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The American Association of Blood Banks (AABB) is the professional society for over 8,000 individuals involved in blood banking and transfusion medicine and represents approximately 2,000 institutional members, including blood collection centers, hospital-based blood banks, and transfusion services as they collect, process, distribute, and transfuse blood and blood components and hematopoietic stem cells. Our members are responsible for virtually all of the blood collected and more than 80 percent of the blood transfused in this country.  For over 50 years, the AABB's highest priority has been to maintain and enhance the safety and availability of the nation's blood supply. 

The AABB agrees that the FDA should reevaluate its requirements for recovered plasma.  De facto regulation, through the requirement for a short supply agreement that sets the requirements for this product, is not an appropriate method of control, and FDA should set standards for licensing recovered plasma.

The AABB specifically included recovered plasma in the 21st edition of Standards for Blood Banks and Transfusion Services (BBTS Standards). These BBTS Standards were implemented by our members effective May 1, 2002.  However, in setting these Standards, the AABB worked within the constraints of the FDA requirements and identified concerns that need further consideration. While we will continue to use the term recovered plasma in these comments, it is probable that new terminology should be adopted to describe the various kinds of plasma licensed by the FDA.  

The AABB’s first concern is the definition of recovered plasma.  Currently, this term is applied to plasma that is removed from whole blood.  Source Plasma is defined as plasma that is collected by plasmapheresis and is intended for further manufacture. The primary distinction in definition appears to be the intent of the collection and the method of collection. These definitions are no longer appropriate and should be revised or discarded.  Use of intent as a criterion severely limits the flexibility needed to maximize the utilization of collected blood.
New technology now permits collection of plasma concurrent with other blood components that are intended for transfusion, for example, plateletpheresis or red cells by apheresis. This plasma is collected for Fresh Frozen Plasma (FFP) that is intended to be transfused.  However, this plasma is also suitable for use in further manufacturing and could be converted to that use at a later date if the need for FFP in inventory no longer exists. Currently, that is not possible because the plasma does not meet the existing definition of recovered plasma, i.e., it was not collected with the intent of being used for further manufacture nor was it obtained from whole blood. 

Alternatively, concurrent plasma (plasma collected concurrently with other blood components) can also be collected and used for further manufacture, but this can only be done if the facility has a license to collect Source Plasma. Because Source Plasma donors may donate much more frequently than whole blood donors, FDA has established additional requirements intended to protect the donor’s health. These requirements include physician examination prior to the first donation and at subsequent intervals of not more than one year, and determination of total serum or plasma protein and a plasma or serum protein electrophoresis (or an equivalent test to determine immunoglobulin composition of the plasma or serum) at least every four months.  FDA has issued guidance stating that infrequent plateletpheresis donors may donate every four weeks, including concurrent plasma donation, without any requirements other than those applied to whole blood donors. Because most blood collection facilities utilize only infrequent plateletpheresis protocols, there is no need for them to obtain a Source Plasma license. Note that if blood collection centers do permit plateletpheresis donors to donate more frequently than every four weeks, they must then meet the same requirements as for Source Plasma donors. 

The AABB believes that FDA should permit the use of concurrent plasma for further manufacturing without requiring a Source Plasma license, when the concurrent plasma is collected using an infrequent donation protocol. Further, such plasma should be acceptable even if it was originally labeled and intended for use as FFP.

Following this same logic, it should be acceptable to convert plasma that is derived from whole blood donors that was originally collected and labeled as FFP to plasma for further manufacture.  The current requirements permit this only after the FFP reaches the expiration date for FFP (one year after collection). However, plasma fractionators will not accept year-old plasma, so the FFP is wasted.

A second concern relates to confusion about record retention requirements. Because recovered plasma is not a licensed product, it does not have an established expiration date. Blood banks are now required to keep records indefinitely for any product without an expiration date.  All licensed blood components have defined expiration dates and these dates determine the record retention requirements.  Recovered plasma should be assigned an expiration date.

Third, the AABB believes that there is no need to distinguish between recovered plasma and source plasma based on donor suitability. Recovered plasma donors have established donor suitability requirements, as they must meet the same criteria as whole blood donors. These same requirements apply to plateletpheresis and concurrent plasma donation. As you will hear later today, the plasma industry has worked closely with the whole blood community to develop a new donor history questionnaire.  The proposed new questionnaires will simplify the questions and make them more readily understandable.  There will remain some differences, in that questions that are applicable to components containing red cells are not always applicable to donations of plasma, but donor questions are comparable, and the distinction between recovered plasma and source plasma is no longer necessary. Likewise, requirements for testing for infectious disease agents for both recovered plasma and source plasma are comparable.  FDA may wish to continue the requirements for testing designed to protect the health of frequent plasma donors, and the AABB would support that approach.

Finally, the AABB points out that facilities collecting recovered plasma are subject to stringent voluntary standards, including standards for quality assurance. The AABB has been setting voluntary standards for blood banks and transfusion services for more than 50 years. The BBTS Standards include quality management concepts with the quality management system providing the framework for organization of the BBTS Standards. The general quality standards appear at the beginning of each of the ten chapters followed by more specific requirements that address elements of the facilities’ day-to-day operations. The technical standards are based on current scientific and medical data when available, and are developed using an evidence-based decision making process when possible. The BBTS Standards are updated on a regular basis based on input from AABB members, the public, and recognized experts in blood banking and transfusion medicine. Therefore, recovered plasma is subject to the same standards as whole blood. Other products such as FFP have been licensed by the FDA and recovered plasma should also be eligible for licensure.  The AABB notes that the Plasma Protein Therapeutics Asscocation (PPTA) has implemented standards for Source Plasma collection. Therefore, Source Plasma also meets stringent standards.

The AABB appreciates this opportunity to present our thoughts on standards for recovered plasma.  We are prepared to cooperate with the FDA and others in developing comprehensive up-to-date standards for this valuable resource.
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