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Historical background 

- 1981-1982 – first published report of Kaposi’s sarcoma, 

Pneumocystis carinii in homosexual men, hemophiliacs, 

transfused infants in the US 
 

- Acquired Immunodeficiency Syndrome (AIDS) suspected to 

be caused by an infectious agent 
 

- Viral agent identified in 1984, donor testing started in 1985 
 

- 1983-85 – increasingly explicit and stringent FDA 

recommendations 
 

- 1985 – deferral of any male who has had sex with a male 

(MSM) since 1977 



 

 

 

Projected risk of HIV infection/unit 

Recipients infected/yr. 

San Francisco, 1978-1984                                     Busch et al 

         Transfusion 1991; 31:4-10

        

    



Canadian criteria, blood donors 

- Followed US lead in increasingly more stringent and explicit 

criteria 
 

- Implementation of a clear question about MSM even once 

since 1977 only implemented nationally in 1988-89 
 

- In July, 2013 both CBS and Héma-Québec changed the 

question for male donors to:  In the last 5 years, have you had 

sex with a man, even once? 
 

- Female donors are asked:  In the last 12 months, have you 

had sex with a man who has had sex with a man, even once, 

in the last 5 years? 



International perspective 

- Factors influencing international policies include 

- epidemiology of HIV in country 

- regulatory requirements, including plasma fractionation 

- methods of donor screening (standardized questionnaire vs. 

health assessment by MD) 

- history of response to emerging threats 
 

- Many countries have convened expert committees to perform 

risk analysis of possible changes 



Gender neutral, behaviour-based questions 

- Spain, Italy (some blood operators, variable practice) 
 

- Donors are screened by physicians, allowing more individual 

risk assessment vs. a manufacturing model 
 

- Available data from Spain shows much higher HIV positive 

rates (5.6 per 100,000 donations, vs. ~ 0.8 per 100,000 

donations in Canada) 
 

- 75% of positives were repeat donors, most with unsafe MSM 

behaviour as a risk factor 
 

- Residual risk of HIV would therefore be at least 7 times higher 

than in Canada 



Defined term deferral from risk behaviour 

-   

 



Impact of current policy on safety 

HIV incidence, prevalence 

in population 

Donor selection criteria, 

mode of administration 

Public Health information 

re risk factors, testing 
Blood Safety 

Donor testing 

  sensitivity 

  window period 

Self-deferral of high risk 

individuals 

 

 

Pathogen 

inactivation 

 

 

Good Manufacturing 

Practices 

  errors 

 



HIV risk – donor selection 

- Many criteria aim to defer donors at higher risk for HIV, other 

transmissible diseases (illegal drugs, payment for sex, etc.) 
 

- Difficult to isolate the effect of a single criterion 
 

- Increased public knowledge about risk factors for HIV, and 

availability of testing has led to a decrease in HIV prevalence 

rates in Canadian donors, in spite of no criteria changes 



HIV prevalence for 100,000 donations by 

donation status, 1990-2012, CRC and CBS 
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HIV testing 

- All donors tested on each donation for antibody (anti-HIV 1/2) 

and nucleic acid (NAT testing) 
 

- Window period where individual is infectious but not detected 

by testing  22 days for antibody, 12 days for NAT 
 

- Regulation, test automation, computerization have 

significantly reduced potential for errors 
 

- Rare errors that may affect safety do occur  sample 

misidentification 
 

- Difficult to estimate frequency of errors 



Modelling studies 

- Since residual risk is too low to measure, modelling studies 

have been performed to assess expected risk increment 

associated with policy changes 
 

- Require data on many input parameters 

- HIV prevalence, various MSM populations 

- MSM individuals currently donating 

- errors, emergency release 
 

- Latest modelling study estimated < 1 infected HIV unit 

entering the blood supply in 1,000 years associated with a 

change to a 5 year deferral in Canada 
Germain M et al, in press Vox Sanguinis 
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Emerging pathogens 

- HIV infection first noted in MSM, hemophilia, transfused 

population groups 
 

- MSM may be “sentinel population” for other new agents that 

may be transmitted by both sexual contact and transfusion 
 

- There was an 8 year gap between introduction of HIV in 

population and test development and implementation 
 

- New agents are recognized and characterized much more 

quickly 
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AABB Transfusion Transmitted Diseases 

Committee (TTDC) 

- AABB TTDC reviewed information about agents with actual or 

potential risk of transfusion transmission in US or Canada 
 

- 68 agents identified and assigned a risk priority level under 3 

categories 

- scientific/epidemiologic evidence regarding blood safety: 

transfusion transmission, prevalence in asymptomatic people 

- public perception and/or regulatory concern for blood safety: 

discussed at BPAC 

- public concern about agent discussed in press, queries to AABB 

and operators 
 

-                                              highest to lowest priority 

 

 

 
 

 

 

Red Orange Yellow White 
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TTDC Report, Red Category – highest priority 

 

 

 

 
 

 

 

Agent Risk factors/exposure routes 

vCJD 
 

Dengue virus 
 

Babesia species 

geographic, BSE 
 

geographic  outbreaks, mosquitoes 
 

geographic, ticks 
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TTDC Report, Orange Category  

 

 

 

 
 

 

 

Agent Risk factors/exposure routes 

Chikungunya virus 
 

St. Louis encephalitis virus 
 

Leishmania 
 

Plasmodium (malaria) 
 

T. cruzi (Chagas) 

geographic  outbreaks, mosquitoes 
 

geographic  outbreaks, mosquitoes 
 

geographic, sandflies 
 

geographic, mosquitoes 
 

geographic, reduviid bugs 
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Emerging pathogens 

vCJD 

WNV 

Chagas Disease 
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Stakeholder consultations 

 

 

 

 

 

Both blood recipients and gay/bisexual men are vulnerable 

groups in Canadian Society.  The MSM deferral policy has the 

capacity to impact on the level of fear or anxiety 

understandably experienced by both groups. 

