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consent process. The AABB also suggests patients who have received 
xenotransplant products in the past and d not receive such information should be 
located and informed. 

Section VII 2 a i states that “the patient sh consent to inform his current andfuture 
contacts of their potential risks from the so animal species and of their deferralji-om 
blood donation. ” The definition of contacts s been improved as the guidance now 
defines contacts to be deferred from donati s “persons who have engaged repeatedly 
in activities that could result in intimate exe ge of body fluids with a 
xenotransplantation product recipient, For ample, such contacts may include sexual 
partners, household members who share r or toothbrushes, and health-care workers 
or laboratory personnel with repeatedperc neous mucosal or other direct exposures. ” 

The AABB is concerned about the requir ent to defer as blood and tissue donors 
certain contacts of xenotransplant pro ients. Deferral for contact with 
xenotransplant recipients is unsupported dence of transmission of potential or 
unrecognized pathogens to such contacts on. A major concern 
regarding transmission of zoonotic patho recipients is that the 
immunosuppression required to permit rej 1 render them uniquely susceptible to 
infection. Immunosuppression is not an is contacts. The risk to such contacts is 
amenable to study in populations with oc exposure to the relevant species, but 
to date, we are not required to defer farm r workers, veterinarians or others 
with potential zoonotic contact. If the ag des to defer certain contacts, then this 
policy should also be emphasized in the consent for the patient. 

Addition of questions to the blood dono detect xenotransplant 
product recipients and their contacts has b scussed on numerous occasions. Both the 
Blood Products Advisory Committee and ological Response Modifiers Advisory 
Committee, Xenotransplantation Subcommitt have recommended that additional 
questions should not be added to the do The AABB agrees 
with the advisory committee conclusions t t additional questions should not be 
added to the donor history questionnaire. 

Because the blood banking community is con e: 
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a AABB has spearheaded a task force to stream 
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validation for most of its questions, the 
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Load Centers, American Red Cross, 
s from the CDC and the FDA, and 
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lnors and believes that the public will not 

lations of these questions to determine 
p participants concluded that it was 
‘all donors in order to detect a small 
Isk. They also concluded that the 
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proposed questions were too long that if questions must be added to 
the questionnaire, the questions would need be revised and reworded as multiple 
questions. 

As previously noted, the donor hi is already very complex, and the 
AABB is concerned that the addition plex questions screening for marginal 
theoretical risk may distract from the donor questions for documented risk 
such as known viral transfusion tr The xenotransplant recipient and 
contacts are known to the instituti that initiate and support the 
transplant. These institutions have close th clinical trial participants, and they 
have the means to notify the individuals they must not donate blood or tissue. 
This would be far more efficient than asking cific questions of the millions of 
individuals who donate blood. 

The AABB requests that the guidance be vised to include a statement that 
expressly relieves blood collecting agent questions about contact with 
xenotransplant recipients and reinforce message of deferral is the 
responsibility of the transplantee. 

The AABB thanks the agency fo 
questions or wish to discuss any 
Director, Regulatory Affairs at 3 

comment. Should you have any 
er, please contact Kay Gregory, 

Sincerely, 

Karen Shoos Lipton, JD 
CEO 


