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Key messages 
 

 We believe strongly that the outputs of research funded by public and charitable bodies should 
be preserved and shared in a manner that maximises the resulting benefit for society. 

 The regulatory framework must achieve an appropriate balance that provides adequate 
safeguards for sensitive data in a manner proportionate to the risks, whilst enabling legitimate 
access to key research and public datasets for uses in line with the public good. 

 Any research data that are shared must conform to appropriate quality standards and be 
presented in a format that enables their use by others. 

 A range of stakeholders – including funders, researchers, research institutions and publishers 
– each have key roles to play in ensuring that research data are made available for re-use in a 
timely and responsible fashion. 

 The Wellcome Trust is working with other funders and the broader research community, both 
within the UK and internationally, to take forward a range of activities to develop the culture 
and resources required to enable the effective sharing and use of research data. 

 
Introduction 
 
1. The Wellcome Trust is pleased to contribute to the Royal Society’s study on ‘science as a 

public enterprise’.  As a charitable foundation dedicated to supporting research and its 
application to enhance human and animal health, we believe passionately that research 
outputs – including research papers and data – should be preserved, managed and shared in a 
way that maximises their long-term value. 

 
2. As research disciplines across the spectrum of science generate increasingly vast and 

complex datasets, providing the resources needed to manage these outputs represents a 
critical challenge for the research community.  But there are also tremendous opportunities for 
researchers to mine and link these data in new ways to advance discovery and to deliver new 
economic and healthcare benefits. 

 
3. Our submission provides brief comments in response to the eight questions set out in the 

consultation document.  We have also appended a briefing document summarising the 
Wellcome Trust’s current work in this area (Annex A). 

 
Q1.  What ethical and legal principles should govern access to research results and data? 
How can ethics and law assist in simultaneously protecting and promoting both public and 
private interests? 
 
4. For research funded by public bodies and by charities, we believe there is an obligation to 

ensure that the outputs are used in a way that maximises the return to society.  For peer-
reviewed research publications, our strong view is that these should be freely accessible to all 
so that the knowledge they provide can be used to further research and its application.  For 
research data, we consider that datasets of wider value should be preserved and made 
accessible to users in a timely and responsible manner, with as few restrictions as possible. 
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5. In order to have value to others, any research outputs that are shared must be of a sufficiently 

high quality and in a format that enables their use.  For publications, peer review is a well-
established mechanism for ensuring expert scrutiny of research findings to verify that they are 
justified by the results and methodologies presented.  For research data, it is vital that 
appropriate quality standards are applied and that sufficient metadata are provided to enable 
their interpretation and use.  Getting data into such a form may carry significant resource 
implications for researchers which need to be balanced against the value the data will have to 
other users.  Established data repositories, such as the European Bioinformatics Institute and 
the UK Data Archive, play a vital role for the research communities they serve in ensuring that 
the data they hold conform to agreed standards and are curated for the long-term. 

 
6. In some cases, delays in sharing will be appropriate to ensure intellectual property protection is 

obtained and used in a manner that will enable innovative applications to be developed for the 
public benefit. 

 
7. Limits to data sharing are also required for research that involves the collection and use of 

sensitive data on research participants.  For such research, protecting the privacy and 
confidentiality of participants is paramount, and it is vital that data are used in way that is fully 
consistent with the consent under which it was provided.  However, whilst safeguards are 
essential, they must be proportionate to the risk and should not unnecessarily prevent 
legitimate research uses.  Indeed, we would suggest that there is an ethical imperative, and an 
obligation to participants who typically provide their data for altruistic reasons, to ensure as 
much value as possible is derived from the materials and data that are contributed. 

 
8. Similar arguments apply when considering the case for enabling research access to data held 

by governmental or public bodies, the use of which may offer enormous potential to enhance 
the lives of citizens and enhance service delivery.  Overall, we would argue that the regulatory 
framework must aim to balance the need to protect the privacy of personal data with the need 
to facilitate legitimate research access in a safe and secure manner. 

