it was not the
fact that broad consent was sought from the Indigenous
community that caused the upset, but that the Havasupai
tribe did not realise the implications of broad consent.
That is, the research process, was not adequately
communicated in the first place. It is essential to establish ethics committees with Indigenous members
to monitor and approve future medical research projects because there is little protection in national and
international law about genetic sampling protecting
Australian Indigenous people [91, 92].
Most of the guidelines provide a general background
of the principles important to uphold when conducting
research with Indigenous populations, but practical
specifications for engaging an Indigenous community
or communicating with individual participants in order
to seek free, prior, informed consent, are better garnered from individual research studies as described in
Tables 1 and 2 [4, 29, 30, 33–48].

Discussion
We found few publications that describe specific communication methods for seeking informed consent for
Indigenous research and even fewer that evaluate participants’ understanding or preferences for the process
[4, 5, 7–14, 29, 30, 33–77]. This may be explained by
publication bias or simply reflect lack of attention to the
consent process in these vulnerable populations [82, 93].
As mentioned previously there are over 90 countries with
Indigenous populations [1], however this review is limited to reports published in English and might also exclude research from countries in which the majority of
the population may considered to be Indigenous, but
have not necessarily specified that they are working with
an ‘Indigenous’ population.
The only original research study evaluating the consent process, Russell et al [33] had a very small study
sample, with only twenty mothers who identified as
Aboriginal. Researchers identified the need for multiple
presentations of information, including by local Aboriginal people, and use of visual aids to enhance participants’ understanding of the proposed research. The role
participants played within the Aboriginal community
and the specific communities where the participants
lived were not described, but it is unlikely that this is a
representative sample of Aboriginal people living in
Central Australia and hence the results may not be
generalizable. Bull [34] did not evaluate understanding
or preferences regarding the consent process by the
community or individuals, but through discussions with
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community leaders concluded that researchers must establish a reciprocal relationship with the community, ensure that research is relevant to that community, respect
cultural protocols and involve Aboriginal people in the
conduct and reporting of the research. McCabe [35] describes a research approach that was badly received by
the community and provides lessons about what to
avoid, including reliance on telephone communication.
The need for community input into consent forms,
avoidance of scientific jargon, and inclusion of graphics
were recommended to increase understanding [35]. Fong
[36] assumes that Hawaiians’ failure to consent to use of
their biological samples for future studies related to cultural beliefs relating to desecration of body parts but did
not substantiate this theory. This illustrates the need for
researchers to thoroughly understand cultural beliefs
and practices. Baydala [37] used a novel consent process
respecting local cultural protocol when seeking consent
with elders of Aboriginal communities of the Alexis
Nakota Sioux Nation, Alberta, Canada, but acknowledged
that this process may be inappropriate among other
First Nations or Inuit communities of Canada.
In articles that describe the consent process in detail,
those with high recruitment typically involved local
Aboriginal organisations and leaders in the project design and recruitment [38, 42, 48]. In The Lililwan Project, researchers employed local Aboriginal people as
community navigators to disseminate study information, assist with recruitment of participants and support the research team in seeking written consent
from parents and carers [38]. A plain English statement and consent form was read out and interpreted
in their preferred language with the assistance of pictorial aides [38]. There was 95 % participation in this
study, while using this method to seek consent [48]. In
NZ there is a term Kaupapa Māori Research, which
encompasses the idea that research with Māori populations should be driven by Māori researchers [4, 39].
Wilson [42] emphasises the importance of researchers
fostering equitable relationships with the community
they are working with, however some studies we found
do not appear to involve local Indigenous community
members in this way [29, 30, 43]. There is often a
communication gap between Indigenous and Non Indigenous communities, especially between them and
researchers and health services [94]. Alison Hoy [95]
raised concerns that this may result in Indigenous
people being excluded from crucial projects because of
the perception of exploitation. This may deny Indigenous people the opportunity of helping address major
health disparities and benefiting from the results.
Teams of non-Indigenous researchers often fail to acknowledge their different cultural backgrounds and
philosophies on life compared to Indigenous people
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[96]. Indigenous and Non-Indigenous authors compare and discuss how the differences between their
“two worlds” impacts on the quality of research, noting that certain attitudes to research with Indigenous
communities can prevent it from being conducted in a
culturally respectful way [4, 5, 34, 35, 42]. There is a
language of inequality embedded even within today’s
publications, with the idea that Non-Indigenous
people are researchers and Indigenous people are the
researched [4]. It is thus necessary for researchers to
engage a community and foster relationships with
leaders and local organisations [97].
A total of 38 research guidelines were included in
this review, the majority of which define the term
free, prior and informed consent, but few of which
describe how this can be achieved. Some guidelines
do not mention Indigenous communities as a special
group for consideration and simply state that “language and cultural” differences must be accounted
for [13, 66]. Others include special sections emphasising the vulnerability of Indigenous people with regard to research [10, 12, 14] or remind us of
Indigenous Peoples rights [8, 9, 11].
Some research guidelines note the importance of seeking consent for research initially from a community
leader or council of elders [5, 7, 8, 10–12, 49–51, 53, 54,
56–63, 65, 67–75, 77]. Some determine that only the
community has control over what information may be
publicly released [8]. The concept of community consent
is debated and many questions arise regarding what
comprises a community and who can represent a community [72, 98]. Tsosie [99] notes that in some communities a member may hold the duty to keep secret
certain knowledge even from other community members
and that this may prevent provision of consent or dissemination of results.
Of the national guidelines (n = 20), NZ appears to offer
the most protection for the rights of Māori, based on
the spirit of the Treaty of Waitangi and Kaupapa Māori
Research [59–63]. Culturally significant language is embedded into the research guideline, which identifies that
it is preferable for Māori researchers to take charge of projects that are about or may affect Māori people [59–63].
Australia and Canada also have culturally sensitive guidelines but it is difficult to translate values espoused into
practice [49–58, 64, 65]. Neither of the USA guidelines
specifically addressed the consent process for research
with Indigenous people [66, 67]. The Tribal Epidemiology
Centres report that research organisations have found it
difficult to work with people who identify as American Indian or Alaskan Native due to their mobility, literacy, and
language barriers [67]. Community Based Participatory
Research with locally designed protocols has increased
participation rates [67].
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Conclusion
Researchers working with Indigenous people must be culturally respectful [92]; cognisant of the law [20, 26, 100];
and conscious of the impact of research on communities
as a whole [101]. Ethical guidelines emphasise the need to
approach Indigenous communities, governing bodies and
leaders for consent prior to approaching individual participants. Best practice recommends a collaborative approach,
in partnership with local Indigenous people, and research
that addresses community priorities. Communication aids
and involvement of local Indigenous researchers can help
overcome language and cultural barriers when seeking
consent [4, 5, 33–35, 38, 39, 42, 48, 65, 67].
Our literature review identified few original articles
that evaluate preference or understanding of the communication methods used in seeking informed consent
for research with Indigenous populations. To ensure that
future research is of value to Indigenous communities,
there is an urgent need for research to understand how
to best seek consent.
Additional files
Additional file 1: Table S3. Medical Subject Headings and key words
used to search Medline. (XLSX 43 kb)
Additional file 2: Table S4. Research describing the consent process
with Indigenous populations in detail. (XLSM 50 kb)
Additional file 3: Table S5. International guidelines for seeking consent
for research with Indigenous populations. (XLSM 39 kb)
Additional file 4: Table S6. National guidelines on seeking consent for
research with Indigenous populations. (XLSX 40 kb)
Additional file 5: Table S7. State/Regional/Local guidelines on seeking
consent for research with Indigenous populations. (XLSX 35 kb)

