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NHS BLOOD AND TRANSPLANT 

Ocular Tissue Advisory Group  

 

Patient Consent Scheme 

Background 
On discussing the requirement to implement the patient consent scheme for Ocular Tissue 
a number of queries were raised by OTAG members in relation to the need for the scheme. 
 
It was felt that although not all of the information currently collected is in relation to a legal 
requirement, it is required for clinical governance and patient safety and therefore had to be 
collected.  It was questioned whether this gives a “caveat” not to implement the scheme. 
 
Possible issues arising where patients withhold consent for their information to be sent to 
NHSBT were discussed and again it was felt this would have detriment on patient safety 
and would not give the ability to inform donors/recipients of disease etc and therefore there 
exists a duty to collect this information and consent should not be required. 
 
Alison Gane was also asked to review the requirements of the EU Directive on Tissue 
Donation and ask the Human Tissue Authority (HTA) for there view on this matter. 

Investigation 

Background 
The Office for National Statistics (ONS) was the first organisation to raise the requirement 
for then UK Transplant to have Section 60 approval.  ONS expressed concern that the data 
they processed on behalf of UKT may not have a secure basis in law and insisted approval 
from the Patient Information Advisory Group (PIAG) be obtained before they would process 
any data supplied by UKT. 
 
When first applying for approval an application was sent to PIAG informing them why it was 
important to collect such information and why it was felt that  the collection of the 
information might be exempt from the requirements of the Health and Social Care Act.  On 
reviewing the PIAG file it appears that the application was unsuccessful and a meeting was 
held with PIAG where they raised concerns and discussed how we could approach the 
requirement for obtaining consent.  
 
Overall it was felt that it is always good practice to explain to patients and the public how 
information is used and would help UKT to comply with the legislative requirements of the 
Data Protection Act. 

General 
The issues raised by members of OTAG are the same that might be raised in respect of 
any organ and therefore it is not possible to make a special case or exception with regard 
to ocular donation and transplantation especially as the scheme has been successfully 
implemented in all Liver, Cardiothoracic and Renal Units. 
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Information collected by Organ Donation and Transplantation (ODT) is over and above the 
minimum required to ensure traceability and therefore although patient safety is important, 
even if a case could be made based on the need to ensure traceability, no such case for 
exemption could be made in respect of the additional data collected primarily to support 
analysis and clinical governance.   

Human Tissue Authority (HTA) 
After contacting the HTA three documents surrounding the direction given under the 
European Union Tissue and Cells Directive were provided for review. 
 
The documents make it clear the need to establish consent for the procurement of any 
human tissue and cells and by how and by whom the donor had been identified.  They also 
detailed a procedure that should be followed regarding the minimum standards for the 
donation process (consequences, risks, tests etc).   
 
The Human Tissue (Quality and Safety for Human Application) Regulations 
2007 and Directions 001/2006 & 002/2007 do not expect a great deal of information to be 
kept from donors or recipients. This is outlined in 
002/2007 Donor Documentation and records Paragraph 70 - 73. 
 
Specifically, Donor identification must include identification of the procurement 
organisation, a unique donor identification number, date & place of the procurement and 
type of donation.  
 
The direction did not set clear directions regarding informing the patient that the information 
is held, used, recorded and shared with ODT as required legally by the Data Protection Act 
1998.  The HTA have confirmed that this issue is not in their current remit. 
 
Healthcare Commission (HCC) Standard 
The HCC core standard C13 (reference C13b) states:  
 
 “appropriate consent is obtained when required, for all contacts with patients and for the 
use of any confidential patient information”. 
 
It is felt the implementation of a national patient consent scheme for Ocular will help ODT 
comply with this standard. 
 
Joseph Rowntree Reform Trust Database State 
http://www.jrrt.org.uk/index.php?page=publication&showpublication=33 
 
In recent years, the Government has built or extended many central databases that hold 
information on every aspect of our lives. This ‘Transformational Government’ programme 
has been repeatedly challenged by controversies over effectiveness, privacy, legality and 
cost.  Over two-thirds of the population no longer trust the government with their personal 
data. 
 
Based on a comprehensive analysis of Britain’s database state, the report made a number 
of recommendations for how data should be collected, held and managed by government. 
 
 
 

http://www.jrrt.org.uk/index.php?page=publication&showpublication=33
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The recommendations most appropriate to the requirements of the patient consent scheme 
are listed below: 

Recommendation One 
Government should compel the provision or sharing of sensitive personal data only for 
clearly defined purposes that are proportionate and necessary in a democratic society. 
Where consent is sought for further sharing, the consent must be fully informed and freely 
given. 
 
Recommendation Four 
By default, sensitive personal information must be kept on local systems and shared only 
with the subject’s consent or for a specific lawful purpose. Central systems must be simple 
and minimal, and should hold sensitive data only when both proportionate and necessary 
 
National Information Governance Board (NIGB) – formally PIAG 
NIGB have confirmed verbally that they would expect the scheme to be implemented for 
Ocular.  I have emailed the NIGB to ask for written confirmation in this area PIAG 4-07 (k) 
2002. 
 
Update 
A pilot of the Scheme was undertaken in Liverpool, Manchester and Berkshire, this began 
in August 2010 and is still ongoing. 
 
A report was made to the OTAG Group in July and it appears that some Units have had 
more success in the implementation of the scheme than others and it was decided at the 
meeting that Berkshire would not continue with the pilot and Sally Johnson would discuss 
the necessity of the scheme with the Department of Health. 
 
In December 2011 Sally reported that she referred the matter to the relevant policy lead at 
the Department of Health to see if there was a possibility for exemption but this is not 
possible. 
 
Conclusion 
Taking the above into consideration members of OTAG are asked to give their full support 
the implementation of the Patient Consent for Information Scheme for Ocular Tissue.  
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