 
9. In order to better achieve this balance in the UK, we believe that key priorities should include: 
 

 addressing the current lack of clarity in the application of the UK Data Protection Act (DPA) 
in the context of research – in particular, the status of pseudonymised data – and ensuring 
revision of the European data protection directive makes adequate provision for research; 

 progressing the establishment of “safe haven” mechanisms to enable secure research 
access to key public datasets (as proposed in the Thomas/Walport review); 

 resolving the regulatory landscape governing the use of patient data in health research 
(which includes the DPA, Section 251 requirements and Cauldicott Guardians). 

 
10. A further issue of key importance is that there are growing expectations from the public to be 

able to access and control the use of their personal data, and use it to inform decision-making.  
In the context of research involving human participants, there is an increasing need for 
researchers to provide ongoing communication and feedback to participants on how their data 
is being used and the value that it is generating. 

 
Q2.  How should principles apply to: 
a. publicly-funded research conducted in the public interest? 
b. privately-funded research involving data collected about or from individuals and/or 

organisations (e.g. clinical trials)? 
c. research that is entirely privately-funded but with possible public implications? 
d. Research or communication of data that involves the promotion of the public interest 

but which might have implications from the privacy interests of citizens? 
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11. As outlined above, we believe that publicly-funded data should be managed and shared in 
ways that maximise the resulting benefit to society.  Where research involves the use of 
personal data, it is vital that appropriate safeguards are applied, but these should not unduly 
restrict research uses of data in the public interest. 

 
12. For all research, whether public or private, it is a fundamental requirement as part of good 

scientific practice that, on publication, the data underpinning the results are made available to 
other researchers.  In the case of clinical trials and other areas with clear public safety 
implications, we would agree that there is an additional ethical imperative to ensure that all 
data of relevance to the safety and efficacy of a product is disclosed openly.  Beyond this, 
there is a wealth of data held by private companies which could be of enormous value for 
research, and scope for companies to work with other partners to enhance access to these 
data in a way that benefits all.  There are promising examples of innovative public-private 
partnerships that are seeking to enhance access to these data – for example, the Sage 
Bionetworks initiative. 

 
Q3.  What activities are currently under way that could improve the sharing and 
communication of scientific information?  
 
13. Many research funders now have explicit policies that require those applying for funding to 

submit a data management and sharing plan, which is assessed as an integral part of the 
application.  There is ongoing dialogue between funders, both within the UK and 
internationally, together with the wider research community aimed at harmonising policies and 
developing guidance for researchers in planning their approaches for sharing data.  Institutions 
also have a key role to play in supporting researchers in developing and delivering data 
sharing plans.  JISC, the Digital Curation Centre and the Research Information Network are 
taking forward important work to support UK universities and other stakeholders in this regard. 

 
14. The Wellcome Trust is also engaged in several major activities at UK and international level 

that are aiming to build the culture and resources needed to support data sharing.  Our current 
activities, which are described in more detail in the Annex, include: 

 
 working with other major funders of global health research at an international level to 

implement a joint statement of purpose on sharing research data to improve public health, 
which was published in January 2011; 

 participating as a partner in the European ELIXIR initiative, which is seeking to build a 
sustainable model for life sciences data infrastructure; 

 taking forward work with ESRC, MRC and Cancer Research UK aimed at building data 
access and governance processes for major genetic and cohort studies. 

 
15. We are also working in partnership with others to ensure research publications are freely 

available, and to drive the transition to open access publishing.  In particular: 
 

 we have had a policy for over five years requiring that all papers supported by our funding 
are made available in the PubMed database within six months of publication; 

 we support the UK PubMed Central Repository in partnership with a consortium of UK and 
European funders; 

 we are developing a new top-tier, open access e-journal in partnership with the Howard 
Hughes Medical Institute and Max Planck Society. 

