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August 29, 2003
Division of Dockets Management (HFA-305)
Food and Drug Administration
5630 Fishers Lane, rm. 1061
Rockville, MD 20852.

Re:  
Docket 2003N-0268


Agency Information Collection Activities: Proposed Collection; Comment Request; Biological Products: Reporting of Biological Product Deviations in Manufacturing  

Dear Docket Officer:
Thank you for the opportunity to comment on the reporting burden of the Biological Product Deviation reporting program of the Center for Biologics Research and Review’s (CBER).   For your information, America’s Blood Centers is North America’s largest network of non-profit, community blood centers.  ABC’s seventy-six blood centers collect blood in 45 US states and Quebec, Canada, and provide nearly half of the United States, and nearly one-quarter of Canada’s volunteer donor blood supply.  All ABC members are licensed and regulated by the Food and Drug Administration
The safety of the blood supply is of primary importance to us.  However, the Biological Product Deviation reporting program in its current scope and form is increasingly burdensome for licensed blood establishments, particularly when juxtaposed against the data’s practical utility.  
In support of this position, ABC has the following responses to the questions in the June 30 Federal Register notice:

1) Whether the proposed collection of information is necessary for the proper performance of FDA’s function, including whether the information will have practical utility.
ABC agrees with that FDA needs to know about manufacturing deviations that affect the safety, purity and potency of biological products, specifically blood products.  Since May 7, 2001, both licensed and unlicensed blood establishments have generated Biologic Product Deviation Reports (BPD) and submitted them to the FDA for evaluation.  According to the most recent annual summary, 33,466 reports (77%) were received from blood establishments in FY02
.  (Reports that did not meet the “threshold” for reporting were not included in the database; therefore it is unknown how many establishments were reporting events unnecessarily.)  Only 456 reports were received for other biological products.

After more than two years of reporting, the practical utility of this data collection activity is not apparent.  We attribute this to several factors:

a) The guidance regarding which events should be reported to the FDA has not been finalized— leading to variability in what is reported to the agency. 

b) Events that are not deviations, but rather represent known and uniform variability in the blood collection process, are reported.  Examples include post-donation information whereby the donor recollects information at a later point in time.  These constitute 88.7% of the BPD data collected.  The value of submitting this retrospective information in the form of individual time-urgent reports is not apparent.
c) Only 6.5% of these reports were forwarded to District Offices for further investigation.
d) The only tangible outcome of all this reporting burden is the generation of annual reports summarizing the data.  But beyond data categorization, these reports fall short of further analysis and  recommendations and they do not appear to influence FDA action plans.

2) The accuracy of FDA’s estimate of the burden of the proposed collection of information, including the validity of methodology and assumptions used.
In its reporting burden analysis, FDA assumed that the rate of submission was not expected to change significantly in the next few years.  In this regard, we would like to point out that the FY02 Annual Report showed a 34%  increase in reports over the prior year.  Additional evidence for this increase in reporting is shown by the following experience of two member establishments of different size 

Table:  Two institutions’ BPD reports comparing 2003 to 2003 over the same time interval.
	Institution
	Jan-Jun 2003
	Jan-Jun 2002
	Percent Change

	A
	25
	2
	92% increase

	B
	220
	75
	66% increase

	
	
	Mean change
	69% increase


Based on this information, it is reasonable to expect that the number of reports will continue to rise.

FDA’s estimated annual reporting burden of 2 hours per BPD and a mean 69% increase in reports  represents an increase of 46,812 hours of reporting.  Since these reports are generated by either regulatory affairs or healthcare professionals, the cost of this increased burden is substantial.  Using the figure of $36.92/hour compensation for regulatory affairs professionals and $67.31/hour for a health practitioner gives an anticipated additional cost of $1.7 to 3 million, respectively.
,

It is important to note that these increases in deviation reports do not represent any change in safety of the blood supply.  If anything, the increase in reports is evidence of a rapidly-changing environment where new questions to donors (e.g., SARS, West Nile virus, smallpox vaccination, and variant CJD) have introduced a greater potential for post-donation information, which comprise the vast majority of deviation reports.   

3) Ways to enhance the quality, utility, and clarity of the information to be collected.
The quality of information collected for the majority of reports far exceeds the practical value once aggregated into summary format.  Events that are not evaluated as recalls should not require product disposition or notification status.  If the FDA chooses to further examine the potential for recall of any given event, this information is available.

4) Ways to minimize the burden of the collection of information on respondents, including through the use of automated collection techniques when appropriate, and other forms of information technology?

The majority of these BPD reports for blood establishments comprise post-donation information.  Even prior to the May 2001 BPD revision, reports based on donors recalling new or different information at the time of a subsequent donation outnumbered other categories of reports by three to one. 
Given the fact that these reports are already retrospective in nature and not a reflection of current error or omission, we recommend the following:
a) Post-donation information due to changes in a donor’s recollection of events should be reported in summary format at intervals not to exceed annually.
b) Annual reports should summarize the frequency or incidence of post-donation events.

Thank you for the opportunity to comment on this substantive issue.

Yours truly,
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Celso Bianco, M.D.

Executive Vice President
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