Ensuring
global equity
In open
research



https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/

Cite this as: Bull, Susan (2016) Ensuring global equity in open research. Wellcome Trust.
https://dx.doi.org/10.6084/m9.figshare.4055181



https://dx.doi.org/10.6084/m9.figshare.4055181

Ensuring global equity in open research

Executive summary

Sharing research outputs beyond primary research teams requires a significant investment
of resources to establish and maintain data curation standards, methods and infrastructure,
and appropriate governance policies and processes. Policies mandating such sharing are
becoming increasingly common, despite the costs involved. Reasons for promoting the
sharing of research outputs include respecting the contributions of multiple stakeholders
who directly and indirectly support research, by maximising the value and utility of their
contributions. Specifically, it has been claimed that sharing can contribute to improving our
scientific understanding of health and disease, and inform improvements in healthcare and
the health of populations.

A lack of resources for appropriate data sharing has been identified as a hindrance in high
income settings, and a very significant barrier in low and middle income settings. In such
environments, initiatives including WWARN, H3Africa, INDEPTH, the ALPHA Network and
MalariaGEN demonstrate that equitable sharing can be achieved, following a considerable
investment in human resources, technology and infrastructure, for the curation and
sustainable sharing of research outputs. Given the potential value of sharing research
outputs, care is needed to determine how best to resource equitable and sustainable
sharing on a broader scale within low and middle income settings.

To avoid exacerbating existing inequalities between higher and lower income settings,
capacity to curate and share research outputs must be developed in conjunction with
policies and processes to promote equitable sharing. Specialist expertise is needed to
inform the development of policies and processes that promote transparent and equitable
data sharing, address the rights and responsibilities of both data providers and data
recipients, and provide for appropriate benefit sharing and management of intellectual
property rights for datasets, algorithms and software. To inform the development of such
policies, the interests of multiple research stakeholders must be recognised and balanced.
The interests of two important groups of stakeholders, the primary researchers who
develop research outputs, and the participants and communities which contribute to them,
are discussed in more detail below.

Research outputs represent a very significant investment of time and effort on the part of
primary researchers. Primary researchers’ interests in conducting initial analyses of their
research findings, as well as in receiving appropriate recognition and credit in secondary
analyses of their data, have been widely recognised in higher and lower income settings. It
has also been considered inequitable to develop researchers’ capacity to share research
outputs from low and middle income settings without also developing their capacity to
benefit from sharing their research outputs and to analyse relevant datasets shared by
others.



Participants and communities involved in research also have interests sharing in benefits
arising from the sharing of research outputs. While there is no consensus that direct
benefits are a requirement of ethical data sharing, stakeholders have discussed the
importance of secondary research providing indirect benefits, by contributing to the
knowledge base needed to address health issues of relevance to their communities and
country. Where secondary research does not address issues of direct relevance to
communities involved in primary research, it is considered important that it should have the
potential to advance health more generally. The limited empirical data in this field suggest
that while those communities contributing to research in low and middle income settings
have an interest in data sharing contributing to scientific knowledge, their primary interest
is in the translation of such knowledge into tangible health improvements for their
communities and others. The extent to which sharing research outputs is translated into
improvements in healthcare is discussed further below.

Gaps in the data

Most arguments in favour of sharing research outputs appeal to empirical claims that such
sharing will promote science and contribute to advances in healthcare. Such claims can be
tested and evaluated by tracking uses made of shared research outputs, by reviewing the
outcomes of secondary analyses, and determining the extent to which such outcomes have
influenced healthcare provision. Given the relative novelty of sharing health research
outputs in low and middle income settings, there is very limited empirical evidence to date
about the extent to which such practices have promoted science and advanced healthcare,
although there is evidence that datasets, such as those made available by INDEPTH, have
been extensively accessed by secondary researchers. Given the key role of potential
advances in science and healthcare both in arguments in favour of data sharing, and in
participant and community motivations for agreeing to share data, it is important to address
this evidence gap.