 
16. Finally, the Wellcome Trust supports a range of activities to support public engagement and to 

provide opportunities and training for scientists to engage public audiences on their research 
and its implications for society. 
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Q4.  How do/should new media, including the blogosphere, change how scientists conduct 
and communicate their research? 
 
17. The growth of social media is providing exciting opportunities for researchers to share their 

findings and to collaborate in new ways to advance knowledge and generate new ideas.  The 
move towards open access publication enables research papers to be freely accessed and 
scrutinised, and for research to be assessed on its own merits no matter where it is published.  
It also offers the potential to apply a range of new metrics to assess the relative impact and 
usage of research that move beyond journal impact factors.   

 
18. Online tools also offer new avenues for scientists to communicate with the public and engage 

in dialogue and debate.  The Wellcome Trust has funded several activities in this area.  One 
excellent example is the “I’m a scientist, get me out of here” project which brings together 
scientists and students to discuss a range of issues – scientific and otherwise.  The same team 
have recently launched a new initiative “I’m a scientist, decipher my data!” in which scientists 
and students will work together on real research projects.  A second example is “The Naked 
Scientists” who have built a significant online resource and discussion forum alongside their 
radio broadcasts. 

 
Q5.  What additional challenges are there in making data usable by scientists in the same 
field, scientists in other fields, ‘citizen scientists’ and the general public? 
 
19. Enabling effective data sharing in the research community will require the development of the 

technical resources and cultural practices needed to underpin it.  Even within the biomedical 
sciences, the current situation is very far from uniform - different data types raise very different 
issues, and different fields are at very different stages in terms of the resources and tools that 
are available, and the extent to which researchers have embraced a culture of sharing data. 

 
20. Nevertheless, a number of key high-level challenges are common across most research areas: 
 

 infrastructure – there is a lack of data repositories in some fields, and a lack of 
sustainable funding for repositories and data resources where they do exist; 

 technical standards – there is a need to develop and roll out data standards, metadata 
formats and analytical tools that underpin sharing and interoperability; 

 capacity and skills – there is shortage of specialist informaticians and data curators, 
together with a need for informatics training for researchers across the board; 

 culture and incentives – there are often insufficient incentives for researchers to support 
data sharing, and there is a need to recognise the contributions of researchers who 
generate and share key datasets. 

 ethical considerations – as noted above, where studies involve the collection of sensitive 
data about research participants, there is a crucial need to establish appropriate and 
proportionate safeguards to protect confidentiality. 

 
21. Making research results available to public audiences in a usable manner would typically 

require additional work to set out the context of the work in accessible terms and provide a 
balanced summary of the implications.  Disseminating data in isolation may indeed lead to 
inadvertent harms in some sensitive areas, with risks of misinterpretation and in some cases 
stigmatisation of individuals and groups.  It is also vital that communication of results 
recognises the vital role of peer review in ensuring reported findings are robust. 

 
22. Whilst researchers should maximise opportunities to engage public audiences on their work, it 

will often be more appropriate for other types of organisations to take responsibility for 
appraising results generated across studies and their meaning, and communicating this to the 
public in an accessible manner.  Such organisations may include, for example, publicly-funded 
bodies, disease-specific charities and scientific societies.  There are pressing unmet needs in 
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some areas - for example, rapid advances in genetics research combined with the availability 
of direct-to-consumer tests, has created a real need for trusted information sources to be 
provided which help the public to understand and use complex risk-based genetic information. 

 
Q6.  What might be the benefits of more widespread sharing of data: 
a. for the productivity and efficiency of scientific research? 
b. for new sorts of science? 
c. for public policy? 
d. for other social benefits?  
e. for innovation and economic growth? 
f. for public trust in the processes of science?  
 
23. In short, we believe that data sharing offers important benefits in all of these areas.  We would 

summarise the key benefits as: 
 

 allowing data to be used in ways beyond the purposes for which it was originally collected; 
 providing new opportunities for innovation to accelerate discovery and improve public 

services; 
 enabling the verification of published scientific findings; 
 enhancing the efficiency of research through reducing duplication; 
 ensuring greater transparency in the research enterprise; 
 promoting public trust in the integrity of science; 
 providing opportunities for increasing personal choice. 