Abbreviations
AAND: Aboriginal affairs and northern development; AH&MRC: Aboriginal
health and medical research council; AIATSIS: Australian Indigenous
Aboriginal and Torres Strait Islander Studies; BC: British Columbia;
CBD: Secretariat of the convention of biological diversity; CIHR: Canadian
Institute of Health Research; CINAHL: Cumulative Index for Nursing and
Allied Health Literature; CIOMS: Council for International Organisations of
Medical Science; CLC: Central land council; CRC: Cooperative research centre,
torres strait; CRIAH: Coalition for research to improve aboriginal health;
CSIRO: Commonwealth scientific and industrial research organisation;
DK&CRC: Desert knowledge and cooperative research centre;
EMBASE: Excerpta medical database; ERIC: Educational Resources Information
Centre; HRC: Health research council, New Zealand; HIV: Human
immunodeficiency virus; IIC: Informit Indigenous Collection; IHS IRB: Indian
health service institutional review board; KLC: Kimberley land council; KLC IP
& TKP: Kimberley land council and traditional knowledge policy;
Medline: Medical literature analysis and retrieval system online;
NEAC: National ethics advisory committee; NHMRC: National health and
medical research council; NIH: National institute of health; NSW: New South
Wales; NT: Northern Territory; NZ: New Zealand; PRISMA-P: Preferred
reporting items for systematic review and meta-analysis protocols;
PWG: Pūtaiora writing group; MeSH: Medical subject headings;
REAC: Research access committee; SNC: Six Nations Council; TEC: Tribal
epidemiology centres; TMR: Triple media recording; UN: United Nations;
UNDRIP: United Nations Declaration on the Rights of Indigenous Peoples;
UoVic: University of Victoria; USA: United States of America; Vic: Victoria;
WHO: World Health Organisation; WIPO: World Intellectual Property;