Correspondingly, there is relatively little evidence that policies promulgating the sharing of
research outputs have resulted in harm to the research enterprise in low and middle income
settings. There is anecdotal evidence of ethics review boards in low and middle income
settings declining to approve research protocols where research output sharing was an
integral component of a study. There are also instances of data being submitted to
repositories without the metadata required to promote their utility, so that researchers
could satisfy data sharing requirements in form if not in substance.

As the sharing of research outputs becomes increasingly commonplace, empirical research
is required to determine if researchers’ concerns about sharing potentially adversely
affecting their research capacity and career development are borne out in practice, and if
so, how such effects can be addressed. Correspondingly, research should be conducted to
determine if sharing results in any harms to participants and communities participating in
research, for example by leading to stigmatisation. Empirical research is also needed to
evaluate the extent and nature of any adverse effects that policies requiring the sharing of
research outputs may have had on researchers’ ability or willingness to conduct primary
research.



A third important area in which there is little empirical evidence at present, relates to
identifying which approaches to data sharing are currently being employed in low and
middle income settings, their resource implications, and effectiveness in terms of promoting
equitable use of shared resources.

Potential options and approaches for research funders

A research agenda

Funders have an important role in supporting the development, implementation and
evaluation of models for sharing the outputs of research. In response to the gaps identified
above, it may be valuable for funders to support research to inform the development of
models of sharing which promote global equity, including research:

e which maps and evaluates emerging practices for sharing research outputs - including
assessing their impacts on levels of scientific activity and the outcomes of that activity
in terms of career advancement and health promotion, the nature and extent of any
harms that have resulted from sharing research outputs, and how these are
distributed amongst stakeholders;

e to inform the development of models of sharing which aim to promote equity -
including assessing the effects of policy measures such as the use of exclusive access
periods, publishing embargoes, and requirements that data access requests include
capacity building components.

Supporting the development of policies and practices for equitable sharing
Researchers in low and middle income settings have requested clear guidance from funders
about appropriate policies and practices for sharing outputs. It would be valuable for
funders to resource the development of, and promote access to, training programmes,
exemplars and templates to build capacity in low and middle income settings to develop
policies and practices for the equitable sharing of research outputs which are locally
appropriate and based on recognised good practices.

Resourcing equitable sharing

Care is needed to ensure that the development of capacity for sharing research outputs
does not adversely impact capacity to conduct relevant primary research, or to provide
healthcare in low and middle income settings. Funders should support the development of
practices that meet the standards required for effective research output sharing,
recognising that such standards are often above and beyond the data curation and
analyses needed to address the primary research questions in a specific study.

Development and implementation of data standards, metadata and interoperability
Large scale research consortia and collaborators addressing specific health conditions are
developing standards and resources for the collection of data relevant to specific conditions,
and for the subsequent sharing of relevant research outputs. Funders may promote
equitable output sharing by ensuring that researchers in low and middle income settings
have an equal voice in discussions about the development and implementation of such
standards and have access to the resources required to implement them.



Capacity to access and use research outputs

Equity questions in output sharing arise not only in relation to capacity to share high quality
curated outputs but also in relation to the capacity to make best use of others’ research
outputs. Funders should consider means of promoting the capacity of researchers in low
and middle income settings to identify, access and analyse shared research outputs to
address both locally relevant and global research questions, and to develop equitable
collaborations for such analyses where appropriate.



Ensuring global equity in open research

Sharing data is not only about the technical dimension such as data management,
repositories and libraries; developing countries are concerned about factors that impede
data sharing, in particular, fairness. (Tangcharoensathien, Boonperm, and Jongudomsuk
2010)

Introduction

Policies mandating the sharing of health research outputs, including research data and
coding, are becoming increasingly common and commanding widespread support. Practical
instrumental rationales for such sharing are that it can maximise the value and utility of
datasets, leading to scientific developments which can, in turn, advance health (see Annex
A). Ethical principles of fairness and reciprocity have been considered to require that
research outputs be shared to benefit communities that directly and indirectly contribute to
them (Langat et al. 2011; Strech and Littmann 2012; Tangcharoensathien, Boonperm, and
Jongudomsuk 2010). The principle of respect for persons has been interpreted to require
that participants’ contributions to research be maximised by making the best use of their
data, to honour their expectations that results of research will be disseminated to advance
scientific development. (Gotzsche 2011; Mello et al. 2013) In low and middle income
settings commentators have suggested that developing appropriate responses to some
complex adverse health outcomes may not be possible without the sharing of research
outputs and involvement of multiple research groups (National Academies of Sciences
2015).

