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Background

• As more biobanks are launched, the key challenge for biobanking 
governance and effectiveness is to provide fair access.

• Donors consent to give samples with the expectation that they will 
be used, make a positive contribution to research and a real 
difference to future healthcare.

• Access is the key step to fulfil the agreement with donors and 
preserve the intertwined chains of

– Supply

– Trust

– Custody 

– Benefit
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http://www.ncri.org.uk/ccb



What do biobanks provide access to?

Samples

Annotating personal / clinical information
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So what is the problem with access?

Funders, patients, researchers, employers 
and regulators seem to have different 
views on the best policies and practices 
for granting access to precious human 
biosample resources.

So how can biobanks set policy?



Our work aimed to reduce duplication of effort and increase 
sharing through the provision of a practical instrument

Current situation:

• Variety of regulation and 
guidance

• Confusion 

• Duplication of effort and 
variation in policies

• Difficult to combine resources 
from different sources

• More confusion

• More duplication of effort

Our aims:

• A practical instrument for 
developing an access policy, 
including example language and 
options for tailoring, in 2 parts: 

1. A template list of terms

2. A template data and 
materials transfer agreement 

• Greater consistency
• More effective sharing/pooling of 
resources
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We have created a ‘Template for Access Policy Development’ 
informed by wide consultation with interested parties

Initial 
Consultation

Template 
Guidance

Ongoing 
Consultation 
and Feedback

Initial Consultation:

• Ran from Aug to Oct 08
• High response from users 
of data and samples
• Fewer responses from 
consumers and those who 
collect data / samples

Template Guidance:

• Does not define or 
impose policy
• A practical instrument
• Start of an ongoing 
process of updating

Ongoing consultation:

• With regulators – HTA, 
ICO, NIGB and NRES
• With groups with low 
responses in the original 
consultation
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Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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• Support for the widest access consistent 
with a collection’s consent.

• Access by commercial organisations was 
more controversial, but the majority of 
respondents were in favour.

• The importance of peer review to ensure 
scientific merit was widely recognised and it 
was seen as reasonable to accept peer 
review carried out by funding bodies.



Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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•Where collections are created for a particular 
purpose, this primary purpose must have 
priority over any secondary access. 

• However, beyond this the collection should 
be made as widely available as possible and 
that the original consent should cover other 
research uses.



Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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• Respondents recognised that it might be 
necessary to give originators priority 
access to their collections.

•Many respondents felt that samples should 
not be stored ‘in case’ a new application 
emerges while blocking potentially 
valuable work now.



Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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• The importance of protecting donor and 
data subject confidentially was universally 
recognised.

• Where consent is withdrawn, regulators’ 
responses to the consultation provided clear 
guidelines for the approach. 



Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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• Communication of research outcomes to 
both donors / data subjects and the general 
public was seen as important, although 
communicating individualised results was not 
considered appropriate, 
• Most respondents believed that it is 
appropriate to recoup any costs incurred in 
supplying a recipient with data or samples. 



Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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• Co-authorship for custodians was not 
considered a reasonable condition of 
access unless the custodian has made a 
significant contribution to the work. 

• However, appropriate acknowledgement
of originators and custodians was 
recognised as important.



Responses to our initial consultation have been 
published - http://www.ncri.org.uk
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• The body making governance decisions 
should have representatives from all 
stakeholders (custodian, originator, funders, 
independent experts, patients and the public). 

• However, governance arrangements should 
also be proportionate to the size of the 
collection.



We have reviewed our template with some key 
groups before releasing it for wider feedback

Released as an 
‘open draft’

Consumer input

Consultation with 
regulators

Legal review • To ensure that language is legally sound

• Information Commissioner’s Office
• National Information Governance Board
• National Research Ethics Service

• Views on the terms included
• Clarity of language and presentation

• Usable document
• Further consultation and feedback
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Key Content of the Template

• Part I. Template list of access policy terms
– Terminology
– Overview of the collection and the access 

process
– Eligibility for access
– Application for access
– Processing applications
– Conditions of access
– Governance processes
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www.ncri.org.uk



Key Content of the Template

• Part II. Developing a data or materials 
transfer agreement
– Introduction
– Terms of a data and material transfer 

agreement

– Alison Patten-Hall
– Darren Curtis
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www.ncri.org.uk



The ‘Template for Access Policy Development’ is a 
practical and flexible resource

– Template for Access Policy Development –

Covers the principal topics and considerations
References detailed guidance

Example text may be used directly or adjusted to fit

Options for tailoring to circumstance
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• For use by a variety of funding and research 
organisations

• Intended as a practical instrument that:
i. Reflects good practice and consensus
ii. Can be tailored to circumstances
iii. Avoids duplication of effort
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Online directories of available sample resources

• Need for both a “yellow pages” for researchers and a “shop window” 
for sample collections.

• Need to be 
– Simple to contribute information.
– Simple to update and maintain.
– Simple to search and use.

• Based in the NCRI Informatics Initiative’s ONIX portal
– http://www.ncri-onix.org.uk/portal/ 
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Contact me via

• brian.clark@oncoreuk.org

• onCore UK, Devonshire House, Manor Way, Borehamwood, 
Herts, WD6 1QQ.

• 0208 731 4591
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