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Ocular Tissue Advisory Group (July 2014) 

Patient Consent Scheme 

Background 
NHS Blood and Transplant (NHSBT) have been 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 in all areas. 
 
The Health Research Council (formally NIGB) confirmed that they would expect the 
scheme to be implemented for Ocular Tissue as soon as possible.  NHSBT are 
expected to provide a yearly update to the HRA showing progress in this area. 
 
It was agreed at the OTAG meeting in January 2014 to proceed with a phased roll out of 
the patient consent scheme for Ocular Tissue registrations.  NHSBT began a roll out of 
the scheme to Centres in May 2014, commencing with the 33 Centre/Hospitals that 
performed the most transplants in 2012/13.   

Current Position  
Tissue Services have reported that phase one of the scheme has proved a success.  Of 
the 80 Ocular Tissues Request and Recipient Registration forms return to Tissue 
Services 59 forms showed the completed consent level obtained.  The forms that do not 
indicate any consent information are being followed up by Tissue Services directly with 
the Centres. 

Feedback  
 
Centre/Hospital  
One Clinical team required more information/clarity before proceeding with the 
implementation of the Scheme and therefore the commencement date has been 
delayed. 
 
One Centre expressed concerned regarding the validity of consent process and the 
constraints in allowing people reasonable time to reach an informed decision in busy 
NHS clinics versus the potential issues that would involve if time was not available in 
clinics and booklets were given to people to take away.  It was felt there is no time for 
Surgeons to go through the booklet with a patient, in addition to all the other explanation 
that already goes on with regard to the transplant procedure itself.  They also expressed 
concerned regarding how consent was to be documented. 
 
Booklet  
Feedback has been received on the content of the leaflet given to patients and a request 
for change has been made to ensure questions 10 and 11 which discuss the subject of 
refusal of full or partial consent are amended to make it clear to corneal patients that this 
will not effect their wait. 
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Scleral Tissue 
A transplant outcome sheet is completed on the day of surgery and no subsequent 
follow-up forms are generated.  Although the transplant form is mandatory and 
completed to ensure that the material had been used (and on the correct patient) 
ensuring full traceability, the information requested is more than the information 
collected and stored is over and above what is required to comply with the EU Directive 
and therefore patient consent is required. 
 
Concerned has been raised that if a patient or family refuses consent we are not 
assured full traceability and this issue will be raised with the Health Research Authority. 
 

Proposed Way Forward 
Phase Two of the scheme is due to commence August 2014 with 29 Centre/Hospitals.  
An information packs have been sent to Centres. 
 
A monthly reporting scheme has been implemented and Tissue Services have begun to 
send a report to all Centres to ensure they follow up with patients where consent has not 
been recorded or requested. 
 
NHSBT expect to extend the scheme to phase three in December 2014 to ensure by the 
end of 2014, the 90 most active units are recording patient consent for NHSBT to hold 
data. 
 
A further plan will then be formulated to implement the scheme in all other centres over 
the following two years. 
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