Significant concerns about sharing research outputs have also been raised, including the
potential for sharing to hamper scientific development and healthcare provision, and to
adversely affect the interests of stakeholders in research (see Annex A). Consequently there
has been significant discussion in the literature about the need to develop and implement
appropriate policies and practices for sharing research outputs (Eichler et al. 2013; Mello et
al. 2013; Zarin 2013; Merson, Gaye, and Guerin 2016). In particular, the need for approaches
to sharing to ensure the appropriate balancing of potential benefits and potential harms has
been discussed (National Academies of Sciences 2015). Research funders have described
equitable sharing as requiring the recognition and balancing of multiple stakeholders’
interests including ‘the needs of researchers who generate and use data, other analysts who
might want to reuse those data, and communities and funders who expect health benefits
to arise from research’.(Walport and Brest 2011).

The report below addresses discussions in the literature about promoting equity in data
sharing, challenges that have been identified and potential ways forward. It focuses on
sharing outputs of health-related research, including individual level datasets, particularly in
low and middle income settings.



Background

The routine pre-publication sharing of health research data beyond established
collaborative relationships is a relatively novel phenomenon. In the context of biomedical
research, much of the drive to share such data has its origins in the Human Genome Project
and in the subsequent development of genomics and research methods such as the
genome-wide association study (GWAS). Open access models of genomic data release,
drawing on the Bermuda Principles and the Fort Lauderdale agreement, are now
commonplace (Human Genome Organisation 1996, 1997; The Wellcome Trust 2003). A
recognition of the potential advantages of sharing data, accompanied by significant
investment and developments in the infrastructure required to support such sharing, has
led to policies mandating the sharing of data and other outputs from biomedical and public
health research becoming increasingly widespread (OECD 2007; Toronto International Data
Release Workshop et al. 2009; Wellcome Trust 2009; Higher Education Funding Council for
England et al. 2016).

While research suggests that clinical researchers publishing in high impact journals
increasingly support and undertake sharing of individual-level data with non-collaborating
researchers (Rathi et al. 2012), such practices are still relatively uncommon in low and
middle income settings where policies and infrastructure to support systematic data
archiving and sharing are not well established (Rani, Bekedam, and Buckley 2011). When
seeking to develop effective, efficient and equitable practices for sharing research outputs
in low and middle income settings, multiple issues need to be addressed (Alter and Vardigan
2015; Carr and Littler 2015; Lotter and van Zyl 2015; Rani, Bekedam, and Buckley 2011;
Sankoh and ljsselmuiden 2011; Tangcharoensathien, Boonperm, and Jongudomsuk 2010;
Walport and Brest 2011; Whitworth 2010; Pisani et al. 2010). Specifically, in addition to a
considerable investment in building capacity in human resources, technology and
infrastructure, models of good sharing practices capable of commanding the trust and
confidence of relevant stakeholders are required. Well-resourced research initiatives
sharing research outputs from low and middle income settings have demonstrated that
these requirements can be met (Parker et al. 2009; de Vries et al. 2011; Herbst et al. 2015;
H3Africa Consortium 2014; de Vries et al. 2015). The challenge is now to determine how
best to support equitable open research that is responsive to the interest of multiple
stakeholders on a broader scale in low and middle income settings.

Capacity building and equitable research

At its core, equitable sharing of research outputs requires the acquisition and maintenance
of multiple interrelated capacities. The discussion below begins by focusing on the specific
interests and capacity development needs of stakeholders who are involved in the
production of research outputs that will be shared. It then addresses the capacities required
to support governance policies and processes that are responsive to stakeholder interests
and promote equitable sharing.



Stakeholder interests and capacity development needs

In discussions of equitable data sharing, particular attention has been paid to the interests
of two groups of stakeholders in low and middle income settings, the researchers who
generate research outputs, and the participants and communities that contribute directly to
them. These are considered in turn below.