 
Q7.  How should concerns about privacy, security and intellectual property be balanced 
against the proposed benefits of openness? 
 
24. This is addressed under our response to Q1.  Funder policies, including those of the Wellcome 

Trust, recognise that limits on data sharing are appropriate to enable the protection of 
intellectual property in the public interest, and to safeguard the privacy and security for 
sensitive data.  But such limits should be proportionate and not unduly delay or restrict the 
sharing of datasets of value to researchers and other users. 

 
Q8.  What should be expected and/or required of scientists (in companies, universities or 
elsewhere), research funders, regulators, scientific publishers, research institutions, 
international organisations and other bodies? 
 
25. Each of these stakeholders has a key role to play in enabling data sharing for maximum 

benefit: 
 

 Funders have responsibility for requiring and assessing data sharing plans as part of the 
funding decision, ensuring that they are adequately resourced, and monitoring their 
implementation in an appropriate manner. 

 Researchers in receipt of public and charitable funds who generate data have a 
responsibility for implementing data sharing plans and developing them on an ongoing 
basis as their research progresses.  Similarly, researchers who use data also have an 
obligation to ensure that they adhere to the conditions under which they accessed the data, 
and give due recognition to those who generated the data. 

 Institutions have a key role in developing policies, resources and the culture to support their 
researchers and enable them to maximise the value of their data. 

 Journals can make a major contribution in requiring the deposition and sharing of data 
reported in publications, in line with accepted community norms. 

 International organisations can adopt an important coordinating function and develop 
overarching principles and standards to promote data sharing for the public good. 
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Additional issues 
 
26. A related area of concern is the barriers that existing UK copyright laws present to research 

uses of published materials.  Current copyright processes have failed to keep pace with 
developments in the digital age, and limit the potential for researchers to use text and data 
mining tools to extract added value from the wealth of information contained in published 
works.  These issues were considered in depth in the Hargreaves review, which was published 
in May 2011, and we urge the Government to implement its recommendations for reform of the 
copyright system without delay. 

 
 
The Wellcome Trust 
August 2011 
 
 
The Wellcome Trust 
The Wellcome Trust is a global charitable foundation dedicated to achieving extraordinary 
improvements in human and animal health.  We support the brightest minds in biomedical 
research and the medical humanities.  Our breadth of support includes public engagement, 
education and the application of research to improve health.  We are independent of both political 
and commercial interests. 
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ANNEX A 
 
MAXIMISING ACCESS TO RESEARCH OUTPUTS – CURRENT WELLCOME TRUST 
ACTIVITIES 
 
Introduction 
 
1. The Wellcome Trust is a global charitable foundation dedicated to achieving extraordinary 

improvements in human and animal health.  We have long-standing commitment to maximising 
access to research outputs - including research papers and datasets - and we see this as a 
critical to realising our vision.  This is emphasised in our current ten-year Strategic Plan for 
2010-20, where we commit to work in partnership with others to ensure these key outputs are 
preserved and shared. 

 
Ensuring free access to the published outputs of research 
 
2. Over the last decade, we have also been a prominent advocate of open access publishing 

approaches to ensure research papers are freely available to all at the point of use.  In 2005, 
we introduced an open access policy requiring that all research papers resulting in whole or in 
part from our funding be made freely available in the PubMed Central or UK PubMed Central 
repositories within six months of publication. 

 
3. The Wellcome Trust considers that the costs associated with open access publication are a 

legitimate research expense.  We estimate that making the full published output resulting from 
our funding available in open access form would cost between one and two per cent of our 
total annual research spend – a cost we are prepared to meet.  In order to meet author-pays 
fees, the Trust provides annual ‘block grant’ payments to around 30 of our top-funded research 
institutions.  Researchers based at other institutions may apply for grant supplements to meet 
these costs. 

