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Introduction 

 
This document describes the Data Access and Sharing Policy for the Million Women Study. 
Its purpose is to define policy and procedures for the study to allow appropriate data sharing 
for scientific research, and to ensure adherence to the common principles on data sharing 
outlined by Research Councils UK (1,2) and by the Expert Advisory Group on Data Access 
(3). Million Women Study data are held by the Cancer Epidemiology Unit (CEU), Nuffield 
Department of Population Health (NDPH), University of Oxford as part of the Richard Doll 
Centenary Archive. This policy is consistent with the Data Access and Sharing Policy of the 
Richard Doll Centenary Archive, and with NDPH Information Security Policies. 
 
This policy does not cover Freedom of Information requests or data subject access requests 
under the Data Protection Act. 
 
The aims of the Million Women Study are to study major modifiable causes of morbidity and 
mortality in women in middle and old age, by conducting high quality research that generates 
reliable results about the causes of, treatments for, and public health impact of, such 
diseases. The study welcomes data sharing that furthers these aims. Responsible sharing of 
publicly-funded research data is encouraged by major UK public and charitable funders, and 
means that the public health value of information such as that collected over many years by 
the Million Women Study can be maximised.  
 
 
Core Principles for Data Access 

The Million Women Study recognises the central principle that publicly-funded research data 
are a public good, produced in the public interest, and that such data should be 
appropriately preserved and made available for new research purposes in a timely and 
responsible manner.  
 
Unregulated access to our study data is not possible. As was standard practice at the time, 
Million Women Study participants were not asked specifically for consent to data sharing 
with outside bodies at recruitment in 1996-2001. Information was received in confidence 
from study participants, and they were told that information and biological samples would be 
treated with absolute confidentiality and used only for medical research. We have the 
responsibility to ensure that data and samples are accessed only by bona-fide researchers 
of high scientific probity who have agreed to abide by the requirements described in this 
document and by any contractual arrangements with funders and with external suppliers of 
the data relevant to the dataset, and who have any necessary ethics and regulatory 
approvals in place. 
 
Million Women Study policy on data access is based on the need to: 
 

 protect participants, honour our commitments to them and act within the scope of 

their informed consent 
 

 ensure compliance with legal and regulatory requirements (e.g. the Data Protection 

Act 1998 and the Human Tissue Act 2004) 
 

 prioritise access to those parts of the resource which are limited in availability, 
especially the depletable resource of biological samples 
  

 foster high quality research 
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Data and biological sample resources 

This policy applies to all Million Women Study information resources held by the Cancer 
Epidemiology Unit (CEU), including the following categories: 
 

 data on individual participants in epidemiological studies, including detailed personal 
information related to individuals' health; these data are derived partly from 
information received in confidence from participants, and partly from data received 
from NHS Central Registers, NHS Cancer Screening Centres, clinical records, and 
from other equivalent sources 
 

 data, materials and results from analyses and investigations conducted using the 
resource biological samples 

 
 
Million Women Study data are held securely and in accordance with the Data Protection Act 
and other legal and regulatory requirements. The Cancer Epidemiology Unit holds NHS IG 
Toolkit approval. Our data security and governance policies are available at: 
https://www.ceu.ox.ac.uk/policies2 
 
 
Terms of access to Million Women Study data 

As data custodian, the Million Women Study recognises its responsibility to maintain and 
preserve data for future use and to regulate data access. Data security is an integral part of 
our study, which conforms to the Cancer Epidemiology Unit Information Security and 
Governance protocols. 

Access to data relating to individuals' health, lifestyle and environment, biological samples 
and data derived from samples will only be permitted by application and under a Data 
Transfer Agreement. The application process is summarised below (p6). Access will be 
permitted only for research use that is consistent with the purpose of the original research 
study, has as appropriate been ethically and scientifically approved by independent 
reviewers and is consistent with the existing study ethics framework and with participants' 
consent. 

Identifying data will not be made available to external researchers. Identification of 
participants will be forbidden under the terms of the Data Transfer Agreement and we will 
take further steps to minimise risk of re-identification, supplying datasets labelled with study-
specific pseudo-ID numbers, suppressing small numbers and providing data at the minimum 
level necessary for analyses (e.g. month/year of birth, not full date of birth). 