Primary researchers

The importance of respecting the interests of primary researchers producing research
outputs to be shared has received considerable attention in the literature (Castellani 2013;
Lopez 2010; Pisani and AbouZahr 2010; Tangcharoensathien, Boonperm, and Jongudomsuk
2010; Whitworth 2010). Research outputs are viewed as valuable resources that are
collected and managed only with considerable effort. Stakeholders from higher and lower
income settings have commented on the importance of ensuring that researchers have the
opportunity to conduct and publish primary analyses of their research and to receive
recognition for producing datasets in the subsequent publications by secondary analysts, in
professional assessments, and in funding applications (Kuntz 2013; Manju and Buckley 2012;
Piwowar et al. 2008; Rani, Bekedam, and Buckley 2011; Rathi et al. 2012). Researchers in
low and middle income settings have also discussed the importance of having the capacity
to curate datasets in a way that maximises their utility, and minimises the possibilities of
flawed secondary analyses and of critiques being made of the primary research.
Commentators have additionally noted that it would be unfair to develop capacity to share
research outputs in low and middle income settings without also developing the capacity for
the primary researchers who generated them to analyse relevant research outputs (Pisani et
al., 2010a; Sankoh & ljsselmuiden, 2011; Walport & Brest, 2011; Whitworth, 2010). Each of
these points are considered in turn below.

Periods of exclusive access to research outputs and publication moratoria

Delays in the release of research data are not universally implemented and the value of
releasing data prior to publication has been widely recognised (Toronto International Data
Release Workshop Authors, 2009). However, many commentators have noted the value of
exclusive fair use periods for researchers in both higher and lower income settings (Geller et
al., 2004; Gotzsche, 2011b; Manju & Buckley, 2012; Pearce & Smith, 2011; Pisani &
AbouZahr, 2010; Pisani et al., 2010a; Rathi et al., 2012; Ross, Lehman, & Gross, 2012; Savage
& Vickers, 2009; Tangcharoensathien et al., 2010; Vickers, 2006). At present there are
significant variations in the length of time before research data are, ranging from set periods
such as 12 months from the end of data collection, or nine months from the dataset
completing quality control, to unspecified lengths of time, which are, in some cases, linked
to the publication of an article with primary findings. Where research outputs are released
prior to publication there may be additional publication moratorium periods imposed, which
are often for set periods of up to 9-12 months. (H3Africa 2014, Joly 2012.)

Particular concerns have been expressed about the abilities of some researchers in low and
middle income settings to effectively compete with more highly resourced secondary
researchers to publish initial and subsequent analyses of data. Exclusive fair use periods
have been implemented in consortia such as MalariaGEN and H3Africa explicitly to ‘assist in
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balancing the significant differences in analytic capacity present in developed and
developing countries’ (Parker et al. 2009).

While such initiatives support researchers’ abilities to publish primary analyses, journals are
increasingly requiring the data underpinning research papers to be made available for
sharing at the time of publication. Researchers in low and middle income settings have
raised concerns that they may not have the opportunity to publish subsequent analyses,
despite requesting that their future analysis and publication plans be respected. For
example, primary researchers may have limited capacity to monitor secondary uses made of
research outputs once released. Additionally, in competitive resource-limited environments
where there are few mechanisms to promote research integrity, and significant mistrust
amongst researchers, concerns arise that publication embargoes may not be respected.
(Hate et al. 2015)

Recognition for the generation of research outputs

Researchers in low and middle income settings have reported experiences of receiving
neither co-authorship nor the acknowledgement that was expected following secondary
analyses of their data (Cheah et al. 2015). The need for those releasing datasets to receive
appropriate recognition has been discussed widely in the literature, and calls have been
made for such contributions to be appropriately recognised in secondary analyses, reviews
of professional development and funding applications (Castellani 2013; Lopez 2010;
Tangcharoensathien, Boonperm, and Jongudomsuk 2010; Whitworth 2010). Co-authorship
on secondary analyses has been discussed as a method of explicitly acknowledging the
scientific contribution of primary producers of datasets (Pearce and Smith 2011; Savage and
Vickers 2009; Merson et al. 2015). However, the contribution of data creators may not be
sufficient to meet journal standards in the absence of a collaborative analysis and significant
contributions to a publication (Anderson and Merry 2009; Expert Advisory Group on Data
Access 2015). Funders may agree on alternative forms of acknowledgement of the
contribution of primary researchers and data curators that should be taken into account in
funding applications. However, professional development reviews in low and middle income
settings that currently focus on authorship may be slow to change, limiting incentives to
devote resources to the curation and release of research outputs.