 
4. In support of our open access policy, we have: 
 

 established the UK PubMed Central resource, in partnership with a consortium of other 
funding agencies and the US National Institutes of Health, as a repository into which 
researchers could submit their published articles; 

 taken forward extensive discussions with publishers to develop publication routes that are 
compliant with our policy; 

 worked with a range of partners to promote the benefits of open access publishing and 
facilitate the trend towards full open access. 

 
5. In June 2011, we announced the establishment of a new top-tier open-access e-journal in 

partnership with the Howard Hughes Medical Institute and the Max Planck Society.  The new 
title will aim to attract the very best research from across the life sciences, and make it 
available in open access form.  All editorial decisions will be made by practising academic 
researchers and the journal will aim to accelerate peer review processes to ensure high quality 
research is made available as soon as feasible. 

 
Maximising access to research data 
 
6. Our philosophy on data sharing was shaped by our participation in the international Human 

Genome Project.  The Wellcome Trust was instrumental in brokering the Bermuda principles in 
1996, which ensured that the human genome sequence was made available immediately in 
public databases with no terms or conditions on its use.  Since this time, we have continued to 
play a prominent role in building policy consensus on data sharing – including through the Fort 
Lauderdale principles (2003) and Toronto Statement (2009) which encouraged pre-publication 
sharing of data assets established as “community resources” in the genomics field. 

http://www.wellcome.ac.uk/About-us/Strategy/index.htm
http://www.wellcome.ac.uk/About-us/Strategy/index.htm
http://www.wellcome.ac.uk/About-us/Policy/Policy-and-position-statements/WTD002766.htm
http://www.wellcome.ac.uk/About-us/Policy/Policy-and-position-statements/WTD002751.htm
http://www.wellcome.ac.uk/About-us/Publications/Reports/Biomedical-science/WTD003208.htm
http://www.wellcome.ac.uk/About-us/Publications/Reports/Biomedical-science/WTD003208.htm
http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-sharing/WTX060361.htm
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7. In January 2007, we published a policy statement on data management and sharing, which 

built on the approach we had taken on open access publishing.  Our policy states that all 
researchers we fund should maximise access to research data with as few restrictions as 
possible.  It introduced a requirement for grant applicants to submit a data management and 
sharing plan as part of their proposal, in cases where the proposed research involves 
generation of datasets that could be shared for added value.  Where required, data 
management and sharing plans, and the costs associated with delivering them, are reviewed 
as an integral part of the funding decision. 

 
8. We undertook a review of the policy and its implementation during early 2010.  We reviewed all 

data management and sharing plans that had been submitted to the Trust to that point, and 
sought the perspectives of researchers, Committee members and staff.  The key finding was 
that there was a lack of clarity among all of these groups over the our specific expectations of 
what a data management and sharing plan should include. 

 
9. The Trust published an updated version of our policy and a new guidance document for 

researchers in August 2010.  Whilst the key elements of our policy remained unchanged, it was 
revised to provide greater clarity and context.  The guidance then provided more specific 
advice for researchers on developing data management and sharing plans.  It is based around 
seven key questions that we expect plans to address: 

 
 What data outputs will your research generate and what data will have value to other 

researchers? 
 When will your share the data? 
 Where will you make the data available? 
 How will other researchers be able to access the data? 
 Are any limits to data sharing required – for example, to either safeguard research 

participants or gain appropriate intellectual property protection? 
 How will you ensure that key datasets are preserved to ensure their long-term value? 
 What resources will you require to deliver your plan? 

 
10. The review also highlighted the need for the Trust to establish more effective processes for 

tracking the implementation of data management and sharing plans during the lifetime of the 
award.  The Trust intends to incorporate this as a key component of ongoing discussions 
between the office and our community of funded investigators. 

 
Building the culture and resources to enable data sharing 
 
11. There has been a growing policy consensus amongst funders in terms of requiring the 

submission of data management and sharing plans.  The Trust’s policy is very much in line 
with the policies of other major funders, such as the UK Research Councils and the National 
Institutes of Health and National Science Foundation in the US. 

