
AGChC(15)30 

Clinical Audit within NHSBT 
 
Background 
 
There is an annual clinical audit programme within NHSBT, with an Audit 
Manager – Marc Lyon – and a small team. Topics for audit can be from a wide 
range, but must in general be centred around something of overall benefit to 
NHSBT 
 
Current Clinical Audits 
 
(1) Audit of Organ Donor Documentation 
 
In January 2013, a transcription related Potential Serious Harm Incident (PoSHI - 
ODT-INC-086) occurred where although the CMV status of a kidney donor was 
reported as positive and recorded as such on the donor 
care pathway, it was transcribed in to EOS as CMV negative. AUD2615 assessed 
the accuracy and completeness of the transfer of data from donor files to EOS 
and found issues around virology, donor height and past 
medical history / social risk information. This audit tests the second stage of the 
donation process and aims to determine improvements reporting on a monthly 
basis with quarterly and annual reviews. 
 
(2) Audit of Information Transfer from Donor Medical Notes 
 
Following reported quality incidents where medical information contained 
within donor medical casenotes was not transcribed to the donor file or EOS, this 
audit will assess the accuracy and completeness of the transfer of information 
from medical casenotes to the donor file / EOS.  
This audit tests the first stage of the donation process and will report on a 
monthly basis with quarterly and annual reviews 
 
The annual audit programme is agreed by ODT CARE every February before final 
sign-off at NHSBT CARE in April. Discussions  start at some point in October to 
work out what audits we need to include on the programme. 
 
Audits can include things where there is already data available (which is easier) 
or they can cover things where there is no data, and so a need to work 
prospectively .They can cover data which is held / obtained internally or 
externally - it doesn't necessarily matter apart from complexity (there will be 
permissions issues around viewing hospital held data for example). None of 
Marc Lyon’s  staff have a clinical background, so in instances where they may 
need to interpret clinical information they need to evaluate how best to do that 
as part of the audit planning 
 
Once the programme is agreed these audits then run to a set schedule and only 
the final audit protocol (which details exactly what we are going to do and how 
we are going to do it) needs sign off by ODT CARE. One of the two flow charts 
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(DAT1485) shows the approval process for ODT audit reports - it is actually very 
straightforward for ODT and more complex for the other directorates. 
  
Ad hoc audits 
  
There may well be audits which are suggested / needed on an ad hoc basis that 
aren't part of the annual programme as the issues involved weren't known about 
the annual programme was set 
All of the above is applicable to these audits too, but there may be resource 
problems and in terms of approval a proposal needs to go to ODT CARE before 
the protocol later. For all audits, we do have the option of getting James and 
relevant others to approve outside of the CARE meeting to save time. The other 
flow chart (DAT1484) covers this process which again, is relatively simple for 
ODT. 
  
 Marc Lyon is  happy to discuss ideas / proposals at any point in the process or to 
do slots at various meetings if it would help.  
  
 Reporting and Dissemination 
 
All audit reports are signed off at ODTCARE, a copy goes up to NHSBT CARE 
(with a short description then going in to a report that goes to the Board and 
GAC). After that sign-off, distribution will differ according to the audit. 
  
For reports that cover the donation part of the 'pathway', reports are sent 
through the Regional Managers to communicate out. 
For reports that cover other areas are distributed to appropriate individuals 
based on who are most appropriate.  The Audit Team are happy to do anything 
that highlights the feedback / outcomes and helps to raise awareness of the 
issues found. 
  
Quality and regulatory audit 
  
The Quality Assurance team (ODT) have conducted a series of process audits 
within the Duty Office to review practice against standards and procedures and 
to identify areas for improvement. The most recent of these audits focussed on 
the requirement to obtain or supply patient identifiable data for donors or 
recipients when receiving or transmitting information to ensure patient safety 
throughout the chain of donation and transplantation. Several observations and 
recommendations were made following these audits which have now been 
implemented. A repeat audit to review the implementation into standard 
practice has been scheduled to take place later this month.  
  
The HTA will be undertaking their scheduled audit of the activities under the 
NHSBT Procurement licence in 2016 (date yet to be confirmed). Prior to this 
inspection, NHSBT will conduct a series of audits within ODT focussing on the 
regional Organ Donation Services Teams, the Duty Office and Information 
Services to ensure that they continue to meet the requirements under the Quality 
and Safety of Organs Intended for Transplantation Regulations 2016.   
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Summary 
 
A great deal of Audit activity goes on in NHSBT, much internally, and within AG’s,  
and below the horizon The clinical Audit Programme run by Marc Lyon is 
formally equipped, with an annual programme, and this is the appropriate time 
of year for discussions about next year’s proposals 
 
Appended 
 
Rolling Audit Programme – Mid Year Report 2015-16 
Approving Clinical Audit Proposals DAT 1484 
Approving Clinical Audit reports DAT 1485 
 
 
  


