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Question Number Changes Rationale

Question 5 Revised to "Have you read the 
educational materials?"

Comments reported difficulty with this 
question because at this point in the 
process the donor has not discussed 
questions.  Added to User Brochure 
that donor must be asked if their 
questions have been answered. Could 
be part of SOP or consent.

Question 7 Deleted "In the past week have you 
had a headache and fever at the 
same time?"

Question about WNV symptoms no 
longer required.

Remaining questions Renumbered To designate the order of the 
questions

Medication List Change Rationale

Tegison Changed Deferral from indefinite to 
permanent in donor explanation 
information

FDA request to be consistent with 
guidance language

Growth Hormone Deleted reference to 1985 in list and 
in donor explanation information

FDA expressed concern that FDA 
guidance does not include reference 
to 1985
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Growth Hormone Added permanent deferral to donor 
explanation information

FDA request to be consistent in stating 
deferral periods 

New Medication 
Added

Added Unlicensed vaccine AABB Standards will reinstate the 
requirement of a 1 year deferral for 
receipt of unlicensed vaccine. Medical 
Director discretion if indicated.

Insulin from cows Revised last sentence in donor 
explanation information to "There is 
concern that 'Mad Cow Disease' is 
transmitted by transfusion."

Revised to reflect current knowledge

Insulin from cows Added indefinite deferral to donor 
explanation information

FDA request to be consistent in stating 
deferral periods

Accutane Added Amnesteen, Claravis, and 
Sotret

Include additional isotretinoin 
preparations