Building capacity to analyse and share research resources
Fair trade is usually governed by mutually binding agreements and measures. This
implies achieving a balance between the rights and responsibilities of those who
generate data and those who analyse and publish results using those data. Such a
balance lies in ensuring that the means and capacity to share and actively participate in
the analysis of those data are in the hands of those who generate the data and not only
in those who want to analyse it. (Sankoh and ljsselmuiden 2011)

The sharing of high quality research outputs in sustainable repositories requires significant
investment in human resources, technology, and infrastructure. The need for training,
mentoring, and career pathways for primary researchers and specialist support staff who
curate research outputs for release are well recognised (Pisani et al. 2010). Where research
outputs are shared from repositories hosted within low and middle income settings,
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additional expertise is needed to sustain the resource and appropriately manage release.
Supplementary resources are required to monitor secondary uses of research data, respond
to queries from data accessors, and evaluate results of secondary analyses. Researchers
with limited experience of sharing research outputs may find it challenging to accurately
identify and develop budgets for the resources needed to support data management and
equitable release. Funders have been enjoined to establish the costs of sharing research
outputs both in the short term, and in relation to sustainable sharing beyond the duration of
individual grants (Expert Advisory Group on Data Access 2015).

Equitable output sharing requires that in addition to building capacity to curate and release
research outputs, researchers in low and middle income settings should have the capacity
and resources to conduct high quality analyses of their research data (de Vries et al. 2015;
Parker et al. 2009). Experience and expertise in analysis may be developed with appropriate
training, mentorship and participation in collaborative research. Researchers in low and
middle income settings may also require resources to address technological barriers to
analyses, including out of date computing facilities with insufficient processing power, a lack
of access to relevant proprietary analysis software and insufficient internet access and data
plans to allow data to be uploaded or downloaded. Researchers with less experience of
research design, data curation and analyses, have raised concerns that in the absence of
appropriate capacity development, sharing research outputs may lead to reputational
damage. In particular, experienced and well-resourced secondary users may critique both
the quality of the dataset and the primary research, affecting primary researchers’
reputations, ability to attract research funding, and career development (Bull et al. 2015).

In addition to developing capacities to conduct analyses with their primary datasets,
researchers in low and middle income settings should ideally have similar opportunities to
researchers in high income settings to discover and analyse outputs shared by colleagues
working in relevant areas, and to initiate and participate in research collaborations where
research outputs will be shared (Committee on Data for Science and Technology of the
International Council for Science 2014). While ensuring that research outputs are available
to secondary users in low and middle income settings is an important first step, additional
resources and expertise will often be required for those outputs to be analysed effectively
(Bezuidenhout et al. 2016).

Research participants and their communities

A second core group of stakeholders with interests in the sharing of research outputs are
research participants and the communities from which they are drawn. Potential benefits
and harms that may accrue to participants and communities, and means of equitably
distributing these, are discussed below.

Potential harms to research participants and communities

Research participants and the communities from which they are drawn have multiple
interests which could potentially be adversely affected by inequitable sharing which does
not seek to minimise potential harms. In addition to seeking to protect participants’ privacy,
it is important that processes for sharing data can be responsive to the context in which



data are collected, in order to identify datasets and potential uses of data that are likely to
be sensitive, and to implement appropriate protections.

Equitable access to the benefits of research

When community stakeholders in low and middle income settings have discussed the
possibility of sharing the outputs of research to which they have contributed, there was no
general consensus that direct benefits to research participants were a requirement of
ethical data sharing (Bull et al. 2015). However, they discussed the importance of secondary
research providing indirect benefits, such as addressing health issues of relevance to their
communities. If such issues were not to be addressed, then it was considered important
that secondary research should have the potential to advance health more generally, a view
echoed in higher income settings (Bull et al. 2015; Ipsos MORI 2016).

