October 13, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:  Docket No. 00N-1484: “Proposed Rule: Safety Reporting Requirements for Human Drug and Biological Products”

To Whom It May Concern:

San Diego Blood Bank (SDBB) appreciates the opportunity to comment regarding the proposed rule for reporting adverse events in blood collection and transfusion.  We appreciate your efforts to design rules to enhance the safety of the blood supply.  We are concerned however, that this proposed rule would actually hinder the process, rather than help it.  Our concerns are outlined below.

In the summary of this proposed rule, the FDA says it proposes to amend its pre and post marketing safety reporting requirement for human drug and biological products to implement standards and definitions recommended by the International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) and by the World Health Organization’s (WHO) Council for International Organizations of Medical Sciences.  These recommendations are targeted for medication, but somewhere human blood components was added to this initiative.  We do not believe it is appropriate.  Blood components are very different than classic pharmaceuticals, and are governed by a completely separate part of the FDA (CBER), because blood components are unique and different than classic drugs.  We believe this distinction is correct and important.

Rules must be designed so that the industry and the public receive benefit from them.  This rule will not enhance safety in our industry.  We already have reporting mechanisms in place for Biological Product Deviations.  This rule may cause some reports to be submitted under that rule, and then again under this rule using another form.  In addition, the FDA Form 3500A was not designed for blood components, it was designed to capture information regarding medical devices and it does not lend itself well to capture the type of information that the FDA is suggesting it needs to capture.  We believe the current reporting mechanisms of reporting biological product deviations are adequate to alert the FDA to problems in our industry.  In general, while we believe harmonizing medication rules is a process towards ensuring the safety of people that must take medications, we do not believe that blood components should be included in this rule.  

The reporting requirements in this rule are confusing.  For example, the FDA believes that any serious adverse reaction related to blood donation or transfusion that requires immediate medical intervention or follow-up medical intervention be reported.  “Medical intervention” is not defined.  It could be interpreted to mean any employee giving assistance to a blood donor having any type of reaction or to a patient having a mild transfusion reaction.  

The proposed rule includes vasovagal reactions as being reportable. Vasovagal reactions are not unexpected and may have more to do with a donor’s state of mind and not necessarily with the donation.  Of what benefit is it to report these types of reactions?  Reporting them offers no added safety benefit to a donor or a patient.

The proposed rule says that only citrate reactions requiring “significant” medical intervention be reported.  What medical intervention is not significant?  We do not understand the difference between significant medical intervention and medical intervention alone. 

The rule says that any complication from the use of an unsuitable unit, including infusion of hemolyzed blood, must be reported.  If a unit of hemolyzed blood were issued for a patient use, it would be reported under current reporting rules already.  We believe this rule will only cause duplicative reports.

We disagree with the FDA’s economic impact analysis of this rule.  In analyzing our current process, we would have to reanalyze our current forms used to evaluate and investigate adverse events, consolidate them from as many as 5 different forms to one form, and then reorganize them into a format that would fit FDA Form 3500A.  This would be very burdensome to our organization without adding any safety benefit to our donors.

Thank you for this opportunity to comment on FDA’s “Proposed Rule: Safety Reporting Requirements for Human Drug and Biological Products”.  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

