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Abstract:
In this chapter we explore the topic of data sharing in the context of uterus transplantation (UTx), and both the benefits and challenges that may arise from a commitment to data sharing in this arena. In section II we explore some of the benefits that may be produced through an open approach to data sharing and forward ethical arguments suggesting an obligation to share data absent compelling competing considerations. In section III, we outline several concerns that may be expressed regarding open data-sharing (e.g., worries regarding privacy, confidentiality, and fairness to researchers). In section IV we explain how data is currently shared by clinicians conducting research into UTx and discuss several concerns that may be raised regarding these practices. In section V we then discuss the way forward for data sharing in UTx, addressing the question of how data sharing practices may be improved in this context. 
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I. Introduction

As of February 2023, over 100 uterus transplantation (UTx) procedures have been performed worldwide, and over 40 live births have been recorded in UTx recipients.[footnoteRef:2] A search on PubMed using the term “uterus transplant*” yields over 3000 results and increasing numbers of research centres are now performing or planning to perform UTx, both within and outside of clinical trial protocols. While it may, initially, have been easy for teams conducting/planning UTx to keep themselves abreast of developments in this nascent area of research through both various methods of data-sharing and collaboration, this is becoming a far harder task. Case numbers are increasing, variations in surgical techniques and treatment protocols are expanding increasing the difficulty of making accurate comparisons of research conducted by different teams, increased numbers of publications mean increased potential for reporting biases, and as UTx becomes a more established procedure (and a less novel and exciting prospect for publishers) research results may prove harder to publish.  [2:  Email from International Society of Uterus Transplantation Mailing list to authors (1 March 2022)] 


Given such challenges, and as with medical research more generally, questions therefore arise regarding the extent to which those conducting research into UTx may be obliged to ensure that their results and data are made as widely available as possible to inform the development, performance, regulation, and public understanding of UTx over the years to come. This is especially pertinent given the novelty of UTx, its status as both transplant and reproductive technology and the different regulatory demands of these two areas of medicine, as well as the significant risks to living donors, recipients, and children posed by its performance. UTx is currently still in its infancy and therefore paying careful attention to the requirements underpinning good data sharing practices is liable to significantly and positively impact its development, serving as a model for future health innovation and research practices.

In this chapter we therefore explore the topic of data sharing in the context of UTx, and both the benefits and challenges that may arise from a commitment to data sharing in this arena. In section II we explain some of the benefits that may be produced through an open approach to data sharing and forward ethical arguments suggesting an obligation to share data absent compelling competing considerations. In section III, we explore several concerns that may be expressed regarding open data-sharing (e.g., worries regarding privacy, confidentiality, and fairness to researchers). In section IV we explore how data is currently shared by clinicians conducting research into UTx, and we discuss several concerns that may be raised regarding these practices. In section V we discuss the way forward for data sharing in UTx, addressing the question of how data sharing practices may be improved in this context. 