Commentators have noted that benefits of sharing research outputs may not always be
realised in low and middle income settings. In one example, the World Health Organization’s
sharing of avian flu virus specimens led to the production of vaccines that were
unaffordable in lower income countries that could be affected by a flu pandemic
(Tangcharoensathien, Boonperm, and Jongudomsuk 2010) Research consortia have sought
to encourage equitable sharing of results of secondary analyses that have the potential to
promote health. For example, the MalariaGEN data access agreement states that if the
results of secondary analyses could lead to affordable health solutions in low and middle
income settings, data accessors must agree to:

e offer non-exclusive licenses to such results on a reasonable basis for use in low
income and low-middle income countries

e on request, provide a non-exclusive, royalty-free licence with the right to sub-license
to the Foundation of the National Institutes of Health, USA solely for uses in low
income and low-middle income countries

e provide preferential access to such results to the countries that contributed the
samples from which the data in the MalariaGEN database is derived (MalariaGEN
2008).

Similarly, when reviewing applications for biospecimens the H3Africa Data and Biospecimen
Access Committee will assess the potential for research to be published, lead to patents, or
aid in discovery and development of new therapies (H3Africa Consortium 2015).

To support appropriate benefit sharing and management of intellectual property, primary
researchers and organisations in low and middle income settings will require the power and
capacity to negotiate equitable agreements. Resources such as Chatham House’s Model
agreement for the sharing of public health surviallance data beyond national borders (in
press) and exemplars of data sharing policies, data access agreements and material transfer
agreements developed by funders and research consortia can provide useful resources to
inform such negotiations.
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Potential harms to the research enterprise

Concerns have been raised that requirements for data sharing could have an adverse effect
on the conduct of primary research. Preparing research outputs for sharing requires human,
financial and infrastructure resources which may then not be available for relevant primary
research in a setting. Policies mandating sharing of research outputs could result in
participants not taking part in studies, ethics committees not giving approval, and other
studies not having local resources to be conducted.

The need for appropriate metadata to accompany research outputs is well recognised
(Merson, Gaye, and Guerin 2016; de Vries et al. 2014; Committee on Data for Science and
Technology of the International Council for Science 2014). When researchers in low and
middle income settings are insufficiently resourced to curate, share and analyse their data,
they may have little incentive, or choice, but to release raw data without appropriate
metadata, to comply with data release requirements associated with their research funding
or with journal publication. When research outputs are released without appropriate
metadata, or there are insufficient resources to respond to secondary users’ queries, there
is a high risk that they will be of little utility, or resources might be wasted in secondary
analyses which are then unable to generate valid answers to the research question.

Governance processes for sharing research outputs

The final section of this report focuses on the policies and processes designed to promote
the equitable and ethical sharing of research outputs. In low and middle income settings,
capacity is needed to develop, implement and maintain good governance processes, which
are key to promoting equitable sharing of research outputs. Researchers in higher and lower
income settings have emphasised the importance of data sharing processes being
accountable, efficient, fair and proportionate. Additionally the importance of developing
policies to inform good governance processes has been widely recognised (Bull et al. 2015;
Bull, Roberts, and Parker 2015). Funders are now routinely requiring explicit data sharing
and management plans to be incorporated into grant applications.

To promote equitable research output sharing in low and middle income settings, it is
important that examples of existing good governance practice are readily available, and
resources are available to support the appropriate tailoring of these to specific contexts.
Consortia and research networks focusing on research data from low and middle income
settings, including INDEPTH, MalariaGEN, H3Africa, WWARN and the Mahidol Oxford
Tropical Medicine Research Unit have developed and publicised policies and processes for
curating and sharing research outputs which have been developed in consultation with a
wide range of relevant stakeholders (http://www.indepth-ishare.org/index.php/home;
https://www.malariagen.net/data/our-approach-sharing-data;

http://h3africa.org/consortium/documents; http://www.wwarn.org/working-
together/sharing-data; http://www.tropmedres.ac/data-sharing). Appropriate policies and
processes can also support proportionate review, distinguishing research outputs which
may be released with minimal oversight, from those where a more substantial curation
process is required to appropriately manage potential benefits and harms (Hrynaszkiewicz
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and Altman 2009; Vallance and Chalmers 2013; Toronto International Data Release
Workshop et al. 2009).

