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ARLINGTON MEMORIAL HOSPITAL
2809 5 wv29 4953
November 21, 2005

Division of Dockets Management (HFA-305)
Food and Drug Administration

5630 Fishers Lane, room 1061

Rockville, Maryland 20852

Re: Docket number 2005D-0330, Collection of Platelets by Automated Methods
To Whom It May Concern:

Thank you for the opportunity to respond to the draft guidance document cited above. We, the undersigned, are
laboratory representatives of hospitals in the Dallas-Fort Worth area. We are dependent upon the community
blood center for an adequate platelet inventory and therefore would like to make the following comments:

We are very concerned about the effect of implementation of the draft guidance regarding aphercesis platclet
collection issued in September 2005. The changes that would occur, should this guidance document be
finalized in its current form, will seriously affect the availability of platelets for transfusion in our area.

Specifically:

1) the requirement to limit the number of donor contributions to the blood supply to 24 platelet
components per year (versus 24 donations per year) will significantly reduce the number of platelet
units available to the community unless a large number of new donors can be recruited. These
donors would be needed to replace the products lost from higher donor activity levels in past years
Has FDA considered that the known risk of first time donors may be more signiticant than .
postulated risk of possible harm to donors donating double or triple components at current
frequencies?

2) the requirement to have a physician present (“able to arrive at the premises within 15 minutes”) is
overly burdensome and unnecessary. Platelet donation is a very safe procedure. as proven by years
of experience and the very low rate of serious side effects. Requiring a physician will restrict the
number of sites at which platelets can be collected by apheresis (there are currently 20 such sites that
our local blood center uses).

3) the requirement to defer donors who have taken non-steroidal anti-inflammatory agents in the last 3
days is overly restrictive and will affect large numbers of donors. NSAIDs are reversible inhibitors
of platelet cyclo-oxyzenase. Platelets from these donors should resume function when tunstused
a recipient.

The recent addition of bacterial detection to our platelet inventory has already imposed a significant burden on
the blood collection system, requiring larger platelet apheresis draws to offset losses from outdating as well as
increased demand from facilities converting to apheresis platelets from random platelets (which are laborious 1o
bacterially screen.)
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We urge you to reconsider these proposed changes. The lack of adequate platelet supplies for our community is
a real and significant danger. We believe this risk is higher than many theoretical and unsubstantiated risks
addressed in the draft guidance document. Thanks you for your attention to these comments.

Sincerely,
J.“Trace Worrell, M.D. Mary Kennedy. MT (ASCP)
Transfusion Service Medical Director Transtusion Service Supervisor

Arlington Memorial Hospital
800 West Randol Mill Road
Arlington, Texas 76012
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