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1. NON-TECHNICAL SUMMARY
Please provide below a project summary written in non-technical language. The summary may be used by ESRC to publicise your work and should explain the aims and findings of the project. [Max 250 words]
	The appropriate creation and application of biotechnology raises numerous challenges: scientific, environmental, social, ethical and legal.  Human stem cell research (SCR), as an evolving exemplar of biotech innovation, is a nexus for many of these challenges.  Although there is a growing body of work relating to human stem cells, there is very little on the interaction of social values and law, particularly in developing countries.  This Project is intended to encourage consideration about how socio-ethical values are or could be translated into legal rules (themselves deployed as social shaping tools insofar as they guide/promote socially significant research and actions).  In doing so, it generates new/unique data and contributes to governance which promotes socially useful progress balanced by equitable and ethical considerations.  This Project examines the conduct and motivating values of Argentine stakeholders as they struggle with the moral and other controversies surrounding SCR, and endeavour to formulate socially acceptable regulatory structures.  Argentina is a useful case study because it is an emerging economy actively pursuing biotech research as a developmental tool, and is therefore intending to integrate its innovation into the global science setting.  As such, it has to grapple with both international and uniquely domestic controversies/issues.  In pursuing this course, the Project (1) maps the Argentine scientific and regulatory setting, (2) reveals the multiple goals envisioned for regulation and uncovers moral values held by stakeholders, including scientists and regulators, (3) theorises how science regulation and science communication could be improved in Argentina, and (4) contributes to debates surrounding and formulation of value-sensitive regulatory models in Argentina and beyond by engaging with stakeholders on an ongoing basis.




2. PROJECT OVERVIEW
a) Objectives

Please state the aims and objectives of your project as outlined in your proposal to the ESRC. [Max 200 words]
	The Project is designed with the intention of gathering qualitative data around key issues of bioscience, and in particular SCR governance, in Argentina, the objective being to discover stakeholder values relevant to, and objectives for, this science and its governance.  It will examine the conduct and motivating values of Argentine stakeholders as they work toward a governance model of SCR.  Specific objectives are to:

· map the most salient features of the debates concerning SCR, and analyse the main components of existing and evolving Argentine model(s) of governance, and their assumptions regarding social values, thereby contributing to an understanding of the dynamics that shape debates around biotech regulation;

· develop dialogues with stakeholders to reveal the multiple goals envisioned for regulation and prompt explicit consideration of moral values and ways of effectively turning those values into practical rules, thereby providing empirical data on the perception of Argentine regulators on values, and how Argentine regulators approach the various elements of regulation;

· generate, by examining the mediation of science, ethics and development in this jurisdiction, a novel theory about good governance of biotech innovation as considered through a value-based legal lens;

· contribute to the debate surrounding and formulation of value-sensitive regulatory models, thereby encouraging the adoption of comprehensive and flexible regulation which furthers the multiple functions such a structure is intended to achieve.

It is expected that the Project will (1) highlight the importance of values to the legitimacy and quality of regulation, (2) explore those values with individuals operating in this arena, and (3) identify opportunities to translate values into effective regulation within this developing economy.



b) Project Changes

Please describe any changes made to the original aims and objectives, and confirm that these were agreed with the ESRC.  Please also detail any changes to the grant holder’s institutional affiliation, project staffing or funding. [Max 200 words]
	No changes of any great consequence were made to the original aims and objectives, although the particular conditions on the ground in Argentina meant that certain elements of the Project were more developed (or generated more data) than others.  For example, significant data was generated on the regulatory setting and objectives for regulation.  Extensive data was also generated on values, but opinions were not as well formed, in part, because the absence of fora outside the Project within which participants could reflect on values; many indicated that this Project represented the first time they had tried to think more systematically or more deeply about values and their interaction to governance.  As such, the Project’s ‘instigator’ or ‘facilitator’ role was enhanced.



c) Methodology

Please describe the methodology that you employed in the project. Please also note any ethical issues that arose during the course of the work, the effects of this and any action taken. [Max. 500 words]
	This was an interdisciplinary Project which drew on legal and social science methodologies and analyses.  Prior to commencement, it was subject to institutional ethics review and then funding body ethics evaluation.  No unanticipated ethical issues arose during the Project, although the very small and close community of policy elites in existence there made anonymisation very difficult to achieve.