II. Data Sharing: Benefits and Obligations?

Throughout this chapter we explore the practice of data sharing in medical research and thus use the term ‘data sharing’ to refer to practices (both formal and informal, and coordinated and uncoordinated), in which data, gathered as part of both clinical research and practice, is made accessible by researchers for the use of others (e.g., named individuals, groups, or to the public more generally). Provided it is in keeping with relevant legal, disciplinary, ethical, and regulatory frameworks, the practice of data sharing in medical research is widely supported by governments worldwide such as:  the European Commission which views ‘open access to publications and research data’[footnoteRef:3] as a cornerstone of its ‘Open Science’ policy, and the United Kingdom (UK), which has noted plans to mandate open publication and strongly incentivise open data sharing for government funded research.’[footnoteRef:4] This commitment is also echoed by numerous international groups and funders of scientific research. These include:  the World Medical Association (WMA), which in the 2013 update to the ‘Declaration of Helsinki’ stated a duty on the part of researchers “to make publicly available the results of their research on human subjects”[footnoteRef:5]; the World Health Organisation (WHO), which in its ‘Data Principles’ note their commitment to releasing and sharing data publicly where to do so is safe and ethical[footnoteRef:6]; the UK’s National Institute for Health Research (NIHR) which states its “strong support” for the “appropriate” sharing of data as part of its commitment to “continuous improvement in the field of research openness and transparency”[footnoteRef:7], and The US National Institutes of Health (NIH) makes clear its expectation that data from NIH funded research and institutions “should be made available to the public through effective and efficient data management and data sharing practices”[footnoteRef:8] where possible.  [3:  European Commission, Open Science (2019). [online] Available at: <https://ec.europa.eu/info/sites/default/files/research_and_innovation/knowledge_publications_tools_and_data/documents/ec_rtd_factsheet-open-science_2019.pdf> [accessed 18 May 2022], 1]  [4:  Department for Business, Energy, and Industrial Strategy, UK Research and Development Roadmap (2020). [online] Available at: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/896799/UK_Research_and_Development_Roadmap.pdf, [accessed 18 May 2022], 51]  [5:  World Medical Association, Declaration of Helsinki. (2013) 310(20) JAMA 2191, s. 36. ]  [6:  World Health Organisation, World Health Organization Data Principles (2020) [online] available at: <https://cdn.who.int/media/docs/default-source/world-health-data-platform/who-data-principles-10aug-(3)_64f62ef2-254b-41f4-9e3e-57ee6330b0bb.pdf?sfvrsn=3d89acf0_6> [accessed 18 May 2022], 6]  [7:  National Institute for Health Research, NIHR position on the sharing of research data (2021) [online] available at: <https://www.nihr.ac.uk/documents/nihr-position-on-the-sharing-of-research-data/12253> [accessed 18 May 2022].]  [8:  National Institutes of Health, NIH Policy for Data Management and Sharing (2020) NOT-OD-21-013 [online] available at: <https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-013.html> [accessed 18 May 2022], s. I.] 


This position, on the desirability of data-sharing, is supported by numerous practical and ethical considerations which, we suggest, lead to a pro tanto moral obligation on the part of researchers to share data and thus, to adopting a pro-active approach to ensuring data is shared where feasible. In terms of practical benefits, for example, data sharing is considered to: enable the independent confirmation of the conclusions drawn by clinical trials and the easier identification of publication bias; increase the utility of data by allowing its use outside of the original research context to inform and develop new hypotheses; enable faster and more accurate meta-analyses; and lead to greater efficiency (in terms of both research time and resources) by avoiding unwarranted repetition which occurs as a result of failures to report and/or difficulties associated with publishing research results.[footnoteRef:9] [9:  Darren B. Taichman and others, ‘Sharing Clinical Trial Data: A Proposal from the International Committee of Medical Journal Editors’ (2016) 374 N Engl J Med 384; Mahsa Shanani and Mojisola Obasa, ‘Transparency and objectivity in governance of clinical trials data sharing: Current practices and approaches’ (2019) 16(5) Clin Trials 547] 


