Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane

Rockville, MD 20852


Re: Docket No. 00N–1652/ RIN 0910–AB91


Requirements for Submission of Labeling for Human Prescription Drugs and 

Biologics in Electronic Format

Dear Sirs:

We have reviewed the proposed notice of rule making change and, in general, endorse the proposed change.  We feel that the move to require labeling to be submitted electronically will help both FDA and industry to recognize the benefits that have been anticipated with the move to electronic submissions.  As noted within the proposal, the impact of the change will depend on the extent of documentation that will need to be converted to electronic format.

While we applaud this change, we are concerned that past experience with electronic submissions has been variable among Divisions and between reviewers within Divisions.  If industry will be required to provide labeling information electronically (using PDF as the standard), we expect that the Agency will take the necessary steps to insure that FDA reviewers and staff are appropriately trained and supported in the use of electronic review and version comparison utilities.  It is critical that software that is provided for labeling comparisons, etc. has at least the same ease of use and functionality as the word processing software that is presently in use. We expect that the Agency will implement and enforce working practices that will limit the "special requests" that reviewers continue to make to get information in either paper copy or other formats as a means of bypassing existing Agency guidance on electronic submissions.

If industry will be required to provide labeling information electronically, we expect that the Agency will likewise communicate proposed changes to labeling in electronic format to Industry.  We also encourage the Agency to use appropriate metrics to track the anticipated gains that are associated with the electronic submission and review of labeling.  We applaud the Agency's stated goals of using electronic labeling to facilitate review and reduce the backlog of labeling Supplements.  These metrics should be made public.

We call your attention to section III (page 22369).  The statement that "this requirement would be in addition to existing requirements, found elsewhere in our regulations, that copies of labeling be submitted" is potentially confusing.  It should be explicit that no paper copies of labeling are to be submitted.

The proposed exemption of labeling from the requirements of §11.10 (a), (c) through (h) and (k) and the statement that the Agency will be "reevaluating the necessary controls in part 11 as they apply to different submissions." is most welcome.  We support this proposal and feel that a more defined and selective approach to electronic records will encourage and hasten the broader adoption of electronic submissions.


Respectfully,


Michael J. Brennan, Ph.D.


Group Director


Submission Strategy and Suuport


US Regulatory Operations


GlaxoSmithKline