At the outset, Harmon conducted desktop research to identify the existing regulatory setting, which was critiqued from a legal and value-perspective (see S. Harmon, (2008) 8(2) Developing World Bioethics 138-150).
With the assistance of an Argentine collaborator, Arzuaga, and with the tremendous support of the Argentine Ministry of Science & Technology (MOST), participants were identified from the medical, scientific, academic, policy, legislative and regulatory communities.  Specifically, we interviewed at least one, but often multiple, respondents, from each of the following categories: cabinet level politician; national congressional member; national regulatory agency member; national advisory committee member; medical clinician, medical researcher, basic scientist, ethicist, academic lawyer.  As the Project was never intended to be a public engagement exercise, the opinions of the broader general public were not solicited.  Rather, those viewed as most likely to influence the nature and content of bioscience and SCR regulation were targeted (ie: Argentine science policy elites), for only by targeting those most engaged in the pre-legislative process could we measure the existence of functional connections between values and objectives, on the one hand, and legal outputs (when they emerge), on the other.  A Snowball Sampling method was employed for participant identification beyond the original group.
Twenty-two semi-structured interviews lasting 50 to 90 minutes were conducted.  Each interview was, with permission, recorded.  Open-ended questions and an informal interview schedule were used to encourage participants to speak in their own words about their experiences, observations, opinions, and desires.  In some cases, more structured information was obtained through questionnaires.  All participants understood English and most interviews were conducted in English.  Where Spanish was preferred, questions were asked in English and answered in Spanish, with Arzuaga translating in situ.  Transcription of the interviews was performed within Innogen and subject to a signed Confidentiality Agreement.  Anonymised transcripts were shared between Harmon and Arzuaga.
Analysis was undertaken using a Legal and Grounded Theory approaches.  Every line of transcription and interviewer notes was coded and analysed for emergent themes, and sections relating to those themes were grouped together.  The whole assessment was refined through an iterative process.  The data informed the following Themes and Categories:

Theme 1 – Mapping the Landscape

1.1: Stated understandings of the existing science setting in Argentina

1.2: Stated understandings of the existing regulatory setting in Argentina

Theme 2 – Social Context

2.1: Opinions about the perceived social costs and benefits of stem cell research

2.2: Information about past or existing public debates or public understanding

2.3: Views on hurdles to achieving (moral) regulation given conflicts

Theme 3 – Regulatory Ambitions

3.1: Opinions on the necessity of government regulation in SCR

3.2: Opinions on the appropriate purposes and objectives of regulation

3.3: Views on the influence of the global nature of science and value of UK model

Theme 4 – Social/Moral Values Held

4.1: Views about the appropriate source of moral values

4.2: Values considered to be the most important for inclusion within regulation

4.3: Opinions on how research regulation might address moral concerns

The data was not intended to represent ‘the Argentine view’; the sample was, necessarily, too small.  Rather, it captures important qualitative evidence of the views of key stakeholders.  Those views have been made known to the Argentine MOST and Advisory Commission on Regenerative Medicine & Cellular Therapies (ACRMCT) through a variety of Policy Briefs, some of them co-written with colleagues from SCRIPT, which provided a variety of in-kind support (see http://www.law.ed.ac.uk/ahrc/esrcvaluesproject/reports.asp).



d) Project Findings

Please summarise the findings of the project, referring where appropriate to outputs recorded on ESRC Society Today. Any future research plans should also be identified. [Max 500 words]
	As indicated above, the data generated exposed a number of important themes and categories of evidence, and important observations are being made (see below and the outputs identified on the Project’s ESRC Society Today page).  Broad conclusions that might be mentioned are: (1) there is a need for government to take a (leadership) role in research governance; (2) existing mechanisms across a range of related fields do not adequately reflect the (many) values felt to be essential in the regenerative medicine field; (3) greater respect for persons through democratic processes in science is important; (4) the UK model, while having admirable elements, is not appropriate to the Argentine setting unaltered.  However, analysis continues and the relationship of the categories and concepts to theory are still being explored.  In short, the conclusions drawn might be characterised as ‘interim’,  with theoretical saturation not yet achieved (ie: more data ought to be collected with respect to our emerging categories and concepts).
Having said that, the Project has been very successful and has achieved a lot.  The following findings are supported:

Mapping

The Project has taken steps to map the scientific, discursive, and regulatory settings.  On the former, evidence of the participants was relied on; generally, SCR is of growing importance and is one of several pillars for development.  Some 10 SCR projects were known, and a number of therapies, some without the improper approvals, were reported.  On the existence of debates, only those within professional circles were known, though one participant noted some regenerative medicine coverage in a popular magazine.  (Of course, the discursive and policy events which the Project co-hosted or participated in did receive wide coverage in the Argentina media: see http://www.law.ed.ac.uk/ahrc/esrcvaluesproject/publicity.asp).)  On regulatory mapping, there remains no SC-specific law at time of Project conclusion, despite much discussion within government, and several failed legislative efforts, including one by the city of Buenos Aires.  This facet of the data is published in S. Harmon, (2008) 8(2) Developing World Bioethics 138-150, and several papers in development.