Such benefits also have a significant ethical dimension. For example, by reducing the numbers of research participants who may experience harm as a result of unwarranted repetition of research, researchers may better fulfil obligations to minimise the harms caused to research participants.[footnoteRef:10] Through engaging in data sharing in order to reduce unnecessary replication of research, and maximise the utility of data produced, researchers can demonstrate their commitment towards responsible usage of (often public and charity) research funds that may be wasted in the event of unnecessarily replication[footnoteRef:11], and fulfil their social contract with research participants who accept (sometimes significant) harms and risks in order “at least in part, to generate knowledge for the benefit of others”.[footnoteRef:12] Similarly, the ability of researchers to access more information regarding the outcomes of both published and unpublished research as a result of data sharing also has the potential to increase the quality of consent provided by research participants and future patients and ensure that their autonomy to freely choose to participate in research and/or treatment after being provided with sufficient relevant information is respected.[footnoteRef:13] Finally, it should also be noted, that an obligation to share data as widely as possible may also be derived from: the view that health research constitutes a ‘public good’, both funded by and performed for the benefit of the public[footnoteRef:14], and whose results should therefore be shared as widely as possible; and/or a commitment to the ‘ethos’ of science, the integrity of which as an endeavour, draws significantly on replication and falsifiability.[footnoteRef:15]   [10:  See, for example: National Commission for the Protection of Subjects of Biomedical and Behavioural Research. 1978. The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research. (1978) Washington DC: Department of Health Education and Welfare: United States Government]  [11:  Iain Brassington, ‘The ethics of reporting all the results of clinical trials’ (2017) 121(1), Br Med Bull 19, 21]  [12:  James L. Benedict and others, ‘A Call to Accountability: Reporting Outcomes in Vascularised Composite Allotransplantation’ (2019) 7(6), Plast Reconstr Surg Glob Open, <https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6635189/pdf/gox-7-e2266.pdf> accessed 8 September 2022, 2 ]  [13:  See, for example:  S. Matthew Liao and others, ‘The Duty to Disclose Adverse Clinical Trial Results’ (2009) 9(8), Am J Bioeth 24; and Nicole Hassoun, ‘The Duty to Disclose (Even More) Adverse Clinical Trial Results’ (2009) 9(8), Am J Bioeth, 33]  [14:  See, for example: Open Research Data Taskforce, Department for Business, Energy, and Industrial Strategy, ‘Realising the Potential – Final report of the Open Research Data Taskforce’ (2019). [online] Available at: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/775006/Realising-the-potential-ORDTF-July-2018.pdf accessed 20 May 2022, 12; Institute of Medicine, Sharing Clinical Research Data: Workshop Summary (National Academies Press 2013), 12-14]  [15:  Brassington (n 10) 20] 


In the context of UTx, therefore, a demonstrated and sustained commitment to data sharing where feasible should thereby: 

1. Reduce challenges associated with reporting biases such as publication and time lag bias which may skew research results and/or slow progress, and threaten patient safety; 
2. [bookmark: _Int_WwXqyUel]Increase trust and confidence in uterine transplantation as a result of transparency in data availability.
3. Encourage the production of more and better-informed collaborative and comparative research to develop new hypotheses and advance the field. 
4. Ensure high quality consent from and safeguarding of donors and recipients in UTx, through increased ability to inform patients of the current state of knowledge of risks and benefits of UTx based on results from both published and unpublished case studies, and more rapidly identify technique variations/patient groups/teams/individual physicians etc. demonstrating promising/unpromising outcomes.


III. Data Sharing: Challenges and Concerns

While there are many benefits to reap from data sharing, several challenges and concerns are associated with ensuring that data sharing practices neither overburden researchers nor the privacy rights of research participants. 

With respect to intellectual property, for example, a key concern expressed by researchers surrounding data-sharing and ‘open research’ imperatives has been that of how to ensure ‘fairness’ to researchers and triallists. Worries, for example, have been expressed regarding: the extent to which data sharing could hamper researchers’ ability to maximise the personal professional (and economic) benefits that they may generate from their research[footnoteRef:16] such as through losses of publications and product advantage resulting from competitors use of shared data[footnoteRef:17]; whether other investigators should be permitted to benefit (and reap rewards) from work that they have not themselves conducted[footnoteRef:18]; whether a move towards more open data sharing practices may  reduce the numbers of co-investigators and mentees willing to work on a trial as they will no longer have preferred access to data sets in return for their commitment[footnoteRef:19]; and how to ensure that the costs associated with preparing data for sharing are equitably borne.[footnoteRef:20] Others have also noted concerns regarding inappropriate data reuse and replication. [footnoteRef:21]  [16:  Heather A. Piwowar and others, ‘Towards a Data Sharing Culture: Recommendations for Leadership from Academic Health Centers’ (2008) 5(9) PLoS Med. e183. <https://doi.org/10.1371/journal.pmed.0050183> accessed 8 September 2022, 1316 ]  [17:  V Danchev and others, ‘Evaluation of Data Sharing After Implementation of the International Committee of Medical Journal Editors Data Sharing Statement Requirement’ (2021) 4(1) JAMA Netw Open <https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2775667> accessed 8 September 2022, 2 ]  [18:  Bernard Lo & David L. Mets, ‘Incentives for Clinical Triallists to Share Data’ (2016) 375(12) New Engl J Med 1112]  [19:  ibid. 1112 ]  [20:  The International Consortium of Investigators for Fairness in Trial Data Sharing, ‘Toward Fairness in Data Sharing’ (2016) 375(5) New Engl J Med 405, 406]  [21: Danchev and others (n 16), 2] 