The study investigators will not collaborate with any user or group of users on an exclusive 
basis, although access to the depletable parts of the resource will necessarily be limited. 
Prioritisation of requests for access to depletable biological samples will be determined 
according to criteria to be set by the study’s Advisory Committee. 

Applications for funding for research including data from the Million Women Study will be 
required to include a CEU study investigator as a co-applicant.  

Privileged use of study data by Million Women Study researchers 

The study team may claim exclusive use of data for their funded research during the period 
of funding (generally, 3-5 years) and for 12 months thereafter. Data are otherwise available 
for sharing, although the scale and complexity of the dataset and the time needed for data 
entry and validation/checking after data collection mean that there can be several years 
between acquiring data and their being ready to use in analyses. Data sharing through 
collaboration with the study team may allow external researchers to use study data sooner 
than this. 
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Ethics and Governance approvals 

Obtaining ethical approval from the collaborator's ethics committee is the responsibility of the 
requester. The requester, in conjunction with the Million Women study investigators, may 
also need to obtain approval from the Research Ethics Committee responsible for the Million 
Women Study. Local Research Governance approvals, if required, are the responsibility of 
the requester. Approval(s) required from other bodies (e.g. NHS Digital or the Office for 
National Statistics, required for the sharing by the Million Women Study of linked health data 
are the responsibility of the requester, but applications should be made in conjunction with 
Million Women Study investigators. 

 

Data transfer Agreement 

Access to anonymised individual participant information or to biological samples is permitted 
only under a Data Transfer Agreement. This will specify the user and the specific purpose for 
which data will be made available. It will include standard terms as to ownership, exploitation 
and dissemination of results, including the return of results to the study for incorporation into 
the resource. It will specify the fee payable and include requirements that the user conform 
to Ethics and Governance terms for the secure management of confidential and sensitive 
information, the terms of the participants' consents and to this and to the Richard Doll 
Centenary Archive Data Access policies. Intellectual Property rights will be defined as 
appropriate for each Agreement. 

Tabular data or specific requested analyses may be shared without a formal agreement if 
the Principal Investigators feel this is appropriate. 

 

Fees 

Collaborators are expected to contribute financially to the cost of data sharing (including 
preparation of tabular data); such contributions will include data access and service fees at a 
level no less than the administrative cost to the study of collaboration (preparation of data for 
sharing, etc.) and may by agreement be 'in kind'. 

 

Publication of agreed data sharing projects  

The Million Women Study, through the Richard Doll archive,  will reserve the right to publish 
the title, the names(s) and affiliations(s) of the Chief Investigator(s), a lay summary and lay 
and scientific abstracts of each piece of collaborative research for which access to the 
resource has been granted, before identification or publication of results. 

 

Notification of progress and feedback of enhanced data 

Collaborators will be required to submit regular progress reports to the Million Women Study 
investigators. Accountability to funding bodies for collaborative projects is the responsibility 
of the grant holders i.e. the joint responsibility of the collaborator(s) and the Million Women 
Study as co-applicants. 

All information (including results of analyses of biological samples) relating directly to study 
participants in all collaborative or external projects becomes part of the existing study. Users 
of study data will be required to provide the study with a copy of all the results from their 
research based on this material, including negative findings and supporting data, for 
incorporation into the resource under the same access terms (allowing for a period of 
protected access by the original collaborator) as those applying to the original data. Users of 
samples will be required to provide sufficient details of the assay techniques for other 
researchers to comprehend the results. 
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Publication of results 

Where the Million Women Study is the sole or most substantial source of data for a 
publication, the study should be named in the Title, Subheading or Abstract of the paper. 

Co-application for funding with a CEU research study investigator has no significance in 
itself in relation to named co-authorship of scientific papers. However in order to recognise 
the contribution made by past and current staff and collaborators (e.g. NHS Cancer 
Screening Centres) to setting up and maintaining study resources the Million Women Study 
team, and if appropriate individual investigators, will be named as co-authors on any 
publications. 

Each paper to be submitted for publication by collaborators must be forwarded to the study 
investigators for consideration at least 28 days before submission. 

 

Theses 

We request that we are provided with an electronic copy of any thesis using Million Women 
Study data as soon as possible after a degree is awarded. 

 

Media and press releases 

All press releases on research arising from the study must be prepared in conjunction with 
the Million Women Study Investigators, or a Press team designated by them.   

