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NHS BLOOD AND TRANSPLANT 
OCULAR TISSUE ADVISORY GROUP  

 
Patient Consent Scheme 

Background 
As discussed at previous OTAG meetings, NHS Blood and Transplant (NHSBT) was 
granted support by the Department of Health National Information Governance Board 
(NIGB) under Section 60 of the Health and Social Care Act 2001 for the use of patient-
identifiable information without consent.   
 
This approval provided transitional relief from the obligation to comply with the “fair 
processing” requirement of the Data Protection Act 1998 while we worked towards 
developing and maintaining a full patient consent scheme. 
 
NHSBT is therefore required to implement the patient consent scheme for Ocular 
Tissue.  The Health Research Council (formally NIGB) have confirmed that they would 
expect the scheme to be implemented for Ocular Tissue as soon as possible. 
 
Current Position 
 
The scheme was piloted in three Centres and continues to be “piloted” in Liverpool and 
Newcastle and this has continued since August 2010.  There have been no reported 
issues or refusal of consent from individuals.  Changes have been made to the UK 
Transplant Registry software application (NTxD) to enable consent to be recorded for 
ocular tissue registrants.  The standard transplant patient registration form for Ocular 
tissue FRM4314/1 has been updated with the consent boxes but the section is currently 
marked “do not use”.  The forms can easily be amended and the section made live for 
each specific organisation running the scheme. 
 
A documented process is in place detailing the actions to be undertaken if a patient 
refuses to give consent for their information to be held by NHSBT. 

Proposed Way Forward 
 
NHSBT has reviewed the pilots in operation and now wishes to proceed with a phased 
roll out of the scheme to all units.  We have, however, learned a number of lessons from 
the pilot and wish to roll out a simplified scheme which reduces, so far as possible, the 
administrative burdens on units.  For the pilot sites, we issued a separate consent 
booklet, change of mind and consent form for Ocular Tissue.  This process has now 
been amended and simplified and we propose to issue a single booklet for all transplant 
patients, irrespective of the organs and tissues they need.  Further, no additional forms 
are required to be completed – the check box on the Patient Registration form is 
considered sufficient for explicit consent, provided the units explain that consent is being 
sought to pass data to NHSBT.  The new booklet is currently in draft format and is 
attached for reference. 
 
NHSBT intends to begin a phased roll out of the scheme to all units from 1st April 2014, 
commencing with those Units/Hospitals that performed the most transplants 2012/13.  
We expect to extend the scheme in three phases (April, July and October 2014) so that 
by the end of 2014, the 90 most active units are recording patient consent for NHSBT to 
hold data. 
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A further plan will then be formulated to implement the scheme in all other centres over 
the following two years. 
 
We also propose to implement a monthly reporting scheme to all Units to ensure they 
follow up with patients where consent has not been recorded or requested. 
 
Recommendations 
 
OTAG is asked to give full support to the implementation of the Patient Consent for 
Information Scheme for Ocular Tissue and the phased rollout being proposed.  
 
A review of the success of the implementation of the scheme can be reported to OTAG 
at the meeting in July 2014. 
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