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Thank you for your letter of the 3rd May with regard to Petition 1643, Introduce individual 

risk-based blood donation in Scotland. 
 
We understand that the Public Petitions Committee considered the above petition at i ts 
meeting on 27 April 2017. We thank the petitioners for the evidence they provided and the 

Committee for inviting the Scottish National Blood Transfusion Service (SNBTS) to 
express its perspective.  
 
SNBTS welcomes discussion around the highly complex issues involved and recognises 

the frustration that those affected by donor deferral rules experience. However we also 
have to adopt a precautionary approach in trying to ensure the safety of Scotland's blood 
and tissue supply. We are guided and constrained to a certain extent both by national and 
international professional standards as articulated by (inter alia) the UK Advisory 

Committee on the Safety of Blood, Tissue and Organs (SaBTO) and the UK Blood 
Services Joint Professional Advisory Committees (JPAC), and by the legal framework 
within which we operate specifically (i) the Blood Safety and Quality Regulations 2005 (the 
UK transposition of EU Blood Directives 2002/98, 2004/33, 2005/61, 2005/62 and 

2009/135) against which we are inspected and licensed by the Medicines and Healthcare 
products Regulatory Agency (MHRA); (ii) the Human Tissues (Quality and Safety for 
Human Application) Regulations 2007 (the UK transposition of the EU Tissues and Cells 
Directives 2004/33, 2006/17 and 2006/86) against which we are inspected and licensed by 

the Human Tissue Authority (HTA); and (iii) the Consumer Protection Act 1987. We are 
also mindful of the findings of a number of Judicial Inquiries including the Burton 
Judgement against the National Blood Authority (London, 26

 

March 2001), the Archer 
Inquiry (London, 23 February 2009) and the Penrose Inquiry (Edinburgh, 25

 

March 2015).  

 
The petitioners articulate a number of important arguments in their evidence to the 
committee and SNBTS would like to clarify the following points: 
  
The sensitivity of current screening for HIV, Hepatitis B and Hepatitis C.  

The current SNBTS screening strategy for HIV, Hepatitis B and Hepatitis C deploys a 

combination of serological and nucleic acid based tests which are very sensitive and 
reliable. In this context it is not the prevalence of established infection in the population 
which is of concern, but the incidence of new infections in donors. This is because in the 
very earliest stages of an infection the amount of virus in the blood may be too low to be 

detectable in a 850ul blood sample but still sufficient to transmit infection in a 400mi blood 
transfusion. This period is termed the 'window period' and varies between viruses. 
Specifically for HIV this period is a mean of 9 days, 30 days for Hepatitis Band 4 days for 
Hepatitis C (there is variation around these means). The sensitivity of detection has not 

changed substantially since the introduction of triplex nucleic acid testing for these three 
viruses in 2010.  

That the regulations are based on sexual orientation and gender  

The current rules are not based on sexual or ientation but on evidence in relation to the 
differential risk of infection associated with different sexual behaviours.  

 

 
 
 
 

 



 
 
 

The donor selection criteria are based on the likelihood that the donor's sexual partner 
could be infected by one of the blood borne viruses. There are some groups of people 
where there is clear evidence that the prevalence of HIV, Hepatitis B and Hepatitis C 
infections are significantly higher than that in the non intravenous drug using heterosexual 

population including:  
 

 People who have been sexually active in counties where there is a high level of HIV 
endemic in the population  

 Intravenous drug users 

 People who have accepted drugs or money for sex 

 Men who have had sex with men (MSM)  

 Sexual partners of the above high risk cohorts 
 

Currently, the evidence in Scotland indicates that there are still significant health 
inequalities between MSM (@8% HIV positivity) and the non intravenous drug using 

heterosexual population (0.8% HIV positivity). The prevalence of Hepatitis B, Hepatitis C  
and some other infections are also higher in the MSM population. We recognise that while 
these rules are not based on sexual orientation, they do exclude sexually active gay and 
bisexual men from donating. In comparison women who have had sex with women have a 
low incidence of HIV, Hepatitis B and Hepatitis C and are eligible to give blood.  

