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Consent:
not just a 
signature 
on a form
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Consent what does it mean?

Consent to treatment
Common Law
Professional standards and Guidelines

Consent to research
Health Research Authority

Lawful basis for processing 
data

Consent
Public task
Legitimate interests
Contract
Legal obligation
Vital interests
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Participants gave permission for:

Whole Genome Sequencing
— Return of main findings (findings related to reason for recruitment)
— Option of return of limited list of additional findings

Consent materials created and revised (2016)

— Collaboration with participants
— Recruiters
— Independent ethics committee

Materials available   https://www.genomicsengland.co.uk/taking-part/patient-information-sheets-
and-consent-forms/

713 August 2020

https://www.genomicsengland.co.uk/taking-part/patient-information-sheets-and-consent-forms/


Genomics England

Wide stakeholder consultation
— Including Genomic Medicine Centres, recruiters and participants and PPI representatives 

Main changes 
— reduction of approximately 20% in the text overall
— improvements to readability, plain English Crystal Mark
— small reduction in the number of different versions
— shorter consent form, reduction of 30%.

Accessibility
— Easy read version for people with intellectual disability
— Versions accessible for individuals with visual impairment 

https://www.genomicsengland.co.uk/consent-evaluation/

Learning from the 100,000 Genome Project: 
Review of consent materials
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Health-care professionals need to be prepared to answer patients' questions about 
genetics to facilitate genome sequencing consent. 

Interviewees' decisions to participate in 100 kG P were based on interpersonal and 
institutional trust in the NHS, and on an investment in improving care for the future. 

Opening the "black box" of informed consent appointments for genome sequencing: a multisite observational study.

Sanderson SC, et al Genet Med. 2018 Oct 1. doi: 10.1038/s41436-018-0310 [Epub ahead of print]

Fostering trust in healthcare: Participants' experiences, views, and concerns about the 100,000 genomes project.

Dheensa S et al Eur J Med Genet. 2018 Nov 29. pii: S1769-7212(18)30352-5. doi: 10.1016/j.ejmg.2018.11.024. [Epub ahead of print]
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NHS Genomic Medicine Service

• National Service covering all DNA based testing including testing of cancers
• Operating to common national standards specifications and protocols
• 7 Genomic Laboratory Hubs contracted to deliver tests
• Rare and inherited disease testing all commissioned centrally by NHSE
• Aim to build a national genomic knowledge base to inform academic & industry research & 

discovery including clinical trials and recruitment

• All patients where WGS is the technology used for the test will be 
offered the opportunity to give permission for the data to be 
accessed through National Genomic Research Library
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The process of seeking consent 
ensures that: 

• a person understands the nature and purpose of the 
procedure or intervention thereby asserting a right to 
self-determination 

• may be evidenced by good documentation but a 
signature on a form will not necessarily indicate what 
consent has actually been given.



Patient choice in NHS Genomic Medicine Service 

• The patient choice framework – clinical care and research both presented as part of the clinical 
pathway. 

• Aim to give a clear, informed and separate choice about the genetic test (initially only those 
involving WGS) and participation in research

• All patients where WGS is used as the test technology to be given the opportunity to 
participate in research

— Access to de-identified data by researchers-for profit and not for profit
— Recall for research

— Lifelong collection of other routinely collected health data
— Also includes samples



Patient Choice 
and Record of 
Discussion
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Family and wider implications 

1. The results of my test may have implications for me and members of my family. I 
understand that my results may also be used to help the healthcare of members of 
my family and others nationally and internationally. This could be done in discussion 
with me or through a process that will not personally identify me. 

Health records

6. Results from my genomic test will be part of my patient record, a copy of which is 
held in a national system only available to healthcare professionals. 

Research 
7. I understand that I have the opportunity to take part in research which may 
benefit myself or others, now or in the future. An offer to join a national research 
opportunity is available on the following page. 
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• Security 

• Re-contact 

• Data and sample usage  

• Data storage 

• Withdrawal 
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https://www.genomicsengland.co.uk/understanding-
genomics/data/

https://www.genomicsengland.co.uk/understanding-genomics/data/
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COVID-19
Delayed the start of Genomic 
Medicine Service

Approach to simplified 
consent has been essential to 
collaborations in relation to 
COVID 19 research

Facilitating partnership with 
GenOMICC study

Facilitating co recruitment 
with other studies
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Ensure patient/participants’ choice is free 
and informed

Enough information available for them to 
access to make the choice

Choice must be recorded and complied 
with

— More than a signature on a form
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Questions??????
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