
ayo Clinic 
., ,; ;--: 200 First Street SW \ ~ /- & .-t 1 ‘ - . Rochester, Minnesota 55905 

507-284-2511 

re~~~da~ Moore, M.D. 
artment of Laboratory Medicine 

and Pathology 

Docket No. 2004D-0 192 

May 24,204 

Division of Dockets Management Branch (IIFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, IkID 20852 

To Whom It May Concern: 

Listed on below (Attachment I) are our comments regarding the document Acceptable F&Length 
Donor History Questionnuire and Aecompa@zg Materials for Use in Screening Human Donors of 
Blood and Blood Components. 

The document is concise and clearly written. The use of flow charts is most helpful and the FDA 
should include such aids in all future guidance dealing with complex issues such as donor 
questions, dlonor re-qualification, testing algorithms, etc. 

Because this questionnaire represents a substantial improvement over the current Uniform Donor 
Questionnaire, the FDA is encouraged to release a final piece to allow implementation as soon 
as possible. 

It is hoped that a similar guidance will be forth coming to low the use of an abbreviated 
questionnaire in repeat donors. 

On May 20,2004 CBER issued the final rule and draft e entitled for Eligibility 
Determination of Human Cells, Tissue, and Celluiar ssue-Based Products. As an 
establishment that collects both donors for blood and blood components and cellular-based 
products, we compared these documents with the donor questionnaire document and noted some 
inconsistencies (Attachment II). 

Thank you for your consideration of our comments in formulat 

Sincerely, .~ 
i: ,~,’ 
hs 8”“” 

S. Breanndan Moore, M.D. 
Division Chair, Transfusion Medicine 
Mayo Clinic: Rochester 

cc: Jeffrey Winters, M.D. 
Mary Foss 
Sheryl Tran 



\ 
Acceptable Full-i, Donor hstory Questionntdre packet No. 20040-O 1921 

Attachment I 

an affirmative reprise should 

platelets, or plasma? 

Mrlth no reference to exposure 
ds. Was this intentionally 

Hepatitis A. This seems exce!ive given the fact that 
a chronic carrier state does not occur with this disease 

In the past 12 months have you had ear or ear, or budy pier&rig, with no reference to 
acupuncture. Was this intentionally omitted? 

member of the U.S. military, a civilian 
military employee, or a dependent of a Were you a member of the U.S. military, a civilian member of the U.S. military? milii employee, or a dependent of a member of 

the U.S. military in Europe? 

answers we receive 



Aweptable Full-Lmgth Donor tory Questionnaire pocket No. 2004D-O 1921 

Attachment 11 

Discrepancies noted between the Acceptable Full-Length Lkwaw History Questionnaire document 
and the HigiibiIEty Determinatkm for Donors of Human Cells, T&wes, and Ce&&r and Tissue- 
Based Products (HCT/Ps) documents 

Question 37 - Have you m used needles to take Page 16, E 2 - persons who have injected drugs for non- 
drugs, steriods, or anything not prescribed by 
your document? If yes, defer donor ind&nitely. intravenous, intramuscular, or subcutaneous 

Question 34 - From 1977 to the present have you Page 16, E 4 - persons who have engaged in sex in 
received money, drugs, or other payment for sex? exchange for money or drugs in the preceding five years 

Question 39 - Have you m had hepatitis? If Page 17, E 11 - persons who have had a past diagnosis 
yes, determine how old donor was. If before 1 l* of clinical, symptomatic viral hepatitis after age 11, 
birthday-Accept; if after 11’ birthday-Defer. unless evidence from the time of illness documents that 


