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2016-2017 WP6

 General results

 Workshop on Genetic data in public databases

 Workshop on public private partnership

 Survey on Consent with BBMRI

 Work on risk based ethical review (2017-2018)
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Publications WP6 2016 -2017

 Isabelle Budin-Ljøsne, Harriet Teare, Heidi Beate Bentzen, Luciana Caenazzo, Clive Collett, Flavio D’Abramo, 
Teresa Finley, Erica Jones, Višnja Katić, Amy Simpson, Jane Kaye, Deborah Mascalzoni, “Dynamic Consent: a 
possible solution to some of the challenges of modern biomedical research” BMC Medical Ethics, 2017

 Mats G Hansson, Lochmüller Hanns,  Riess Olaf, Schaefer Franz, Orth Michael, Rubinstein Yaffa, Molster Caron, 
Hugh Dawkins, Taruscio Domenica, Posada Manuel and Woods Simon, The risk of re-identification versus the 
need to identify individuals in rare disease research, European Journal of Human Genetics advance online 
publication 25 May 2016; doi: 10.1038/ejhg.2016.52

 Isabelle Budin-Ljøsne, Deborah Mascalzoni, Sirpa Soini, Helena Machado, Jane Kaye, Heidi Beate Bentzen, 
Emmanuelle Rial-Sebbag, Flavio D'Abramo, Michał Witt, Geneviève Schamps,Višnja Katić, Dusanca Krajnovic, 
Jennifer R. Harris,  “Feedback of individual genetic results to research participants: Is it feasible in Europe?”, 
Biopreservation and Biobanking 2016

 Pauline McCormack, Anna Kole, Sabina Gainotti, Deborah Mascalzoni, Caron Molster, Hanns Lochmuller, Simon 
Woods “You should at least ask" The expectations, hopes and fears of rare disease patients on large scale data 
and biomaterial sharing for genomics research. EJHG 2016 

 James M. Roberts, Deborah Mascalzoni, Roberta B. Ness, Lucilla Poston,  Collaboration to Understand Complex 
Diseases Preeclampsia and Adverse Pregnancy Outcomes, Hypertension, April 2016

 Sabina Gainotti, Cathy Turner, Simon Woods, Anna Kole, Pauline McCormack, Hanns Lochmüller,  Olaf Riess, 
Volker Straub , Manuel Posada, Domenica Taruscio, Deborah Mascalzoni, Improving the informed consent 
process in international collaborative rare disease research: effective consent for effective research., EJHG 
2016
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Ongoing publications

Submitted

 Sabina Gainotti, Carlo Petrini, Deborah Mascalzoni, The 

role of solidarity(ies) in rare diseases research 

Ongoing

 Consent for minors  in rare disease research

 Genetic Data in public databases: fill the governance gap



5

Genetic  Data in Public  research 
Databases:  Which governance 
mechanism should apply?
27/28 April  2016 Bolzano,  Italy
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Aims of  the Workshop

 explore ethical and legal challenges that may arise 

when researchers are required to deposit genetic and 

genomic research data in public research databases

 investigate governance mechanisms that may support 

ethically and legally compliant data deposit
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Unexplored f ield for existing data

 Increasingly, research funders/journals require that researchers 
deposit their data (including genotype, phenotype and raw 
sequence data) in public research databases. 

 The data can then potentially be used for an unlimited number 
of privately or public-funded research projects, nationally and 
internationally.

 Data sharing requests may in some cases be designed as a trade-
off. For instance, the funder may agree with a biobank to 
sequence biological samples at no cost if the data produced are 
stored in a public research database.

 Such agreements can be appealing for institutions battling with 
funding shortages.
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Is  deposit ing  in  l ine with  current  
procedures

 Current governance mechanisms and consent procedures 

primarily rely on the assumption that researchers are able to 

keep track of how their data is shared and used at any point in 

time. 

 In many cases there is no foreseen policy for adressing the 

deposit (consent not conform, no access policy foreseen)

 However, if the data is deposited in public research databases 

where the original body loses control over data uses, this may 

mean that the researchers may not be able to satisfy such 

obligations and that current governance mechanisms are no 

longer suitable to protect participants' rights.



