Statement from Blood Centers of America, Inc.

to the Blood Products Advisory Committee,

Food and Drug Administration,

June 13-14, 2002, Gaithersburg, MD

Laura McDonald, Director Scientific Programs, Blood Centers of America, Inc.

This statement represents Blood Centers of America, its subsidiary, hemerica, inc. and the 30 blood collection organizations in the United States we provide services to.  These organizations conduct over 3.7 million whole blood and apheresis procedures each year.  They produce 525,000 liters of recovered plasma annually, from which almost twenty million grams of therapeutic proteins are derived.  Many of these blood collection organizations distribute therapeutic derivatives manufactured from this plasma.

The purpose of this statement is to make certain points about the potential to license recovered plasma and to encourage that any rule making take into consideration the practicalities of how blood is collected and processed by community blood centers.  Specifically, we believe that plasma collected concurrently with apheresis procedures should be more easily directed for further manufacture into therapeutic proteins.

Blood centers currently collect blood using two diverse technologies.  The first is the use of the plastic bag with integrated satellite pouches which permit the sterile separation of blood components in high speed centrifuges.  This technology has been prevalent for almost four decades.  The second is the use of cell separators which permit the separation of blood components in the centrifugal field while still connected to the donor.  Known as apheresis technology, this became prevalent in the early 70's for production of platelets and is rapidly expanding today with multiple component capability from individual donors.

Historically, plasma derived from whole blood not required for transfusion has been sold to pharmaceutical companies that can separate the therapeutic proteins from the plasma.  These transactions occur under the mechanism of a “short supply agreement” which permits the shipment of unlicensed products for further manufacture.  As apheresis technology improved and additional products could be produced concurrently with target products, the question of how concurrent plasma could be used was raised.

Traditionally the FDA has ruled that plasma derived as a concurrent product from an apheresis procedure must be used as a transfusion product if drawn under “whole blood” rules.  Only if “source plasma” rules are used in the selection of the donor and a source plasma license is in place can concurrent plasma be used for further manufacture.

The centers affiliated with us conducted over 350,000 apheresis procedures in 2001.  This represents an incredible potential to produce concurrent plasma for further manufacture.  The current situation with dual requirements force the operator to make an either/or decision and, since the primary purpose of the apheresis procedure is to produce a transfusion product, it is seldom that concurrent plasma is collected for further manufacture.  

Our donors have made it clear they wish to have us create the maximum therapeutic benefit from their investment in time and effort to give blood.  Given the therapeutic value that proteins derived from plasma can provide, it is unfortunate we can’t easily divert plasma derived from apheresis procedures to further manufacture.  This is doubly unfortunate given the periodic market shortages of plasma proteins such as IVIG.

We would like to strongly encourage the Blood Products Advisory Committee and the FDA to consider recovered plasma and concurrent plasma as products with identical properties.  Whether or not it is the intent of the FDA to license recovered plasma, we would encourage that blood centers be allowed to process concurrent plasma under the “whole blood” rules and divert this for further manufacture when not necessary for transfusion purposes.

Thank you.