Regulatory Goals – Engagement
The Project was intended to facilitate dialogues with stakeholders which might reveal the multiple goals envisioned for regulation and prompt explicit consideration of values and ways of effectively turning them into practical rules.  Debates were indeed fostered, and they exposed a strong desire amongst ‘elites’ for greater engagement within professions, across disciplines, and with broader public(s).  Nonetheless, there remained a cautiousness about exposing SCR, which was recognised controversial, to scrutiny and debate, some of which would be very ill-informed.  For more on the issue of dialogue and engagement, see S. Harmon, (2009) 6:3 SCRIPTed 729-740, and Policy Brief 3:2010 (http://www.law.ed.ac.uk/ahrc/esrcvaluesproject/reports.asp).
Regulatory Goals – Instruments
The research uncovered a plurality of opinions as to how SC and regenerative research should be regulated in Argentina, with respondents reporting a desire for more, and more effective, discussions with a wider range of stakeholders before settling on a course.  However, there was broad support for regulation to create certainty and scientific ‘cover’.  This important data, together with the options considered, was conveyed directly to the MOST via Policy Brief 5:2010 (http://www.law.ed.ac.uk/ahrc/esrcvaluesproject/reports.asp) and the Project Final Report (http://www.mincyt.gov.ar/documentos/comision_celulas_madre/Valores_esperanzas_y_preocupaciones.pdf).

Value-Based Good Governance
The Project has provided empirical data about the perception of Argentine stakeholders on values, and how they might influence Argentine regulation directed at mediating science, ethics and development.  Stakeholders identified a range of values they felt were important – both generalisable values and profession-specific values – together with associated duties.  Very few were prepared to engage in ranking these values, and therefore in formulating some framework, which represents the next important step.  More on the value aspect of the evidence can be found in the Project Final Report, Policy Brief 4:2010 (http://www.law.ed.ac.uk/ahrc/esrcvaluesproject/reports.asp), S. Harmon, (2010) 2(1) Law, Innovation and Technology 95-114, and in a number of papers in development.



e) Contributions to wider ESRC initiatives (eg Research Programmes or Networks)
If your project was part of a wider ESRC initiative, please describe your contributions to the initiative’s objectives and activities and note any effect on your project resulting from participation. [Max. 200 words]
	While separately funded, this Project benefited from Harmon being a member of two research centres: SCRIPT, the AHRC Centre for Research on Intellectual Property and Technology Law; and Innogen, the ESRC Centre for Social and Economic Research on Innovation in Genomics.
Innogen is funded by the ESRC and forms part of the very successful and active Genomics Network.  As part of Innogen, Harmon undertakes research on the legal and ethical regulation of genomics.  This Project, which can be seen as part of a broader programme of work being conducted on stem cell research and therapies within Innogen, fed into and enriched that centre-based work, and was, simultaneously, enriched by the work being done in Innogen.
With respect to the latter, the Project benefited substantially from being undertaken within the Innogen community insofar as Harmon gained access to advice, resources and networks.  Additionally, important elements of the methodology were reviewed by Innogen colleagues, and the EGN provided further opportunities and outlets for dissemination.



3. EARLY AND ANTICIPATED IMPACTS
a) Summary of Impacts to date 
Please summarise any impacts of the project to date, referring where appropriate to associated outputs recorded on ESRC Society Today. This should include both scientific impacts (relevant to the academic community) and economic and societal impacts (relevant to broader society). The impact can be relevant to any organisation, community or individual. [Max. 400 words]
	While this has been a small Project, it has been very successful from both an academic and policy perspective, and has managed to foster a close and influential relationship with the academic and policy communities.
Academic Community
While it may be too early to claim specific theory-based impacts, the Project has unquestionably generated social data which will continue to be of scholastic value into the future, and some 5 academic papers are currently in development in relation thereto (in addition to the 3 already accepted for publication).  The Project has clearly highlighted the importance of values to the legitimacy and quality of regulation to a range of stakeholders and observers, and we have begun to explore those values with some stakeholders, many of whom have been open to sharing views and exploring value positions.