SNBTS agrees with the principle that deferral periods should be as long as required to 

protect patient safety but no longer and is supportive of a reduction in the current deferral 
period for higher risk groups. We contributed to the SaBTO review of Donor Deferral 
Criteria in 2011 which led to a reduction in deferral periods from lifelong to 12 months after 
last potential exposure. We have also contributed to the current SaBTO Donor Selection 

Criteria Working Group, which also has representation from (inter alia) the Lesbian, Gay, 
Bisexual and Transgender (LGBT) Consortium, the Terence Higgins Trust, the National 
AIDS Trust, the Sickle Cell Society and the Thalassaemia Society alongside specialists 
from the other UK Blood Services, SaBTO members and ethicists. We understand that 

SaBTO is scheduled to consider the report from this Working Group on 9
 

June 2017 and 
will make recommendations to the UK and Devolved Administration Ministers and 
Departments of Health subsequent to that meeting.  
 
That the deferral criteria relating to transgender people are complex and subject to 
variable interpretation 
 

We accept that the deferral criteria for transgender people are complex and can be difficult 

to interpret and will continue to work with people from the LGBT + community and our 
colleagues in the other UK Blood Services to try to improve the system.  

That PrEP reduces the risk of transmission from window period donations 
 

We welcome the introduction of anti-HIV pre-exposure prophylaxis (PrEP) (e.g. Truvada) 
and anticipate that it will reduce the incidence of new HIV infection amongst gay and 

bisexual men (and the heterosexual population) in the coming years. Whilst this is likely to 
have a positive impact on the differential risk of HIV between the MSM and heterosexual 
donor populations, PrEP breakthrough infections have been described and in such cases 
may evade detection even where HIV individual donor nucleic acid testing is used. Also, 

PrEP does not mitigate the risk of other blood borne infections and if a donor is taking this 
medication it suggests that he/she has self assessed him/herself to be at risk in this 
regard.  

 



 

 

That other parts of Europe employ different risk assessment systems.  

 
The majority of European (and international) Blood Services employ similar 
category-based deferral systems to those used in the UK though (the detailed criteria 
often differ). As the petitioners point out Italy and Spain employ different systems, however 

the data from both these countries raises some matters of concern, for example the rate of 
HIV positivity in both new and repeat donors is considerably higher than current levels in 
the UK. In Italy more than 50% of H IV positives were detected in repeat donors, raising 
concerns that previous window period donations may have been missed, whilst in Spain 
the data indicates that the most common risk in both new and repeat donors are MSM.  

That we should replace the current system with individual risk based assessment  

 

SNBTS is supportive of the concept of individual risk based assessment in principle and 
has contributed to the workgroup that have considered the feasibility of this approach. The 
group has concluded that this is not feasible at this time for a number of reasons:  

 The lack of the evidence base to allow further segmentation of the higher risk 

categories of donors to allow more individual assessment of an individual's 
circumstances. This requires further detailed epidemiological studies in subgroups 
of the above noted higher risk populations which will require the engagement of 
public health bodies. 

 The interpretation of what individual risk assessment means is poorly understood 
and often confuses asking all donors the same questions (equality) with tailoring 
the questions to the donor's circumstances (an individualised risk assessment).  

 Individualised risk assessments for all donor attendances (170,000 per annum in 

Scotland) within the current donation system would be highly labour intensive and 
time consuming and would be difficult to implement confidentially within community 
sessions.  

 It would be feasible to implement individual risk assessment in the context of an on 
line donor selection portal as suggested by the petitioners. Such a portal would 
have to be scoped, designed and constructed.  

 

SNBTS are committed to work on these issues but given the financial environment, and 
the associated workload, this will require additional resources.  