Yet, while such concerns are understandable, many are surmountable (through, for example, the adoption of stringent requirements regarding acknowledgment of original data used for secondary research and the implementation of robust procedures to screen applications for secondary data uses) and others, such as worries regarding Intellectual Property (IP) rights, become less convincing where research is facilitated through taxes and research grants from charity funders. As a result, despite such concerns, “responsible sharing of individual-participant data (IPD) from clinical studies has gained increasing traction…”[footnoteRef:22]  Indeed, the International Committee of Medical Journal Editors (ICMJE) introduced a requirement that from 1st July 2018 all publications of clinical trials must include a data sharing statement, as the ICJME “believes that there is an ethical obligation to responsibly share data generated by interventional clinical trials because trial participants have put themselves at risk”.[footnoteRef:23] However, obstacles to access data from published clinical trials continue, and while authors may declare their intent to make clinical trials data available, the low rate of public availability of that declared data is concerning.[footnoteRef:24]  [22:  Danchev and others (n 16), 2]  [23:  Darren B Taichman and others, ‘Data Sharing Statements for Clinical Trials: A Requirement of the International Committee of Medical Journal Editors’ (2017) 317(24) JAMA 2491 ]  [24:  Danchev and others (n 16), 7] 


Another challenge with data sharing is that of ensuring the privacy and confidentiality of patient data. This challenge may prove particularly acute in the context of UTx given the small numbers of UTx procedures performed. For there is a risk “that the donors and recipients may be easily identifiable, even when data is anonymised.”[footnoteRef:25] Data protection is heavily regulated, particularly in the European Union which has enacted the General Data Protection Regulation.[footnoteRef:26] While academic journals should check pre-publication for any potential data breaches, this is a particular concern where data is shared with a repository. The authors have previously highlighted the challenges of sharing data with a centralised UTx repository including the necessity for participant consent to share data, and the restrictions and protections that the GDPR regulations impose on transferring personal data outside of the European Economic Area (EEA).[footnoteRef:27]  [25:  Natasha Hammond-Browning and Nicola Jane Williams, ‘Developing an International Registry for Uterus Transplantation (IRUTx): Promises and Challenges’ (2020) 35(12) Hum Reprod 2643, 2646]  [26:  General Data Protection Regulation (GDPR) (EU) No 2016/679]  [27:  Hammond-Browning and Williams (n 24) 2647] 


It is recognised that the legal safeguards for data sharing vary across jurisdictions, and this can hinder data sharing and/or make it difficult to determine on what grounds it is justified to process health-related data.[footnoteRef:28] As Scheibner et al. note, ‘The Clinical Trials Regulation and the European Union General Data Protection Regulation (GDPR) require different standards of consent for processing health-related data, depending on whether those data are collected as part of a clinical trial protocol or not. The effect of this difference is that data collected for one purpose, such as a trial protocol, may not be made available for a secondary research purpose if appropriate consent has not been obtained.’[footnoteRef:29] The jurisdictional challenges must not be underestimated; there are a small number of clinicians working in UTx worldwide, as such sharing data is vital to encourage the implementation of best practices which benefits participants and clinicians. However, this may be hindered when jurisdictional incompatibilities arise. [28:  James Scheibner and others, ‘Revolutionizing Medical Data Sharing Using Advanced Privacy-Enhancing Technologies: Technical, Legal, and Ethical Synthesis’ (2021) 23(2) J Med Internet Res e25120 <https://www.jmir.org/2021/2/e25120/> accessed 9 September 2022, 1]  [29:  ibid, 2] 



