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Executive summary 
 
An operational feasibility study is being carried out replacing the tonsil analyte for vCJD 
testing, by testing deceased tissue donor’s spleen / ocular tissue.   
 
The study is split into 3 phases. 
 
Phase 1 – spleen from multi tissue donors were tested 
Phase 2 – spleen and ocular tissue from appropriate eye and multi tissue donors are tested. 
These donors were consented by selected health care professionals working for SNBTS, 
NHSBT and CTS eye banks 
Phase 3 – as phase 2 with the addition of the consent being taken by Specialist Nurses – 
Organ Donation (SNODs) for tissue only donors. 
Multi Organ Donors are excluded from this feasibility study. 
 
Phase 1 of the study commenced on 14th March 2011, and phase 2 commenced on 20th 
February 2012. There were four Key Performance Indicators identified to measure the 
success of the study, outlined in the graph below;  
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The success of the work previously carried out in this study has proved that the required 
analyte can be retrieved on a routine basis; however this has only been carried out for a 
select donor pool (approximately 55% of all donors).  It is anticipated that by progressing 
into phase 3 of the feasibility study, a greater pool of donors (up to 75%) can be screened 
for CJD. This will explore the feasibility of obtaining these tissues from all tissue donors in 
the future.   
The study has been successful to date (as evidenced by KPIs) and much of this success 
has been due to very careful planning and the overarching project management resource.  
The planning and phased approach has caused delays in the delivery of the project and 
funding is due to cease at the end of 2012/13 financial year.   
 
Decision required: 
 

• The operational feasibility study project board would like to request that 
funding is continued until September 2014 to enable phase 3 to proceed, as 
recommended by Prion Working Group (PWG).  Annual costs are £210,477.  
Failure to fund phase 3 will mean the study will end in March 2013, with the 
dismantling of the infrastructure and expertise built up to ensure robustness 
and reliability.  This would make restarting the test programme at a later date  
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subject to significant delays.  This business case explores the costs and 
requirements of moving into phase 3. 

 
 
Background 
 
Aims of phase 3 
 

• To determine the operational feasibility of retrieving spleen / ocular samples from 
tissue only donors consented by Specialist Nurses – Organ Donation. 

• To ensure that the increase in the number of samples processed does not affect the 
release of tissue, particularly corneas for transplantation. 

• To report data collected from all 3 phases to the Prion Working Group and SaBTO. 
 
Ethics 
 
It has been established that no ethical approval is required for this work, since it is 
considered a validation.   
 
Success measures 
 

• Results available within 10 working days of deceased donor retrieval 
• Complete traceability of tissues and results 
• Maximise the numbers of eligible donors tested on at least one analyte - not less 

than 95% after one year of phase 3. 
 
Number of samples 
 
It is estimated that the following numbers of eligible donors will be tested during phase 3; the 
spleen must be tested in triplicate. 
 
Donors No. of donors per year No. of tests per year 
Tissue Donors 100 300 
Eye Donors 2100 2100 
Tissue & Eye Donors 300 1200 
Totals 2500 3600 
 
Therefore the total number of tests from eligible donors which could be potentially tested in 
phase 3 is 3600 per year / 5400 tests over 18 months. 
 
 
Timeline for phase 3 
 
The plan for phase 3 is outlined below; 
 
Month Action 
Jan – March 2013 Preparation for phase 3, update documentation, train pilot 

nurses 
01/04/13 Pilot rollout with Scottish and SW SNODs 
March – June 2013 Train remaining SNODs 
01/07/13 Go live with all SNODs 
July 2013 – June 2014 Collect data 
July 2014 Submit report to PWG 
June – Sep 2014 Continue testing until decision made on future of testing 
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The above plan includes the continuation of testing during the study review period.  In the 
event that a decision is made to continue with testing after the study, this will ensure no 
further set up costs will be needed.   
 
 
Costs 
 
The full time band 6 study co-ordinator has been essential to the project so far to ensure full 
traceability from the labelling systems in place within the 4 different organisations, NHS 
Blood & Transplant (NHSBT), Scottish National Blood Transfusion Service (SNBTS), and 
Manchester & Bristol CTS eye banks.  The study co-ordinator also authorises samples 
before testing, to confirm eligibility.  It is proposed to employ a band 4 administrative support 
for the study co-ordinator, due to the increase in the number of samples, and the complexity 
of working with extra consenting personnel. 
 
There will be additional also costs associated with training Specialist Nurses – Organ 
Donation for phase 3. 
 
It is proposed to introduce Elisa testing to enable an increase in the number of tests of 
samples with a smaller volume size.  The validation costs of this have been included.   
The staffing costs also include a Band 7 WTE and 10% band 8b WTE based in the testing 
laboratory at NHSBT Bristol; these were transferred from the tonsil study to the 
spleen/ocular feasibility study. 
 