Page 15 of 18

WMA: World Medical Association; WMA DOH: World Medical Association
Declaration of Helsinki; WIPO: World Intellectual Property Organisation
Acknowledgements
I would like to thank Ms Elizabeth Piggott and Mr Andrew Spencer,
Librarians for Sydney University Medical School who ensured my literature
review was to the highest level; Ms Sharon Eadie; Ms Denise Yuille; and Ms
Megan Learmont who assisted greatly with administrative duties; Associate
Professor Nigel Clarke; Associate Professor Nicholas Wood, Sydney University
Medical School Postgraduate Supervisors who have supported the progress
of this review. I would also like to thank my supervisors and fellow chief
investigators Ms June Oscar, Ms Maureen Carter and Ms Heather D’Antoine
for their cultural guidance and expertise; and Associate Professor Alexandra
Martiniuk and Professor Elizabeth Elliott their guidance and expertise.
Funding sources
Professor Elizabeth Elliott who is supported by a National Health and Medical
Research Council Fellowship (No.1021480) and Associate Professor Alexandra
Martiniuk who is supported by National Health and Medical Research
Council Translating Research Into Practice Fellowship (No.1112387).
Availability of data and materials
The datasets supporting the conclusions of this article are included within
the article and its Supplementary files.
Authors’ contributions
Dr EF led the study and the writing of the paper. Prof EE initiated and
provided oversight to the study and input in its planning, conduct and
reporting. Ms H D’A and Dr AM contributed to the study and the writing of
the paper. Ms JO and Ms MC invited this study and were the chief cultural
advisors as Aboriginal community leaders of the Fitzroy Valley, The
Kimberley. All authors reviewed and approved the final manuscript.
Competing interests
The authors declare that they have no competing interests.
Consent for publication
All authors consent to the publication of this review article.
Ethics approval and consent to participate
Ethics approval was granted by the University of Sydney Human Research
Ethics Committee (No. 2012/348, reference:14760), the Western Australian
Aboriginal Health Ethics Committee, the Western Australian Country Health
Service Research Ethics Committee (No. 2012:15), and the Kimberley
Aboriginal Health Planning Forum Research Subcommittee (No. 2012–008).
Author details
Discipline of Paediatrics and Child Health, Sydney Medical School, University
of Sydney, Sydney, Australia. 2The Sydney Children’s Hospital Network
(Westmead), 4 Governor Phillip Place, West Pennant Hills, Sydney, NSW 2125,
Australia. 3Sydney Medical School, University of Sydney, Sydney, Australia.
4
The George Institute for Global Health, Sydney, Australia. 5Dalla Lana School
of Public Health, University of Toronto, Toronto, Canada. 6Menzies School of
Health Research, Darwin, Australia. 7Marninwarntikura Women’s Resource
Centre, Fitzroy Crossing, Australia. 8Nulungu Research Institute, The University
of Notre Dame, Broome, Australia. 9Nindilingarri Cultural Health Services,
Fitzroy Crossing, Australia.
1

Received: 5 April 2016 Accepted: 15 September 2016

References
1. Hall G, Patrinos H. Indigenous Peoples, Poverty and Development. World
Bank; 2010:8. http://www.environmentportal.in/files/
indigenous%20peoples%20and%20poverty.pdf. Accessed June 2015.
2. United Nations. State of the World’s Indigenous Peoples, Volume II, Health. UN
Permanent Forum on Indigenous Issues; 2015. http://un.org.au/2015/08/12/
state-of-the-worlds-indigenous-peoples-vol-ii-health/. Accessed Sept 2015.
3. Cram F: Ethics in Māori research: Working paper. Nikora, L.W. (Ed.) Cultural
Justice and Ethics. Proceedings of a symposium held at the Annual

Fitzpatrick et al. BMC Medical Ethics (2016) 17:65

4.
5.

6.

7.

8.

9.

10.

11.

12.

13.

14.

15.

16.
17.

18.
19.

20.
21.
22.
23.
24.

25.