 
12. Whilst funder policies and guidance are an important first step, they will only be effective if we 

can succeed in developing a wider research environment that supports data sharing.  Even 
within the biomedical sciences, the current situation is far from uniform - different data types 
raise very different issues, and different fields are at very different stages in terms of the 
resources and tools that exist, and the extent to which the community has embraced a culture 
of sharing data. 

 
13. Nevertheless, a number of high-level challenges are common across the board: 
 

 infrastructure – there is a lack of data repositories in some fields, and a lack of 
sustainable funding for repositories and data resources where they do exist; 

http://www.wellcome.ac.uk/About-us/Policy/Policy-and-position-statements/WTX035043.htm
http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-sharing/Guidance-for-researchers/index.htm
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 technical standards – there is a need to develop and roll out data standards, metadata 
formats and analytical tools that underpin sharing and interoperability; 

 capacity and skills – there is a lack of specialist informaticians and data curators, together 
with a need for informatics training for researchers across the board; 

 culture and incentives –there is a lack of incentives for researchers to support data 
sharing, and a need to recognise the contributions of researchers who generate and share 
key datasets. 

 Ethical considerations – where studies involve the collection of sensitive data about 
research participants, there is a crucial need to establish appropriate and proportionate 
safeguards to protect confidentiality. 

 
14. The Wellcome Trust is committed to working in partnership with other funders to address these 

challenges, and is engaged in discussions at UK, European and global level.  As an 
international funder, a key challenge for us is to support the development of principles at a 
global level and their implementation at a national level in a manner appropriate to local 
contexts.  Some of our major ongoing activities are highlighted below. 

 
Building global partnerships: sharing research data to improve public health 
 
15. Since 2008, the Wellcome Trust has been working in partnership with other global health 

funders to increase the availability of research data in the field of epidemiology and public 
health.  In January 2011, the Trust and 16 other major funding organisations published a joint 
statement of purpose in which they committed to work together to increase the availability of 
research data in ways that are equitable, ethical and efficient. 

 
16. The statement set out a series of high-level goals – some immediate and some longer-term - 

which the signatories committed to address in the context of their own legal and operational 
frameworks.  In order to identify opportunities for joint activities to further these goals, the 
partners have established three working groups focused on infrastructure and tools; culture 
and incentives; and capacity and skills.  A broad range of funders are taking part – including 
governmental funders (US National Institutes of Health, UK Medical Research Council, DFG); 
charitable foundations (Bill and Melinda Gates Foundation, Hewlett Foundation) and 
international organisations (WHO and World Bank). 

 
Regional cooperation (European Union): ELIXIR 
 
17. The Wellcome Trust is a partner in the ELIXIR (European Life Sciences Infrastructure for 

Biological Information) initiative, which aims to create a sustainable funding model for biological 
information infrastructure in Europe.  The preparatory phase has involved 32 partner 
organisations from 13 EU member states, and is being led by the European Bioinformatics 
Institute (EBI), which is located on the Wellcome Trust Genome Campus in Hinxton, 
Cambridgeshire.  The organisational structure for ELIXIR is currently being established: it’s 
success will be important in helping to put key European data resources, including the EBI, on 
a more sustainable footing. 

 
National policy coordination (UK) 
 
18. The Wellcome Trust and other UK funders have made significant investments in large-scale 

genome-wide association and cohort studies, which gather genetic and medical data on large 
groups of research participants.  Much of this data can only be made available to researchers 
under managed access arrangements.  The Trust been working with other major UK funders – 
the Medical Research Council, Economic and Social Research Council and Cancer Research 
UK – to develop common policy principles for the processes and governance structures these 
key studies should have in place. 

 

http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-sharing/Public-health-and-epidemiology/WTDV030689.htm
http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-sharing/Public-health-and-epidemiology/WTDV030689.htm
http://www.elixir-europe.org/page.php
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