IV. Data sharing: How is data shared in the context of UTx Research? 

Data sharing is an important aspect of innovative medical research and clinical practice, and as highlighted above is subject to significant regulatory control. However, while it is easy to focus on formal mechanisms for data sharing not all data is shared in this manner. Instead, data sharing may be categorised as ‘formal’ and ‘informal,’ ‘coordinated’ and ‘’uncoordinated.’ Formal coordinated communications include publications in scientific journals, presentations at conferences, reports from registries, newsletters and websites, and inter-team training. Informal uncoordinated data sharing can occur in conversations between clinicians and interested parties, for example, conversations at conferences and/or during training sessions, email communication, and through the media. This includes information sharing between prospective and actual recipients, donors, and other interested people. Informal coordinated data sharing may also occur, such as when clinicians arrange to meet on an informal basis to discuss cases and outcomes.[footnoteRef:30]  [30:  It is not only researchers who are likely to engage in data sharing activities with research participants and other interested parties potentially sharing data via both formal and informal means. Many of these methods may be hard to quantify and verify but examples can be seen online in forum posts, dedicated public Facebook pages set up by UTx recipients, and broadcast and digital media interviews with donors and recipients. These contexts and the challenges with which they are associated are beyond the scope of this paper. See for example: Elizabeth Goldman. ‘Goldman Baby Adventures: Elizabeth’s Uterus Transplant and IVF Journey’ (Facebook Public Group, 2021) < https://www.facebook.com/groups/236405918240655> accessed 9 September 2022; Michelle Matthews, ‘She Wants a Baby. But First, She Needs a Uterus’ (US News and World Report, 18 July 2021) <https://www.usnews.com/news/best-states/pennsylvania/articles/2021-07-18/she-wants-a-baby-but-first-she-needs-a-uterus> accessed 9 September 2022; Niklas Larsson, ‘Woman's Womb Does Double Duty, First For Daughter, Then Grandson’ (NBC News, 7 October 2016) <https://www.nbcnews.com/health/health-news/woman-s-womb-does-double-duty-first-daughter-then-grandson-n661746> accessed 9 September 2022] 


In the context of UTx, numerous examples of formal and coordinated, informal and coordinated, and informal and uncoordinated data sharing can be identified (or expected) among researchers. Formal and co-ordinated data sharing can, for example, be seen in the wealth of publications focussed on UTx trial outcomes since the early 2000’s; through teams’ presentation of their data and case studies at conferences such as that of the International Society of Uterus Transplantation (ISUTx), The British Transplantation Society (BTS), The European Society of Transplantation (ESOT), The Transplantation Society (TTS) etc; ISUTx’s creation and maintenance of an International Registry of UTx cases and outcomes; a centralised website for the ISUTx (now hosted by TTS)[footnoteRef:31]; the dissemination of newsletters focussed on UTx outcomes to its members[footnoteRef:32]; published interviews with digital and traditional media outlets[footnoteRef:33], and partnerships and training between different UTx teams worldwide such as in visits by members of the Brazilian UTx team to Sahlgrenska University Hospital to work with Mats Brännström and the Swedish UTx team.[footnoteRef:34]  [31:  The Transplantation Society. ‘Welcome To ISUTx’ (The Transplantation Society, 2021) <https://tts.org/isutx-home> accessed 1 September 2022]  [32:  ISUTx newsletter, ISUTx, electronic communication]  [33:  Greta Jochen, ‘First Baby Born to U.S. Uterus Transplant Patient Raises Ethics Questions’ 5th December 2017, https://www.npr.org/sections/health-shots/2017/12/05/568453168/first-baby-born-to-u-s-uterus-transplant-patient-raises-ethics-questions?t=1657879666299  accessed 9 September 2022]  [34:  Karen Weintraub, ‘First Successful Uterus Transplant from Deceased Donor Leads to Healthy Baby’ 5th December 2018, https://www.scientificamerican.com/article/first-successful-uterus-transplant-from-deceased-donor-leads-to-healthy-baby/ accessed 9 September 2022] 


Formal coordinated data sharing activities are well regulated with clear requirements regarding obtaining informed consent from research participants/patients and maintaining privacy and confidentiality which must be respected when discussing the results of clinical trials whether in scientific publications, conference presentations or depositing data in a repository such as the International Registry of UTx cases.[footnoteRef:35]  [35:  Hammond-Browning and Williams (n 24) 2646-2647] 


The presentation of case studies at conferences by research teams (e.g., at the annual ISUTx conference) is a valuable means of disseminating data, some of which will, as noted previously, remain unpublished in scientific journals/books. There are, nevertheless, challenges associated with the presentation of data in this way. These include limited time for both presentation and discussion; incomplete information as not all data/cases will be presented (particularly as the volume of transplants increase); limited audience (only those with the time/money to attend); and lack of public access (either in the short or long term).