Conference of the New Zealand Psychological Society, University of Victoria,
Wellington; 23-24 August 1993:28-30.
Smith LT. Decolonizing Methodologies: Research and Indigenous Peoples.
London: Zed Books; 1999.
Laycock A, Walker D, Harrison N, Brands J. Researching Aboriginal Health:
A practical guide for researchers. Melbourne: The Lowitja Institute:
Australia’s National Institute for Aboriginal and Torres Strait Islander
Health Research; 2011.
Stokes E. ‘Māori Research and Development’. Discussion paper prepared for
the Social Sciences Committee of the National Research Advisory Council.
Hamilton: University of Waikato; 1985.
Secretariat of the Convention on Biological Diversity. Bonn guidelines on
access to genetic resources and fair and equitable sharing of the benefits
arising out of their utilization. Montreal; 2002. https://www.cbd.int/doc/
publications/cbd-bonn-gdls-en.pdf. Accessed Aug 2015.
United Nations Economic and Social Council. Report of the International
Workshop on Methodologies regarding Free Prior and Informed Consent.
New York. 2005: E/C.19/2005/3. https://www.humanrights.gov.au/
publications/2005-international-conference-engaging-communities-freeprior-and-informed-consent. Accessed Jan 2012.
United Nations. Declaration on the Rights of Indigenous Peoples. General
Assembly 61/295; 2007. www.un.org/esa/socdev/unpfii/documents/DRIPS_
en.pdf. Accessed Jan 2012.
United Nations. Right of Everyone to the Enjoyment of the Highest
Attainable Standard of Physical and Mental Health. General Assembly A/64/
272; 2009. https://documents-dds-ny.un.org/doc/UNDOC/GEN/N09/450/87/
PDF/N0945087.pdf?OpenElement. Accessed Jan 2012.
World Health Organisation. Indigenous Peoples and Participatory Health
Research: Planning and Management, Preparing Research Agreements.
2009. http://www.who.int/ethics/indigenous_peoples/en/index5.html.
Accessed Nov 2012.
United Nations Human Rights Office of the High Commissioner. Indigenous
Peoples of the United Nations Human Rights System. Fact Sheet Number 9,
Revision 2; 2013. http://www.ohchr.org/Documents/Publications/fs9Rev.2.
pdf . Accessed June 2015.
World Medical Association. Declaration of Helsinki: Ethical Principles for
Medical Research Involving Human Subjects. 64th General Assembly, Fortaleza,
Brazil; 2013. http://www.wma.net/en/30publications/10policies/b3/. Accessed
June 2015.
World Intellectual Property Organisation. Intellectual Property and
Genetic Resources, Traditional Knowledge and Traditional Cultural
Expressions. Geneva: World Intellectual Property Organisation; 2015.
http://www.wipo.int/edocs/pubdocs/en/tk/933/wipo_pub_933.pdf.
Accessed Nov 2015.
Tauli-Corpuz V. Indigenous Peoples and the Millennium Development
Goals. New York: United Nations Permanent Forum on Indigenous
Issues; 2005. http://www.choike.org/documentos/mdgs_cso_viky.pdf.
Accessed Jan 2013.
Topics of the Week. JAMA 1891;16:492. http://jama.jamanetwork.com/article.
aspx?articleid=465955. Accessed July 2016.
Güereña-Burgueño F. The Centennial of the Yellow Fever Commission and
the use of Informed Consent in Medical Research. Salud Publica Mex. 2002;
44(2):140–4. http://www.bmj.com/content/1/1566/21. Accessed July 2016.
Bernard C. An introduction to the study of experimental medicine. Greene
HC, translator. New York: Macmillan; 1927. p. 101–2.
International Military Tribunal. Trials of War Criminals before the Nuremberg
Military Tribunals under the Control Council law no.10, vol. 2. Washington D.
C: GPO; 1950. p. 181–4. https://www.loc.gov/rr/frd/Military_Law/pdf/NT_warcriminals_Vol-II.pdf. Accessed July 2016.
Salgo v. Leland Stanford etc. Bd. Trustees. 154 C.A.2d 560. USA; 1957.
Beecher HK. Ethics and Clinical Research. N Engl J Med. 1966;274(24):1354–60.
Brandt AM. Racism and Research: the case of the Tuskegee Syphilis Study.
Hast Cent Rep. 1978;8(6):21–9.
Dodson M, Williamson R. Indigenous peoples and the morality of the
Human Genome Diversity Project. J Med Ethics. 1999;25:204–8.
Fitzgerald DW, Marotte C, Verdier RI, Johnson Jr WD, Pape JW.
Comprehension during informed consent in a less-developed country.
Lancet. 2002;360(9342):1301–2.
Harding A, Harper B, Stone D, O’Neill C, Berger P, Harris S, Donatuto J.
Conducting research with tribal communities: sovereignty, ethics and
data-sharing issues. Environ Health Perspect. 2012;120(1):6–10.

