October 28, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:  Docket No. 2003N-0211: “Proposed Rule: Revisions to Labeling and Storage Requirements for Blood and Blood Components, Including Source Plasma”

To Whom It May Concern:

San Diego Blood Bank (SDBB) appreciates the opportunity to comment regarding the proposed rule for labeling and storage of blood components.  We appreciate your efforts to design rules to enhance the safety of the blood supply.  We are concerned however, that portions of this proposed rule are not supported by scientific data.  Our concerns are outlined below.

Storage time and Temperature

In the background section of the proposed rule, FDA states “…that the current requirements for storage and shipping temperature should be updated to ensure potency of the blood components over time and to provide more flexibility on inventory management…”  We do not believe that this proposed rule is consistent with the article cited in this proposed rule.  After reviewing the article referenced; “Stability of Fresh Frozen Plasma: Results for 36 month storage at –20C,-25C,-30C and –40C”, it does not appear that it was a very well controlled study, as follows:

· The time to freeze plasma varied from 6 to 24 hours

· The plasma was pooled into pools of 15–144 donors, a practice not applicable to the U.S.

· The freezing temperature varied for –30 to –50C

· The FFP was stored by three different institutions at four different temperatures

· The blood types pooled were only defined in the third pool and were predominantly group O, which is well known to be low in coagulation factors

· The article authors’ state there was no control of the study design.  Each center was left to determine what parameters they would test and at what temperatures they would store the FFP.

· 13 different laboratories conducted the factor assays.

We would suggest that this study is not applicable to FFP or cryo as it is collected here in the United States, and it could be argued the data suggests our current FFP and cryo expiration date be extended to 2 to 3 years at the present –18C storage temperature, considering the U.S. has very controlled freezing requirements (place in freezer in 8 hours)compared to European standards (freeze up to 18 hours after room temperature storage).  We do not believe the article supports shortening the current expiration date.

Another article titled “Degradation Products of Factor VIII Which Can Lead to Increased Immunogenicity” was also reviewed and we can see no correlation between this study and plasma storage in the U.S.  The article does not talk about storage times or temperature, it just says that some degradation occurred.  Also this paper is discussing Solvent Detergent Plasma, not FFP.  Additionally, the problems cited in this article were seen in only 21 patients, in three different countries, in whom nearly all were totally asymptomatic.  It does not appear this article supports any change to the expiration date of FFP or cryo.

Labeling

The proposed rule is requiring that all test results be recorded on the label of a product intended for further manufacture.  We do not believe this is necessary as contracts with plasma fractionation firms detail the manner in which test results are reported, and positive or reactive results are generally reported on a required shipping form.  To require constant updating of product labels in order to report all negative test results is counterproductive to the positive labeling aspects of this Proposed Rule. There does not appear to be any enhanced patient safety by listing all test results on the label.  We would ask that this requirement be deleted from the proposed rule. 

Thank you for this opportunity to comment on FDA’s proposed rule: “Revisions to Labeling and Storage Requirements for Blood and Blood Components, Including Source Plasma”.  If you have any questions, please contact Ms. Patricia E. Bakke, Director of Quality Assurance/Compliance, at 619-400-8254 or me at 619-400-8284.  E-mail addresses are pbakke@bloodbank.org or asecord@bloodbank.org.

Sincerely,

Ann Secord, M.D.

Medical Director

as/peb