When research outputs requiring higher levels of curation are being released, views differ
about the most appropriate mechanisms for curation to manage potential harms and
benefits. Where resources are limited, questions arise, for example, about whether capacity
should be built so that existing research ethics committees can form part of the research
output governance process in low and middle income settings, or whether establishing
dedicated data access committees may be a more appropriate mechanism to protect
stakeholders’ interests (Bull et al. 2015). Funders have also been recommended to consider
whether consolidation of data access committees may be appropriate in some contexts.
Doing so could consolidate expertise and assist to ensure sustained access to research
outputs independently of funding cycles (Expert Advisory Group on Data Access 2015).
Irrespective of the curation method chosen, capacity building, to enable the promotion of
equitable sharing is necessary.

Research ethics committees play an important role in ensuring that sharing is equitable and
ethical, whether they are involved solely in reviewing the primary protocol from which
research outputs are to be shared, or additionally in sharing curation processes.
Unfortunately, collaborative studies where data sharing is planned often raise ethical
concerns for which research ethics committees have limited guidance (Dove et al. 2016).
Resources have been developed to provide training on ethics and best practices in data
sharing to research ethics committees in low and middle income settings
(https://globalhealthtrainingcentre.tghn.org/ethics-and-best-practices-sharing-individual-
level-data-clinical-and-public-health-research/). Further training, and the opportunity for
ethics committees to discuss data sharing issues in regional meetings, is desirable.

Effective governance processes for research output data sharing have multiple potential
benefits, including increasing patient privacy, minimising the likelihood of poor quality
secondary research, promoting compliance with legislation and regulation, promoting
researchers’ abilities to adhere to commitments made during recruitment and fulfil their
responsibilities to ensure data are used ethically (Bull, Roberts, and Parker 2015).
Governance processes can contribute to promoting the interests of primary researchers,
and safeguarding the interests of research participants and the communities from which
they come, preventing an inequitable distribution of harms and benefits. Of particular
importance are the need to ensure consent processes are appropriate, and the need to
protect research participants from potential harms of research, including re-identification,
and stigmatisation of individuals, communities and countries (Cheah et al. 2015; Denny et
al. 2015; Hate et al. 2015; Jao, Kombe, Mwalukore, Bull, Parker, D, et al. 2015; Jao, Kombe,
Mwalukore, Bull, Parker, Kamuya, et al. 2015; Merson et al. 2015).

Although views differ about which stakeholder interests should be represented in
governance processes to promote equitable sharing, the role of local representation is often
acknowledged (Bull et al. 2015). The H3Africa Data and Biospecimen Access Committee
Guidelines, for example, advocate that the committee be comprised primarily of people
working within African countries (H3Africa Consortium 2015). Such representation aims to
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promote trust and counter potential concerns about exploitation, and to ensure that
secondary uses are not offensive to African populations and are relevant to their health
needs.

Collaboration
Scientists from developed countries often take the following approach with researchers in
developing countries: “Share your data with me, you do not have analytical capacities. | will
analyse and publish papers for global public good.” Instead, their approach should be: “We
can analyse the data together and learn from each other for the benefit of all people.” This
approach would gradually create equal partnerships, a level playing field, goodwill and trust
for collaborations beyond simply sharing data. (Tangcharoensathien, Boonperm, and
Jongudomsuk 2010)

