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At the same time, donor encounters with blood and plasma collection centers provide a 
potential opportunity for expansion to include broader evaluations of donor health within the 
larger contexts of maintaining a healthy and robust donor base and ofpromoting public 
health consistent with the HHS program of Healthy People 2010. However, the actual risks, 
benefits and cost-effectiveness of specific practices that go beyond assuring safe donation 
and safe and effective blood products are not established. The following issues warrant 
specific consideration by the Secretary: 

I.	 Event reporting in donors 
Published data suggest disproportionate rates of adverse events in donor subgroups. 
The committee supports efforts to develop a comprehensive national reporting system 
for blood and plasma donor adverse events. 

II.	 Informed consent 
While the current status of informed consent for blood and plasma donation is generally 
adequate, the Committee recognizes that there are opportunities for improvement. 
Informed consent is performed nationally but lacks consistency in a defined set of 
elements which has led to individual and regional variation. As informed consent is 
refined, the risks of donation, especially repeat donation, warrant further evaluation. 

At a minimum, the known risks of donation are disclosed, but the scope of informed 
consent should be expanded to consider: 

-the effects of repeat donation on the general donor population 
-the gender specific effects of iron deficiency on donors 
-the effects of collecting blood from anemic men using current donation thresholds 
-the disproportionate prevalence of adverse events in the youngest donors 
-the method and frequency of effective informed consent for repeat donations 

III. Donor notification and follow-up of medical findings 
Further standardization is needed on the manner with which (and extent to which) 
donors are notified of medical findings after donor suitability evaluation and product 
testing. By way of example: 

o	 Should notification be required to be performed electronically, telephonically, or by 
any method chosen by the donor? 

o	 What categories oftest results are required to be communicated to the donor (e.g., 
sickle cell)? 

o	 When a donor returns to a center, should follow-up questions related to test results be 
incorporated into the donor questionnaire? 
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The Committee is appreciative of your concern for public health in both your position of 
Acting Assistant Secretary for Health and Acting Surgeon General. We hope that these most 
recent recommendations will provide the new Secretary with a useful approach to important 
questions related to public health. Furthermore, we hope that the outcome of this meeting will 
ensure that we are optimally engaged in promoting the welfare of a national treasure, our 
volunteer blood donors. 

Sincerely, 

QK ~---"I:~ 
Arthur W. Bracey, M.D. 
Chairman, ACBSA 


