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Docket No. 2004D-0198 CBER 200348
Dear Docket Officer:

Blood Systems Inc supports the FDA's intention of approving a full-length Donor History Questionnaire and
accompanying materials which provides a specific process for administering questions to donors to determine
eligibility to donate consistent with FDA requirements and recommendations. However, there are significant
concerns about implementation of this proposed ruling.

BLOOD DONOR EDUCATION MATERIALS

Are the Blood Donor Education Materials required to be implemented in the format and language presented in the
draft? The explicit sexual definitions for vaginal sex, oral sex and anal sex will not be appropriate at some collection
locations such as high schools and churches.

FULL-LENGTH DONOR HISTORY QUESTIONNAIRE/ DONOR HISTORY QUESTIONNAIRE USER
BROCHURE

Overall the questions appear to be well designed however the Donor Eligibility statements and flow chart contained
in the User Brochure are sometimes in conflict. We are suggesting not using the flowcharts as described in the
guidance but would prefer to use IF/THEN statements as a guide in conjunction with our standard operating
procedures.

Question: i. Are you feeling well and healthy today?

COMMENT

o Donor Eligibility statement includes the donor should be free of colds on the day of donation. Current practice
allows donors to be accepted with this condition.

Question: 2. Are you currently taking an antibiotic?

COMMENT

e Donor Eligibility statement includes donors taking all types of antibiotics. This statement would unnecessarily
defer donors that are using a topical antibiotic or have fungal infections such as Athlete’s Foot.

Question: 2. Are you currently taking ény other medication for an infection?
COMMENT
e  Question 2 and 3 should be combined into one question.

Question: 6. In the past 48 hours have you taken aspirin or anything that has aspirin in it?

COMMENT ‘

e  The aspirin change is not consistent with other standards and is more restrictive than the American Association
of Blood Banks (AABB) which specifies to defer donors for 36 hours after ingestion.



Question: 8. Female donors: In the past 6 weeks, have you been pregnant or are you pregnant now?

COMMENT

¢ Donor Eligibility statement defers donors who have had a miscarriage or abortion in the first and second
trimester. There is currently no medical reason to defer.

Question: 9. In the past 8 weeks have donated blood, platelets, or plasma?

COMMENT

e The flowchart runs the risk of being inaccurate and too confusing. We recommend deleting the question from
the questionnaire.

Question: 23. In the past 12 months have you had sexual contact with a person who has hepatitis?

COMMENT

¢  Question needs to specifi cally ask about viral hepatitis. A donor having sexual contact with an individual
having non-viral hepatitis is eligible to donate.

Question: 24. In the past 12 months have you lived with a person who has had hepatitis?
COMMENT
e Question needs to specifically ask about viral hepatitis.
e Define criteria for lived with and close contact. These deﬁmtlons should be included in the Educational
Materials.

Question: 25. In the past 12 months have you had a tattoo?

COMMENT

e Donor Eligibility statement specifiies that tattoos applied using single-use needles and single-use ink are
acceptable. This conflicts with the AABB criteria that indicate the donor is eligible if the procedure was
performed by a facility licensed by the state. ;

Question: 29. In the past three years have you been outside the United States or Canada?

COMMENT

e  Explain why Canada was included in the question. Current practice by most blood centers excludes Canada due
to the SARS outbreak. The travel question should be broad enough to identify donors at risk.

Question: 32. From 1980 to the present did you spend time that adds up to 5 years or more in Europe?

COMMENT

e The Donor Eligibility statement should delete “ may be a theoretical risk” since current scientific evidence may
dispute this claim.

Question: 33. From 1980 to the present did you receive a blood transfusion in the United Kingdom?
COMMENT
e  See Question 32,

Question: 39 Have you ever had hepatitis?
COMMENT
¢ Question needs to specifically ask about viral hepatitis.

Thank you for your consideration. If we can be of further assistance, please contact Dr. Hany Kamel at 480-675-
5659.
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