Page 16 of 18

26. D’Arcy v Myriad Genetics Inc. HCA 35. Australian Patent Office Manual
of Practice and Procedure. 2015. http://manuals.ipaustralia.gov.au/
patents/national/patentable/2.9.1_Principles_for_Examination.htm.
Accessed July 2016.
27. Grand Council of the Crees. Participation in the World Intellectual Property
Organisation intergovernmental committee on intellectual property, genetic
resources, traditional knowledge and folklore. Fourth World J. 2011;10(2):67–146.
28. McGrath P, Phillips E. Western Notions of Informed Consent and Aboriginal
Cultures: Australian Findings at the Interface. Bioeth Inq. 2008;5(1):21–31.
29. Benitez O, Devauz D, Dausset J. Audiovisual documentation of oral consent:
a new method of informed consent for illiterate populations. Lancet.
2002;359(9315):1406–7.
30. Creed-Kanashiro H, Ore B, Scurrah M, Gil A, Penny M. Conducting research
in developing countries: experiences of the informed consent process from
community studies in Peru. J Nutr. 2005;135(4):925–8.
31. Moher D, Shamseer L, Clarke M, Ghersi D, Liberati A, Petticrew M, Shekelle P,
Stewart LA, Group P. Preferrred reporting items for systematic review and
meta-analysis protocols (PRISMA-P) 2015 statement. Syst Rev. 2015;4:1.
http://www.prisma-statement.org/. Accessed Nov 2015.
32. Moher D, Liberati A, Tetzlaff J, Altman DG, The PRISMA Group. Preferred
Reporting Items for Systematic Reviews and Meta-Analyses: The PRISMA
Statement. BMJ. 2009;339:b2535.
33. Russell FM, Carapetis JR, Liddle H, Edwards T, Ruff TA, Devitt J. A pilot study
of the quality of informed consent materials for Aboriginal participants in
clinical trials. J Med Ethics. 2005;31(8):490–4.
34. Bull JR. Research with Aboriginal peoples: authentic relationships as a
precursor to ethical research. J Empir Res Hum Res Ethics. 2010;5(4):13–22.
35. McCabe M, Morgan F, Curley H, Begay R, Gohdes DM. The informed
consent process in a cross-cultural setting: is the process achieving the
intended result? Ethn Dis. 2005;15(2):300–4.
36. Fong M, Braun KL, Chang RM. Native Hawaiian preferences for informed
consent and disclosure of results from research using stored biological
specimens. Pacific Health Dialog. 2004;11(2):154–9.
37. Baydala LT, Worrell S, Fletcher F, Letendre S, Letendre L, Ruttan L. “Making a
place of respect”: lessons learned in carrying out consent protocol with First
Nations elders. Prog Community Health Partnersh. 2013;7(2):135–43.
38. Fitzpatrick JP, Elliott EJ, Latimer J, Carter M, Oscar J, Ferreira M, Olson HC,
Lucas B, Doney R, Salter C, et al. The Lililwan Project: study protocol for a
population-based active case ascertainment study of the prevalence of fetal
alcohol spectrum disorders (FASD) in remote Australian Aboriginal
communities. BMJ Open. 2012;2(3):e000968.
39. Dyall L, Kepa M, Hayman K, Teh R, Moyes S, Broad JB, Kerse N. Engagement
and recruitment of Maori and non-Maori people of advanced age to LiLACS
NZ. Aust N Z J Public Health. 2013;37(2):124–31.
40. Mentha R, Brown A. Making a DVD for informed consent processes, The
Kanyini Vascular Collaboration supported by The Baker IDI Heart and
Diabetes Institute and The George Institute for Global Health. 2011.
www.lowitja.org.au. Accessed Nov 2012.
41. Andrews R, Kearns T. Training Community Workers to Deliver Local Informed
Consent Materials. The East Arnhem Healthy Skin Project. The Menzies School
of Health Research; 2011. www.lowitja.org.au. Accessed Nov 2012.
42. Wilson S. Research is Ceremony: Indigenous Research Methods. Black Point,
Nova Scotia: Fernwood Publishing Company; 2008.
43. Mkandawire-Valhmu L, Stevens PE. Applying a feminist approach to health
and human rights research in Malawi: a study of violence in the lives of
female domestic workers. Adv Nurs Sci. 2007;30(4):278–89.
44. D’Aprano AL, Carapetis JR, Andrews R. Trial of a developmental screening
tool in remote Australian Aboriginal communities: a cautionary tale. J
Paediatr Child Health. 2011;47(1–2):12–7.
45. McDonald MI, Benger N, Brown A, Currie BJ, Carapetis JR. Practical
challenges of conducting research into rheumatic fever in remote
Aboriginal communities. Med J Aust. 2006;184(10):511–3.
46. Foster MW, Eisenbraun AJ, Carter TH. Communal discourse as a supplement
to informed consent for genetic research. Nat Genet. 1997;17(3):277–9.
47. McWhirter RE, Mununggirritj D, Marika D, Dickinson JL, Condon JR. Ethical
genetic research in Indigenous communities: challenges and successful
approaches. Trends Mol Med. 2012;18(12):702–8.
48. Fitzpatrick JP, Latimer J, Carter M, Oscar J, Ferreira ML, Carmichael Olson H,
Lucas BR, Doney R, Salter C, Try J, et al. Prevalence of fetal alcohol
syndrome in a population-based sample of children living in remote
Australia: the Lililwan Project. J Paediatr Child Health. 2015;51(4):450–7.