As noted previously, the use of data repositories, which may be either open or closed access, is an excellent means of ensuring that the knowledge and other benefits that may be generated from a particular study/trial are maximised and is now strongly encouraged by governments, research funders and NGOs worldwide. However, while this is so, and as in many areas of clinical research, information on data sharing policies and processes is missing from many registered clinical trials regarding UTx. For example, of the 26 trials regarding UTx that are currently registered on clinicaltrials.gov 12/26 lack a published data sharing policy/statement with respect to individual participant data (IPD) entirely, 8 of 26 do not plan to share IPD, 3/26 are ‘undecided’, and only 3/26 make clear an intention to share any research data related to the trial.[footnoteRef:36]   [36:  Clinical Trials.gov https://clinicaltrials.gov/search?term=uterus%20transplant [accessed 2/10/2023]] 


An International Registry of UTx cases, voluntarily set up by the ISUTx (under then president, Mats Brännström) has been operating since 2020 with the aim of “collecting and analysing data on characteristics and outcomes of UTx procedures, [and] confirming best practices for the rapidly expanding field”[footnoteRef:37] through for example, the production of reports and providing a repository for registry-based research.[footnoteRef:38] The establishment of a UTx Registry was an important part of the evolution of the field of UTx and has the potential to play a key role in achieving many of the benefits associated with data sharing provided that the datasets collected and collated in the registry are sufficiently complete, accurate, and relevant to the stakeholders it serves; registry reports and/or data for registry based research are accessible to stakeholders; and the registry is wholly compliant with national and international guidelines regarding data protection and privacy.[footnoteRef:39]  [37:  Mats Brännström and others, ‘Registry of the International Society of Uterus Transplantation: First Report’ (2022) online ahead of print Transplantation.<https://journals.lww.com/transplantjournal/Fulltext/9900/Registry_of_the_International_Society_of_Uterus.136.aspx> accessed 9 September 2022, 2]  [38:  Mats Brännström and others, ‘Global results of human uterus transplantation and strategies for pre-transplantation screening of donors’ (2019) 112(1) Fertil. Steril 3, 9]  [39:  Hammond-Browning and Williams (n 24) 2648] 


[bookmark: _Int_7wAMQ9a9][bookmark: _Int_oBWOQGdZ]Such requirements, however, are not easy to meet, and it is currently clear that the UTx registry faces a number of challenges that have the potential to significantly and negatively affect its utility. First among these is that while over 100 UTx procedures have been performed worldwide, the number of teams sharing data with the registry is limited. As of the registry’s first report in 2022, for example, only 45 cases, from thirteen centres performing UTx had been registered, with the report’s authors noting their awareness of “>25 additional UTx procedures from teams based in the United States, India, Turkey and Saudi Arabia that have so far not registered their cases.”[footnoteRef:40] While the reasons underpinning this relatively low data deposit rate are currently unclear and will differ significantly from state to state, potential causes include:  [40:  Brännström and others (n 36), 6] 


1.  Legal/jurisdictional difficulties associated with sharing data across borders (both within and outside of Europe);
2. Uncertainty among researchers regarding the requirements of complex privacy laws (such as HIPAA in the US and GDPR in the EU); and/or
3. Low levels of professional confidence/trust in the registry from researchers who may prove unwilling to share data if: they are not persuaded of the registry’s utility, have concerns about registry oversight/management, and/or disagree with the data sharing policies adopted by the registry.   