BOLZANO APRIL 27 TH 2016 

Ethically credible partnerships
between industry and academia: 

Benchmarks for PPPs
7th and 8th November 2016 Uppsala

Deborah Mascalzoni

Uppsala University, Sweden 
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Active  f inancial  push:  IMI  1  init iat ive

 €1 billion comes from the Health theme of the EU's 

Seventh Framework Programme for Research (FP7);

 €1 billion comes from in-kind contributions by EFPIA 

companies.

http://ec.europa.eu/research/fp7/index_en.cfm?pg=health
http://ec.europa.eu/research/fp7/index_en.cfm
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IMI,  FP7,  H2020
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Paradigm shift  in PPPs

Existing strategies to reduce conflicts of interest are not 

sufficient to address the emerging models of industry-

academic partnerships
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Some ethical  challenges in PPPs 

 Less stringent ethical rules 

 Patients interest not at the center

 Property and intellectual property 

 Reputational risks 

 Trust pitfalls
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A more comprehensive approach is  
needed

 Conflict-of-interest strategies are not designed to promote 

best practices nor the scientific and social benefits of 

academic-industry collaboration. 

 Meslin et al.  propose a framework of principles and 

benchmarks for “ethically credible partnerships” between 

industry and academic health centers and describe how 

this framework may provide a practical and comprehensive 

approach for designing and evaluating such partnerships.
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Advantages of  benchmarks over 
principles 

1) establish a practical and achievable floor for mutual 

expectations that can also flexibly accommodate the 

diversity of AHCIP structures

2) provide more direct and specific guidance than principles 

alone

3) embed ethical considerations throughout the partnership 

beyond conflicts of interest

4) prospectively assess ethical progress and identify possible 

deficiencies so processes and outcomes can be improved.
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Principles and benchmarks

Academic freedom 1. Promote investigator-initiated science and protect the ability to 
attract and maintain federal research
support
2. Permit investigators to initiate or continue collaboration with any 
other qualified group, person, or
entity
3. Ensure that all investigators involved in the partnership are given 
equal opportunity to submit proposals
for funding
4. Avoid obligating faculty to work outside their own self-defined 
scientific area
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Conflict of interest policy and management 5. Protect students, post-doctoral fellows and junior faculty 
involved in collaborative projects from exploitation
6. Ensure that effective mechanisms exist to eliminate, 
control or manage conflicts of interest in the partnership

Intellectual property 7. Ensure all investigators and both partners retain their 
proprietary and intellectual property rights
throughout and after the partnership

Data sharing, access 8. Ensure that data sharing arrangements are explicit and 
that all rights to access data are fairly negotiated at the 
outset of the partnership

Effective governance 9. Establish parameters for what type of projects will and will 
not be funded (e.g. add-on projects, training,
pilot studies)
10. Create ways to protect each party from an unexpected 
end to the partnership
11. Assess formally the efficiency, effectiveness, and 
achievements of the partnership on an annual basis
12. Ensure that clear, comprehensive, and efficient 
procedures exist for all governance entities of the
partnership and are known to all investigators



Protection of human 
subjects

13. Ensure that all investigators, staff and other participants in the 
partnership have adequate training in
the responsible conduct of research and related ethical issues
14. Ensure that all projects in the partnership aim to satisfy the 
highest ethical standards

Publication 15. Ensure the right of all researchers associated with the 
partnership to publish
16. Disseminate all research results at the conclusion of 
collaborative studies in a timely fashion
17. Ensure authorship follows ICMJE guidelines

Social , scientific, and 
industrial value

18. Maintain competitive advantage in the specified research 
domains
19. Structure the research to maximize potential benefit for 
communities and society
20. Structure the partnership to have the best chance of 
benefiting both partners and harming neither

Transparency 21. Widely publicize the partnership agreement and collaborative 
opportunities to the public and
employees
22. Establish procedures for frequent and effective 
communication between partners
23. Ensure both partners are aware of other partnerships each 
may be involved in
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BBMRI Launched Code of  Conduct  for  
research for  the GDPR

“This code of conduct aims to apply to data controllers 

who process personal data for purposes of scientific 

research in the area of health, e.g., researchers and 

research institutions, biobanks, health databases and 

registries” 
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Survey on Consent with BBMRI

 Based on the pilot survey conducted last year on consent 

and re-consent 

 Will be sent out before the summer

 Results are expected before November
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Work on Risk based Ethical  Review

Upcoming Stakeholders meeting in January/February 

Doodle will be circulated
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