Fitzpatrick et al. BMC Medical Ethics (2016) 17:65

49. National Health and Medical Research Council. Values and Ethics:
Guidelines for Conduct of Aboriginal and Torres Strait Islander Health
Research. Australia: National Health and Medical Research Council; 2003.
http://www.nhmrc.gov.au/_files_nhmrc/publications/attachments/e52.pdf.
Accessed Jan 2012.
50. National Health and Medical Research Council. Keeping Research on Track:
A Guide for Aboriginal and Torres Strait Islander People About Health
Research and Ethics. Australia: National Health and Medical Research
Council; 2005. http://www.nhmrc.gov.au/_files_nhmrc/publications/
attachments/e65.pdf. Accessed Jan 2012.
51. Jones A and Barnett B. Guidelines for ethical and effective communication
for researchers working in Torres Strait; Report to Cooperative Research
Centre, Torres Strait, Townsville, Australia; 2006. http://rrrc.org.au/wpcontent/uploads/2014/05/T51-Report-Final.pdf . Accessed Oct 2015.
52. National Health and Medical Research Council. Australian Code for the
Responsible Conduct of Research. Australia: National Health and Medical
Research Council; 2007. http://www.nhmrc.gov.au/guidelines/publications/
r39. Accessed Sept 2015.
53. The Coalition for Research to Improve Aboriginal Health. Tools for
Collaboration. Sax Institute; Version 2. Australia; 2008. https://www.
saxinstitute.org.au/wp-content/uploads/CRIAH-Tools-for-Collaboration.pdf.
Accessed Sept 2015.
54. Commonwealth Scientific and Industrial Research Organisation. Indigenous
Research Engagement Protocol. Australia: Commonwealth Scientific and
Industrial Research Organisation; 2009. http://www.csiro.au . Accessed June 2014.
55. National Health and Medical Research Council. NHMRC Road Map II: A
strategic framework for improving Aboriginal and Torres Strait Islander
Health Through Research. Australia: The Aboriginal and Torres Strait Islander
Agenda Working Group; 2010. https://www.nhmrc.gov.au/_files_nhmrc/
publications/attachments/r47.pdf. Accessed Mar 2012.
56. National Health and Medical Research Council. Biobanks Information Paper.
Australia: National Health and Medical Research Council; 2010. https://www.
nhmrc.gov.au/_files_nhmrc/file/your_health/egenetics/practioners/
biobanks_information_paper.pdf. Accessed June 2015.
57. Australian Institute of Aboriginal and Torres Strait Islander Studies.
Guidelines for Ethical Research in Indigenous Studies. Australia: Australian
Institute of Aboriginal and Torres Strait Islander Studies; 2012. http://aiatsis.
gov.au/sites/default/files/docs/research-and-guides/ethics/gerais.pdf.
Accessed Apr 2015.
58. National Health and Medical Research Council. National Statement on Ethical
Conduct in Human Research. Australia: National Health and Medical Research
Council; 2015. http://www.nhmrc.gov.au/_files_nhmrc/publications/attachments/
e72_national_statement_may_2015_150514_a.pdf. Accessed Sept 2015.
59. Ministry of Health. Operational Standard for Ethics Committees. Wellington:
Ministry of Health; 2006. http://www.adhb.govt.nz/researchoffice/ResearchGuideliness/OperationalStandard2006.pdf. Accessed Aug 2015.
60. Pūtaiora Writing Group. Te Ara Tika Guidelines for Māori Research Ethics: A
Framework for Researchers and Ethics Committee Members. New Zealand:
Health Research Council; 2010. https://www.fmhs.auckland.ac.nz/assets/
fmhs/faculty/tkhm/tumuaki/docs/teara.pdf. Accessed Apr 2014.
61. Health Research Council: Guidelines for Researchers on Health Research
Involving Māori. NZ; 2010. http://www.hrc.govt.nz/sites/default/files/
Guidelines%20for%20HR%20on%20Maori-%20Jul10%20revised%20for
%20Te%20Ara%20Tika%20v2%20FINAL%5B1%5D.pdf. Accessed June 2014.
62. National Ethical Advisory Committee. Ethical Guidelines for
Observational Studies: Observational Research, Audits and Related
Activities. NZ; 2012. http://neac.health.govt.nz/publications-andresources/neac-publications/streamlined-ethical-guidelines-health-anddisability. Accessed June 2014.
63. National Ethical Advisory Committee. Ethical Guidelines for Interventional
Studies. NZ: National Ethical Advisory Committee; 2012. http://neac.health.
govt.nz/publications-and-resources/neac-publications/streamlined-ethicalguidelines-health-and-disability. Accessed June 2014.
64. Aboriginal Affairs and Northern Development. Statement – Legal Commentry on
the Concept of Free, Prior and Informed Consent. Canada: Aboriginal Affairs and
Northern Development; 2010. http://www.aadnc-aandc.gc.ca. Accessed Jan 2012.
65. Canadian Institutes of Health Research. Tri-Council Policy Statement: Ethical
Conduct for Research Involving Humans. Natural Sciences and Engineering
Research Council of Canada, and Social Sciences and Humanities Research
Council of Canada; 2014. http://www.pre.ethics.gc.ca/pdf/eng/tcps2-2014/
TCPS_2_FINAL_Web.pdf. Accessed June 2015.