 Justice Aitken, 

Ontario Superior Court 

judgment, 2010 

 

 

 

 
 

 

 



Building consensus for change 

- In September 2011, CBS Board of Directors passed a motion 

to seek approval from Health Canada for a defined term 

deferral of between 5 and 10 years for MSM 
 

- The Board mandated extensive, in depth public consultation 

prior to submission 
 

- Without support from patient groups, high interest community 

groups, change would not go forward 



Goals of stakeholder consultation 

- Orient length of deferral period for MSM behaviour 
 

- Engage stakeholders from patient groups and the LGBTTQ 

(lesbian, gay, bisexual, trans, two-spirited, queer) and student 

communities in constructive dialogue 
 

- Ensure comfort with the proposed change on the part of patient 

groups 
 

- Demonstrate positive impact of change on adequacy of supply  
 

- Demonstrate acceptability of change to our current donors and 

the general population  



Anonymous on-line survey 

- Anonymous on-line survey from Feb 27- March 2/2012 
 

- 12 questions, plus demographic questions 
 

- 4 groups 

- general public – sample from Ipsos Reid Household Panel 

- active donors 

- Canadian Federation of Students (CFS)    

- Community Based Research Centre (CBRC) 
 

- CBRC is based in Vancouver, but has a national and 

international focus on gay men’s sexual health 

} 
Members 

sent open 

link 



Methods 

Brief description of CBS 

↓ 

Intention to donate, trust questions 

↓ 

Information about current policy 

↓ 

Awareness, impact on donation intentions 

↓ 

Information on potential change to 5-10 yr deferral 

↓ 

Overall views and level of support, impact on  

safety, donation intentions, trust 

  



Results 

 

Number of 

Respondents 

 

Response 

Rate 

 

Awareness 

of policy* 

 

Negative impact of 

current policy† 

CBRC 731 ? 89% NA 

CFS 6,111 ? 89% 66% 

Donors 1,422 25% 90% NA 

General 

Public 

1,015 18% 52% 9% 

(18% - 18-34 yr olds) 

* Very or somewhat aware 

† Somewhat or much less likely to donate blood 

NA = not asked 



Overall view of policy change 
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Top reasons supporting/opposing change 

- Discrimination against sexual orientation 

- More donors are needed 

- Policy based on out-dated science 
______________________________________________________________________________________________________ 

- Still discrimination against sexual orientation 

- Risky, system is not foolproof 

- Against gay people donating 



Effect of policy change on perceptions of safety 
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Conclusions 

- There was good participation in the survey, with over 9,000 

respondents, including 6,100 students 
 

- Awareness of the policy is high, particularly in students, 

donors and CBRC members 
 

- There was variation across different groups, but more support 

than opposition to change 
 

- A policy change might positively influence younger Canadians 

to donate, and would not substantially change trust in the 

blood system 



Consultation workshops with stakeholders 

- 3 face to face full day consultation workshops in Ottawa from 

March to June 2012 

- patient group representatives; mainly national groups, including 

Canadian Hemophilia Society, Thalassemia Foundation of 

Canada 

- university students and LGBTTQ (lesbian, gay, bisexual, 

transgender, two-spirited, queer) groups; national or regional 

groups, including Canadian Federation of Students, Canadian 

AIDS Society 

- joint workshop with both groups 
 



Consultation workshops 

- An external facilitator conducted the workshops in a neutral, 

uniform fashion and summarized discussion 
 

- Participants received a report on donor selection criteria 

related to MSM prior to the meeting 
 

- Participants were asked to consider 

- benefits 

- costs and consequences 

- points they want other groups to hear about status quo, 5, 10 year 

option 



Outcomes 

- In post-workshop evaluations, over 85% of participants felt 

workshops were relevant and objectives were met 
 

- Areas of agreement 

- importance of safety and security of the system 

- fear as an emotional component of this issue 

- need for change 

- change should be done in an incremental, controlled manner 

with ongoing monitoring 
 

- 14 letters of support (7 national patient groups and 7 LGBTTQ 

groups directed to Health Canada to officially endorse a 5-year 

deferral period 



Outcomes – quotes from stakeholders 

- “…the severity of this decision was not taken lightly and all 

stakeholders’ opinions were given serious thought in the 

development of this position…” 

- “We were able to come to an agreement which was based on 

safety and good science.” 

- “…it is critical that a change in the current policy occur that 

ensures both a safe and adequate supply of blood donations in 

this country…” 

- “… we believe that this requested policy revision would 

appeal to Canadians, particularly younger Canadians’ sense 

of social justice which may well in turn encourage them to 

become blood donors and thus increase the blood supply.” 



Where are we now? 

- Health Canada approved a change to a 5 year deferral period 

for MSM 
 

- Criterion was implemented in July 2013 
 

- A post-implementation plan includes monitoring of TD marker 

rates, compliance 
 

- Further change if safety demonstrated 



Conclusions 

- Criteria for MSM were implemented in the 1980s, and initially 

were important in decreasing HIV transmission 
 

- Criteria need to be reassessed, given advances in donor testing 

and pathogen monitoring and identification 
 

- Given the historical background and societal impacts, 

stakeholder engagement was critical to achieving a change in 

policy in Canada 