These problems are not unique to the context of uterine transplantation with low data deposit rates constituting an issue for the majority of (if not all) health registries. For example, the International Registry on Hand and Composite Tissue Transplantation has also faced difficulties compiling complete data sets due to a “lack of data submission or incomplete data submission from different teams.”[footnoteRef:41] [41:  P. Petruzzo, C. Sardu, M. Lanzetta, ’Report (2017) of the International Registry on Hand and Composite Tissue Allotransplantation (IRHCTT)’ (2017) 4 Curr Transpl Rep 294, 302] 


A second challenge which we have discussed at length elsewhere[footnoteRef:42] regards the design of the registry and the datasets collected which, while discussed by members of the ISUTx during meetings prior to release, track neither the psychological effects of UTx for donors and recipients or long-term outcomes for children born through UTx despite the fact that a lack of data regarding such outcomes has contributed significantly to a lack of acceptance of other assisted reproductive technologies (such as surrogacy) in many nations worldwide. Indeed, as can be seen in supplementary content provided in the 1st annual report of the registry, data on recipients, donors and children created through UTx are only collected for up to three months post uterus removal (recipient).[footnoteRef:43] A third challenge relates to a lack of transparency on the part of the registry, which has been both slow to publish reports on the data deposited, and for which information regarding registry management and oversight, and policies regarding researcher applications to access registry data are not publicly available. [42:  Hammond-Browning and Williams (n 24) 2644-2645]  [43:  Brännström and others (n 36), Supplementary Digital Content, 14] 


Informal coordinated and informal uncoordinated data sharing activities between researchers are harder to quantify and verify than formal activities, but anecdotal evidence suggests that researchers (both clinical and non-clinical) are highly likely to discuss and share information regarding UTx procedures and outcomes via written and oral correspondence methods either in person (e.g., at conferences) or remotely (e.g., via email correspondence or during online meetings). Similar activities are also likely to take place between researchers and other stakeholders (such as patients, representatives of patient groups, and policy makers). While the potential value of such activities should not be underestimated in terms of both forwarding research into UTx, and developing fruitful collaborative relationships, informal means of data sharing pose a number of risks with respect to data protection and intellectual property legislation where, for example, information discussed is not presented or explained accurately and/or is not properly understood by those who receive such information, and where unclear instructions are provided regarding further sharing of the information disclosed/shared. 


V. Data sharing and management in UTx – The Way Forward

A widespread, demonstrated, and sustained commitment to open data-sharing practices among UTx researchers has the potential to provide numerous practical benefits for (and fulfil researchers’ ethical obligations towards) many different stakeholders in UTx research such as research participants, funders, and the public more generally. Researchers in this area have developed a strongly collaborative research community, through initiatives such as the International Society of Uterus Transplantation which holds a yearly conference, training activities between teams conducting and preparing to conduct uterine transplantation trials, and the development and management of a registry of UTx cases. Yet, while there is much to praise in the steps already taken by UTx researchers with respect to data-sharing, there are several areas in which data sharing activities and plans could be improved upon as research in this area moves forward.

Foremost among these concerns the publication of clear data sharing statements tied to clinical trials which specify whether data concerning such trials will be shared. Given the clear benefits of sharing data a strong justification should underpin decisions to refrain from making anonymised data available (whether de-identified/anonymised data is shared openly or made available only by application). As previously noted, and as with other areas of medical research, the majority of UTx teams have not published data sharing statements relating to trials (completed or in progress) and where these are available, they are often too vague to be of much help to potential data users. This adds unnecessary uncertainty for researchers and other interested parties who then need to contact trial teams to find out whether they can (and if so where to) access such data. Thus, a clear first step to improving data sharing and management in this context should be for teams to publish data sharing statements, and for ISUTx and other organisations involved in UTx research to actively encourage teams to publish data sharing statements and to provide examples of good and bad practice in a similar vein to that provided by the ICMJE.[footnoteRef:44]  [44:  Taichman and others (n 22), 2278] 