Page 17 of 18

66. The National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research. The Belmont Report: Ethical Principles
and Guidelines for the Protection of Human Subjects of Research. USA: The
National Commission for the Protection of Human Subjects of Biomedical
and Behavioral Research; 1979. http://www.hhs.gov/ohrp/humansubjects/
guidance/belmont.html. Accessed Dec 2014.
67. Tribal Epidemiology Centers. Best Practices in American Indian and Alaska
Native Public Health. USA: Tribal Epidemiology Centers; 2014. http://www.
glitc.org/forms/epi/tec-best-practices-book-2013.pdf. Accessed June 2015.
68. Davis M. Undertaking projects and research in Central Australia, A report
prepared by Central Land Council and Desert Knowledge Cooperative
Research Centre. Australia: Alice Springs; 2005.
69. Orr M, Kenny P, Gorey IN, Mir A, Cox E, Wilson J. Aboriginal Knowledge and
Intellectual Property Community Guide, Desert Knowledge Cooperative
Research Centre. Australia: Alice Springs; 2009. http://www.nintione.com.au/
resource/AKIPPA5/index.html. Accessed Nov 2013.
70. One N. Innovation for Remote Australia: Protocol for Aboriginal and Torres Strait
Islander Knowledge and Intellectual Property. Australia: Alice Springs; 2015.
http://nintione.com/resource/NintiOneProtocolAboriginalTorresStraitIslander
KnowledgeIntellectualProperty_2015.pdf. Accessed Nov 2015.
71. Kimberley Land Council Aboriginal Corporation. Kimberley Land Council
Research Protocol. Kimberley: Kimberley Land Council Aboriginal
Corporation; 2011. http://www.nintione.com.au/resource/DKCRC-Report-8CLC-Protocols.pdf. Accessed Mar 2013.
72. Kimberley Land Council Research Ethics Access Committee. Intellectual
Property and Indigenous Knowledge Policy. Kimberley: Kimberley Land
Council Research Ethics Access Committee; 2011. www.klc.org.au. Accessed
Feb 2012.
73. Aboriginal Health and Medical Research Council. Guidelines for Research
into Aboriginal Health: Key Principles. NSW: Aboriginal Health and Medical
Research Council; 2013. http://www.ahmrc.org.au/media/resources/ethics/
ethics-application-resources/271-ah-mrc-guidelines-for-research-intoaboriginal-health-key-principles-1/file.html. Accessed July 2015.
74. University of Victoria Faculty of Human and Social Development. Protocols
and principles for conducting research in an Indigenous Context. Vic:
University of Victoria Faculty of Human and Social Development; 2003.
http://web.uvic.ca/igov/uploads/pdf/protocol.pdf . Accessed Mar 2011.
75. Nuu-Chah-Nulth Tribal Council Research Ethics Committee. Protocols and
principles for conducting research in a Nuu-Chah-Nulth Context. Vancouver:
Nuu-Chah-Nulth Tribal Council Research Ethics Committee; 2008. http://
www.cahr.uvic.ca/nearbc/documents/2009/NTC-Protocols-and-Principles.pdf.
Accessed Mar 2011.
76. Six Nations Council. Conducting research at Six Nations. Ontario: Six
Nations Council; 2014. http://www.sixnations.ca/admEthicsPolicy.pdf.
Accessed June 2015.
77. Portland Area Indian Health Service Institutional Review Board. Guidelines
for researchers. Portland: Portland Area Indian Health Service Institutional
Review Board; 2002. http://www.npaihb.org/epicenter/. Accessed May 2012.
78. Davison MC BM, Moffitt P. Student Researchers Negotiating Consent in
Northern Aboriginal Communities. Int J Qual Methods. 2006;5(2):1–10.
79. Western Australia Aboriginal Health Information and Ethics Committee.
Guidelines: Ethical Considerations for health-related research involving
Aboriginal People. Perth: Government of Western Australia Department
of Health; 2012.
80. Weijer C, Goldsand G, Emanuel EJ. Protecting communities in research:
current guidelines and limits of extrapolation. Nat Genet. 1999;23(3):
275–80.
81. Holcombe S, Gould N. A Preliminary review of ethics resources, with
particular focus on those available online from Indigenous organisations in
WA, NT and Qld. Aust Aborig Stud. 2010;2:107–25.
82. Jacobs B, Roffenbender J, Collmann J, Cherry K, Bitsoi LL, Bassett K, Evans Jr
CH. Bridging the divide between genomic science and indigenous peoples.
J Law Med Ethics. 2010;38(3):684–96.
83. Lowitja Institute. Researching the Right Way: Aboriginal and Torres Strait
Islander Health Research Ethics: A Domestic and International Review.
Australia: Lowitja Institute; 2013.
84. Foster MW, Sharp RR. Genetic research and culturally specific risks: one size
does not fit all. Trends Genet. 2000;16(2):93–5.
85. Harmon. Indian Tribe Wins Fight to Limit Search of its DNA. In: The New
York Times. New York, USA; 2010. http://www.nytimes.com/2010/04/22/us/
22dna.html?pagewanted=all. Accessed Mar 2011.