The advantages of sharing clinical and public health data through collaborative data-sharing
arrangements in a range of low- and middle-income settings have been recognized in the
literature (Manju and Buckley 2012; Tangcharoensathien, Boonperm, and Jongudomsuk
2010; Whitworth 2010). When discussing preferred approaches to sharing research outputs,
researchers in multiple low and middle income settings have expressed a strong preference
for collaborative approaches to data sharing, irrespective of the presence of appropriate
governance processes (Cheah et al. 2015; Denny et al. 2015; Hate et al. 2015; Jao, Kombe,
Mwalukore, Bull, Parker, D, et al. 2015; Merson et al. 2015). Collaborative research output
sharing was the most familiar form of sharing for most researchers, and considered to be a
key method of minimising risks of sharing and promoting participants’ and communities’
interests. Sharing data within collaborations was thought to support trust building and
capacity development, and to increase the benefits that primary researchers would receive
in terms of acknowledgment and authorship. Secondary analyses would be improved as
relevant contextual elements of the research outputs could be discussed and any errors or
misunderstandings addressed. Collaboration also has the potential to increase the relevance
of secondary research to health needs of participants and communities, and increase the
likelihood that findings with implications for healthcare provision could be translated into
practice.

However, requiring that secondary data analyses can only be conducted within collaborative
relationships has the potential to significantly limit the utility of datasets. Primary
researchers can only be substantially involved in a finite number of collaborative studies,
which limits the nature and range of potentially valuable secondary uses of research
outputs. The Expert Advisory Group on Data Access has recommended that ‘funders should
be clear that using collaboration with the study team as the sole means through which to
allow data to be accessed is not appropriate, other than in exceptional circumstances in
which it can be justified’. (EAGDA 2015) However, given the strong support for, and multiple
perceived advantages of, collaborative data sharing, it is important that this issue be given
careful consideration when developing policies and processes for data sharing in low and
middle income settings.
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Concluding thoughts

Sharing the outputs of research offers the potential to address complex health challenges.
Ground-breaking consortia and research units focused on addressing such challenges in low
and middle income settings have demonstrated that their research outputs can be equitably
released and can contribute to scientific knowledge and health policy. Funders and
advocates of open research now have the challenge of promoting the equitable sharing of
research outputs on a broader scale. Empirical data from low and middle income settings
suggest that a key element in the success of such endeavours will be the development of
trustworthy and trusted policies and processes for such sharing (Bull et al. 2015).
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Annex A

Table 1. Summary of Potential Benefits of and Concerns About Data Sharing.

Reasons to share individual-level data

Concerns about sharing individual-level data

To improve science

Enable verification, replication, and expansion of
research results

Address biases, deficiencies, and dishonesty in
research

Enable novel analyses and increase study power
Improve meta-analyses

Maximize data use, particularly for datasets that
cannot be replicated

Inform research design and research funding
Improve teaching resources

Increase primary data producers’ academic profiles
and collaboration opportunities

May hamper science

Reputational harms of critical secondary analyses
Consequences of flawed/poor quality secondary
analyses

Reduction of incentives for primary research

Increased incentives to conduct short-term research
rather than long-term research

Opportunity costs of curating and sharing data

To improve health

Inform health care planning and allocation

Inform regulatory review

Improve evidence base for clinical decision making
Improve use of health care resources

Improve patient care

May hamper health

Effects of flawed secondary analyses on scientific
evidence base

Burden of evaluating validity of secondary analyses
Effects of second-guessing regulatory procedures,
policies, and processes

Explicit moral claims

Importance of maximizing the value and utility of
data

Promotion of scientific values

Promotion of best practices in research conduct,
analysis, and reporting

Demonstration of respect for research participants
Promotion of the public good

Explicit ethical issues

Protection of participants’ privacy and confidentiality
Validity of consent, including broad consent

Potential harms of secondary research for research
participants including discrimination and stigma
Researchers’ ability to fulfil commitments made to
research participants during data collection

Effects of moral distance and limited awareness of the
context in which data were collected

Potential impacts on public trust and confidence of
conflicting analyses

Balancing the interests of differing stakeholders in data
sharing

Making best use of limited research resources

Barriers to sharing

Costs of developing and maintaining appropriate
expertise and infrastructure

Curation costs

Ownership, intellectual property rights, and commercial
confidentiality

Lack of policies and processes

Reproduced from Bull, S, N Roberts, and M Parker. 2015. 'Stakeholder perspectives on sharing de-
identified individual-level data from medical and public health research: a scoping review', Journal of

Empirical Research on Human Research Ethics, 10: 225-38.
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