Training is to be cascaded through a link Specialist Nurse – Organ Donation, and via GoTo 
meetings wherever possible. 
 
Summary of costs Cost 
Spleen retrieval costs £15,800 
Eye sample preparation costs £50,600 
Costs for 3600 test per year  £49,500 
Validation of Elisa testing £2,100 
Study co-ordinator £36,164 
Staffing costs NHSBT Filton £51,000 
Training costs £5288 
Band 4 administrative support £25,000 
Total year 1 £235,452 
Total 18 months £353,178 
 
 
Confirmatory testing 
 
A confirmatory sample is preserved in formalin for immunohistochemistry.  Confirmatory 
testing is carried out by the CJD Surveillance Unit in Edinburgh. 
 
 
Conclusion and Summary 
 
It is anticipated that by progressing into phase 3 of the feasibility study, a greater pool of 
donors can be screened for CJD. This will explore the feasibility of obtaining these tissues 
from all tissue donors in the future.  The success of the work previously carried out in this 
study has proved that the required analyte can be retrieved on a routine basis; however this 
has only been carried out against a select donor pool.   
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The study has enabled approximately 55% of all donors (eligible and not eligible) within 
NHSBT and SNBTS to be consented, however it is hoped that by including all tissue only 
donors that have been consented by Specialist Nurses – Organ Donation, this could 
increase to approximately 75%.   
 
Appendix 1 – Detailed summary  
 
The pilot study using tonsil tissue as the analyte for testing deceased tissue donors for vCJD 
had mixed success, the study has shown that the tonsil is a good analyte for testing, 
however it was demonstrated that there is difficulty in retrieving the tonsil tissue from donors.   
These reasons include the inability to open the jaw and potential damage to the teeth. The 
spleen and ocular tissue are now being investigated as a possible analyte for testing for 
CJD in deceased donors.   
 
The study is split into 3 phases. 
 
Phase 1 – spleen from multi tissue donors will be tested 
Phase 2 – spleen from multi tissue donors will be tested, and ocular tissue from eye only 
donors and multi tissue donors will be tested 
Phase 3 – the same as phase 2 with the addition of the consent being taken by Specialist 
Nurses – Organ Donation for tissue only donors. 
 
Multi Organ Donors will be excluded from this feasibility study. 
 
A study coordinator was appointed to manage the traceability and labelling systems 
between the 4 different organisations involved. Clinical governance is managed by the 
NHSBT & SNBTS Clinical Governance Routes and the steering group report to the Prion 
Working Group on a regular basis.  All samples are tested at International Blood Group 
Reference Laboratory (IBGRL), NHSBT Filton by Western Blot technique. 
 
The table below shows the key performance indicators gathered from results of the study so 
far. 
 
KPI: Tonsil Study Spleen/Ocular 

Study. Phase 1 
Spleen/Ocular 
Study. Phase 2 

1. Percentage of donors consented from eligible 
pool 

73% 68% 94% 

2. Percentage of donors where at least one 
tissue has been retrieved from consented 

33% 78% 94% 

3. Percentage of samples tested from 
samples retrieved 

98% 81% 74% 

4. Total percentage of samples tested from 
eligible pool 

24% 43% 65% 
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As shown, the spleen/ocular study has been more successful than the tonsil study, although 
certain challenges have still been faced.  All KPI’s show a greater success except number 3.  
A high number of the ocular samples have not been tested due to insufficient sample size. A 
lesson learned from the tonsil study was that samples would not be tested unless the 
volume was sufficient for confirmatory testing. This information has been trended and a 
pattern has been found between retrieval centres, and re training is to be carried out.  
Moving from Western Blot to Elisa testing should also allow for smaller sample size to be 
tested. 
Coroner refusal was high at the beginning of phase 1, however a system was put in place to 
retrieve spleen samples at the time of post-mortem, which increased the number of spleen 
samples, both consented and retrieved.  During phase 2 this has delayed some results 
availability.   
The IBGRL was forced to close in September 2012 due to extreme weather conditions, 
which has resulted in a decrease in the KPIs for phase 2 during the suspension of the 
programme.   
 
It is proposed to move into phase 3 to increase the pool of donors tested for CJD from 
approximately 55% to 75%.  Failure to fund phase 3 will mean the study will end in March 
2013, with the dismantling of the infrastructure and expertise built up to ensure robustness 
and reliability.  This would make restarting the test programme at a later date subject to 
significant delays. 
 
 
Helen Gillan (NHSBT), George Galea (SNBTS) & Lauren Dunne (NHSBT) 

 
 

 
 

 
 
 
 
 