Secondly, and given the central role that data repositories play in “improving sharing, security, discoverability, and reuse of research data…”[footnoteRef:45], sustained effort should be directed by all UTx researchers towards the development and population of a registry of UTx cases. This registry should embody principles of transparency and fairness in its aims, governance, funding and policies to encourage compliance and confidence from researchers and research participants[footnoteRef:46]; ensure compliance with national and international legislation regarding patient privacy and confidentiality; and datasets collected should be determined through close consultation (e.g. co-design) with all key stakeholders in order to ensure that the data collected is of maximal utility.[footnoteRef:47] As noted in previous work we have published on this topic, the design, population and maintenance of a comprehensive and open registry of UTx cases could prove an excellent resource for UTx researchers and the public, with publicly available reports supplementing traditional research publications by providing more complete information regarding unpublished data.[footnoteRef:48]  [45:  Danchev and others (n 16), 6]  [46:  Hammond-Browning and Williams (n 24)]  [47:  Hammond-Browning and Williams (n 24)]  [48:  Hammond-Browning and Williams (n 24)] 


There may be legal challenges associated with establishing and maintaining an International Registry for Uterus Transplantation (IRUTx), principally due to the differing national data protection regulations. However, the establishment of a European Registry for Uterus Transplantation (ERUTx) is feasible considering the GDPR regulation which ‘is the strictest set of data protection regulations worldwide and…provides for legal safeguards for personal data within the EEA and the UK regardless of where the processing of the data takes place’.[footnoteRef:49] Compliance with GDPR by clinicians working in countries outside of the EEA and the UK would also help to facilitate data sharing with the Registry. The recent report by the Registry demonstrates this feasibility, through inclusion of data from non-EU countries including Brazil, China, Lebanon, and Mexico. It is hoped that other countries participating in UTx trials that have not yet shared data with the Registry of the ISUTx are able to do so soon, to provide a fuller worldwide picture of the field of UTx, and to facilitate access to data. While teams cannot be legally compelled to share such data and the ISUTx should not seek to force data sharing from teams (e.g., through coercive and manipulative acts such as refusing access to registry data or declining society membership to those who do not deposit data), teams conducting UTx should recognise and respond to an ethical imperative to deposit data where possible given the benefits that may be reaped through data sharing, and researcher’s corresponding obligations to both the public and research participants.  [49:  Hammond-Browning and Williams (n 24), 2647] 


[bookmark: _Int_kMxmYpXs][bookmark: _Int_cu3JNjZR]It is also recognised that patient consent is fundamental to data sharing. Given this, the ISUTx could play a role in the design of a consent form for UTx teams to use with participants/patients. The Registry could ensure that the consent form meets the high standards required for GDPR and develop a dynamic consent model that would allow participants to consent/withdraw their consent for future secondary research use of their data. If the data sharing policy of the Registry were accessible and transparent, this would likely encourage participants to agree to their data being shared, and clinicians would be more willing to deposit that data with the Registry. This would in turn ensure that the data held by the Registry is up to date, as well as accessible.

[bookmark: _Int_CkAbFSwE]The monitoring of long-term outcomes of recipients, donors and children born after UTx would provide valuable data about the safety, and efficacy of UTx; the Registry could again play a vital role in co-ordinating and/or encouraging UTx teams to engage in long term follow ups with participants and children, and the sharing of that data. Currently, the Registry of the ISUTx includes data up to 3 months after transplant hysterectomies, we argue that more long-term data collection should be collected in order to provide a more comprehensive overview and oversight of the field of UTx.[footnoteRef:50] In turn, the legally compliant and ethical sharing of this data in accordance with participant consent would be beneficial to treating clinicians, participants, and other interested parties. [50:  Brännström and others (n 36), 2] 


Moving forward, we further suggest that UTx teams keep their websites up to date with information that is accessible to lay people. This would help to inform the interested public and mitigate the dissemination of incorrect information through social media. Finally, we suggest that where there are informal data sharing mechanisms in use, care should be taken to ensure that the information discussed is presented and explained accurately and understood by all parties and that any information disclosed/shared adheres to relevant data protection and Intellectual Property legislation. This includes ensuring that the person to whom the data relates has given permission for the sharing of their data, and that there are clear parameters set with those whom the data is shared, to mitigate risks of inappropriate use of data shared.


	
	
	