Fitzpatrick et al. BMC Medical Ethics (2016) 17:65

Page 18 of 18

86. Havasupai Tribe of Havasupai Reservation versus Arizona Board of Regents.
In., vol. 204 P.3d 1063; 2008.
87. Hedrick PW, Black FL. HLA and mate selection: no evidence in South
Amerindians. Am J Hum Genet. 1997;61(3):505–11.
88. Sterling RL. Genetic research among the Havasupai–a cautionary tale.
Virtual Mentor. 2011;13(2):113–7.
89. Mello MM, Wolf LE. The Havasupai Indian tribe case–lessons for research
involving stored biologic samples. N Engl J Med. 2010;363(3):204–7.
90. Helgesson G. In defense of broad consent. Camb Q Healthc Ethics.
2012;21(1):40–50.
91. Dodson M. Human genetics: control of research and sharing of benefits.
Aust. Aborig. Stud. 2000(1/2):56.
92. MacIntosh C. Indigenous Self-Determination and Research on Human
Genetic Material: A Consideration of the Relevance of Debates on Patents
and Informed Consent, and the Political Demands on Researchers. Health
Law J. 2005;13:213–51.
93. Wheeler AG. The Pressure to Publish Promotes Disreputable Science. The
Scientist. 1989. http://www.the-scientist.com/?articles.view/articleNo/
10487/title/The-Pressure-To-Publish-Promotes-Disreputable-Science/.
Accessed Sept 2013.
94. Cass A, Lowell A, Christie M, Snelling PL, Flack M, Marrnganyin B, Brown I.
Sharing the true stories: improving communication between Aboriginal
patients and healthcare workers. Med J Aust. 2002;176(10):466–70.
95. Hoy WE. Research, information and consent for the Australian Health
Survey: a separate standard for Indigenous people? Med J Aust.
2011;194(10):509–10.
96. Harvey PW. Science, research and social change in Indigenous
health–evolving ways of knowing. Aust Health Rev. 2009;33(4):628–35.
97. Elliott E, Latimer J, Fitzpatrick J, Oscar J, Carter M. There’s hope in the valley.
J Paediatr Child Health. 2012;48(3):190–2.
98. Weijer C. Protecting communities in research: philosophical and pragmatic
challenges. Camb Q Healthc Ethics. 1999;8(4):501–13.
99. Tsosie R. Cultural challenges to biotechnology: Native American genetic
resources and the concept of cultural harm. J Law Med Ethics.
2007;35(3):396–411.
100. Dodson M. Human genetics: control of research and sharing of benefits.
Aust Aborig Stud. 2000;1(2):56–64.
101. Resnick D, Sharp R. Protecting third parties in human subjects research. IRB.
2006;28(4):1–7.

Submit your next manuscript to BioMed Central
and we will help you at every step:
• We accept pre-submission inquiries
• Our selector tool helps you to find the most relevant journal
• We provide round the clock customer support
• Convenient online submission
• Thorough peer review
• Inclusion in PubMed and all major indexing services
• Maximum visibility for your research
Submit your manuscript at
www.biomedcentral.com/submit

