
Gynecologic Cancer InterGroup

Translational Research Brainstorming

October 2016                           Lisbon

Roadblocks to completing 
translational goals in gynae research

Governance issues

Richard Edmondson
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overview
Governance – what are the problems (UK as an example)

Consent
Legality
Transfer of data/material
Assay validation

Some solutions
transPORTEC
transPARAGON
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There are lots of regulations and guidance, even in just one country eg UK
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UK guidance

• Import/export 

• When obtaining samples of human biological material from abroad, researchers 
must be satisfied they have been obtained in an ethical manner, in accordance with 
legislation and ethical standards. It is also important to respect the legislation and 
appropriate socio-cultural expectations of the country of origin. The Nuffield Council 
on Bioethics publication ‘The ethics of research related to healthcare in developing 
countries’ (2002)15 and the follow-up discussion paper (2005)16 highlight the ethical 
issues involved in importing human biological material from other countries for 
research. 

• It is considered good practice to inform the participant during the consent process 
that their sample may be transported abroad for research, if this is known. 

• If involved with importing or exporting samples, researchers should be aware of UK 
legislation and guidance relating to the import and export of human biological 
material, bearing in mind the law may differ in some parts of the UK1,2,17-20. 

• In terms of governance, quality and safety, researchers should develop systems to 
ensure safe and appropriate transit of the sample e.g. sample tracking systems and 
risk management20. Appropriate regulations and guidance for transport should also 
be followed21,22. 

• MRC supported research in other countries involving human biological samples 
should also be consistent with the UK framework and must comply with this 
guidance. 
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• Laws of nature support ever increasing bureaucracy

• Some evidence of streamlining
– IRAS – Biobanks

• Continuing challenges
– Local interpretation of regulations

– BREXIT

Is the regulatory burden decreasing?
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Summary 

• Onus on receiving organisation to ensure

– Consent

– Ethical approval

– Tissue is processed according to regulatory systems in host country

– Data and tissue are appropriately anonymised

• Easy to give up
– Letting patients down 
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Therefore two models emerge

Virtual biobanking

• Tissue remains in country of origin

• All testing carried out locally

• Requires robust assay protocols

• Easy from a regulatory perspective

• Useful for validation studies

• Not practical for rarer tumour types, small 
trials

Real biobanking
• Tissue moved to a single centre

• Testing carried out in a single laboratory

• Assay standardisation guaranteed

• Data does not need to move with tissue 
(and probably shouldn’t)

• More difficult from regulatory perspective

• May generate unease regarding 
ownership/collaboration
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Solutions 1 – MTAs and SLAs
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Solutions 2 – consortium development

• constitution based on recruitment to primary trial
– Data sharing mechanism

– Authorship policy

– Regular 6 monthly face to face meetings

• formulation of research questions

• pilot tissue and data sets
– 7 publications to date

– 2 more in preparation

• establishing pathology/sample pipelines
– Standardisation of protocols

– Suitable for further trials eg STATEC
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Solutions 3 – Umbrellas and baskets

n=18

n=250
Collecting all samples within a trial 
infrastructure will ease the regulatory burden.

Inclusion of integrated
biomarker studies
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• Summary
– Regulatory burdens are unlikely to decrease 

significantly although may do slightly

– Don’t keep reinventing the wheel

– Develop long term consortia

– Use umbrellas to minimise the regulatory burden