 

Constraints on data access and use 

Data supplied will be used for the purposes of medical research only and within the 
constraints of the consent under which the data were originally gathered, and of any 
contractual agreements between the study from which data are requested and its funders or 
external data sources. Access will not be permitted for purposes other than scientific 
research (for example, for police or forensic use) except where required by court order. 

Where demand for material exceeds its availability or staffing resources are insufficient to 
make data available, access will be prioritised by the Advisory and Oversight Committees on 
scientific merit.  

Data or samples may not be transferred to third parties, i.e. those other than Requesters 
named at the time of the original application or in subsequent applications and specified in 
the Data Transfer Agreement or later amendments. 

  

Application Process for access to Million Women Study data 

Initial enquiries should be made by email through the Richard Doll Centenary Archive Data 

Access Coordinator richard.doll.archive@ceu.ox.ac.uk using the Million Women Study 
Preliminary Enquiry Form. A study Investigator will then contact requesters to discuss the 
application.  

Requesters should be employees of a recognised academic institution, health service 
organisation or other research organisation with experience in medical research; and should 
be able to demonstrate, through their peer-reviewed publications in the area of interest, their 
ability to carry out the proposed study. Applications on behalf of students should be made by 
the research supervisor. 

If the request proceeds, we will require details of the proposed study and of relevant 

funding on the full Data Access Application Form. Applications for any NHS linked data must 
be able to demonstrate the benefit of the use of these data for health and social care 
purposes.  Applications may be sent for scientific review by independent peer reviewers. The 
request will be considered formally by the Million Women Study Principal Investigators and 

mailto:richard.doll.archive@ceu.ox.ac.uk
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by the study’s Advisory Committee (Annex A). Their decisions are overseen by the Richard 
Doll Centenary Archive Data Access Oversight Committee (Annex B), which has 
independent scientific representation and which also acts as an appeals body for disputed 
decisions. As a study receiving Medical Research Council funding, the MRC is also able to 
advise in the case of disputed access. 

An outline of the Data Access process is shown in Annex C. 

 

References 

1. Research Councils UK common principles on data policy:  
http://www.rcuk.ac.uk/research/datapolicy/  

2. MRC Policy and Guidance on Sharing of Research Data from Population and Patient 
Studies http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC008302 

3. Expert Advisory Group on Data Access Report, Governance of Data Access. June 
2015, Cancer Research UK, ESRC, MRC,Wellcome Trust: 
http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-
sharing/EAGDA/wtp059350.htm 

 
 

Annex A: Membership of the Million Women Study Advisory Committee 

Chair   Professor Carol Dezateux, University College London 
 
CEU members Professor Dame Valerie Beral, Million Women Study  
   Professor Jane Green, Million Women Study 
   Professor Julietta Patnick, University of Oxford 
 
External members Professor Emily Banks, Australian National University; 45 & Up Study 
   Dr Lucy Carpenter, Lay Member 
   Professor Sir Richard Peto, University of Oxford 
   Professor Cathie Sudlow, University of Edinburgh; UK Biobank 
   
                                     
 
Secretariat                  PA to Professor Valerie Beral 
            
 
Annex B: Membership of the Richard Doll Centenary Archive Data Access Oversight 
Committee 

Chair              Professor Dame Anne Mills (London School Hygiene & Tropical 
                                   Medicine) 
  
   
External Members  Dr Janet Valentine (Medicines and Healthcare products Regulation 
Agency)  

Professor Peter Sandercock (University of Edinburgh) 
   Mr Jonathan Sellors (Legal Counsel, UK Biobank) 
                                                                       
NDPH Members  

Professor Jane Armitage (Clinical Trial Service Unit) 
   Professor Sarah Parish (Clinical Trial Service Unit) 
    Professor Jane Green (Cancer Epidemiology Unit) 
                                   Professor Jenny Kurinczuk (National Perinatal Epidemiology Unit) 
                                   Dr Michael Lay (NDPH Information Governance Lead)  
                                      
Secretariat:  RDCA Administrator 

http://www.rcuk.ac.uk/research/datapolicy/
http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC008302
http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-sharing/EAGDA/wtp059350.htm
http://www.wellcome.ac.uk/About-us/Policy/Spotlight-issues/Data-sharing/EAGDA/wtp059350.htm
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Annex C: Flowchart of Data access process

 