The next necessary stage is to identify opportunities to translate values into effective regulation; While no relevant regulation has yet been adopted in Argentina, efforts are ongoing by various parties in the regenerative science field to regulate in this setting, and in the related biobank setting, and it is expected that reference may be had to Project findings.

The interest of the Argentine community is demonstrated by the reaction therein to the Project’s first paper, published in Developing World Bioethics in 2008, which generated debate within the scientific community (particularly in response to my suggestion of ‘disconnect’).  Indeed, it prompted a response in Developing World Bioethics in 2010, to which I replied (S. Harmon, (2010) 10(2) Developing World Bioethics 111-112).

As a result of this Project, there is planned a further policy workshop in Buenos Aires, and, together with Laurie, Arzuaga and Luna (both Argentine colleagues) I have designed a new collaborative interdisciplinary project which will further the investigations begun in the present Project (which project has been, by invitation, re-submitted to the Wellcome Trust).

User/Policy Community
The Project clearly achieved its aim of contributing to, and expanding, the debate surrounding, and the formulation of, value-sensitive regulatory models in Argentina.  It was welcomed in Argentina as an early and important first step in examining the social context of bioscience (and SCR) in Argentina, and it enjoyed the positive support of the Argentine policymaking community.  This is demonstrated by the strong and enthusiastic participation in the 2009 interactive workshop (http://www.law.ed.ac.uk/ahrc/script-ed/vol6-3/harmon.pdf), which was co-sponsored by the MOST, and the appetite that was reported by many participants for further discursive and policy-shaping opportunities.  It is also demonstrated by the access Harmon has had to the MOST and certain of its subordinate bodies, including opportunities to brief the Minister himself and the ACRMCT on findings, as well as the uploading of those findings on the MOST’s website with the aim of furthering knowledge and debate in this area.  On the latter point, this Project has dovetailed very well with the Bioetch Consortium being spearheaded by SCRIPT, and has shared a number of meetings and events, thereby reaching broader communities.



b) Anticipated/Potential Future Impacts
Please outline any anticipated or potential impacts (scientific or economic and societal) that you believe your project might have in future. [Max. 200 words]
	A key feature of this Project has been the close relationship that has evolved between Harmon, his Project Advisory Committee, and relevant UK policymakers, and the interested Argentine communities.  It is hoped that, with further support, this collaborative relationship will continue and further interdisciplinary socio-legal work can be pursued in Argentina, thereby generating greater datasets and even more measurable impacts.
More diffusely, it is hoped that this Project, through its further publications, will contribute to (1) a better articulation of values which are important in this research setting, and (2) a reorienting of the socio-legal scholarship in Argentina and beyond to a wider range of values, including more communitarian ones than presently influence regulations in this research setting.  Additionally, it is expected that it will make Argentina and the activities there more visible to the academic and scientific community working in this arena around the world.
In the interim, the evidence generated will facilitate Arzuaga’s work, contributing to her PhD, and will feed into further and more collaborative multi-jurisdictional research proposals.
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Please ensure that sections A, B and C below are completed and signed by the appropriate individuals. The End of Award Report will not be accepted unless all sections are signed.
Please note hard copies are NOT required; electronic signatures are accepted and should be used.

A: To be completed by Grant Holder

Please read the following statements. Tick ONE statement under ii) and iii), then sign with an electronic signature at the end of the section.
i) The Project
	This Report is an accurate overview of the project, its findings and impacts. All co-investigators named in the proposal to ESRC or appointed subsequently have seen and approved the Report.
	X


ii) Submissions to ESRC Society Today
	Output and impact information has been submitted to ESRC Society Today.  Details of any future outputs and impacts will be submitted as soon as they become available.
OR

This grant has not yet produced any outputs or impacts. Details of any future outputs and impacts will be submitted to ESRC Society Today as soon as they become available.
OR

This grant is not listed on ESRC Society Today.
	X
 FORMCHECKBOX 

 FORMCHECKBOX 



iii) Submission of Datasets
	Datasets arising from this grant have been offered for deposit with the Economic and Social Data Service.
OR

Datasets that were anticipated in the grant proposal have not been produced and the Economic and Social Data Service has been notified.
OR

No datasets were proposed or produced from this grant. 
	X
 FORMCHECKBOX 

 FORMCHECKBOX 
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