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Dear Sir or Madam:

INTRODUCTION :
The Center for Drug Development Science (CDDS), errgetown University, Washmgton DC,
an academic center that advances drug development smences through its research, educational
and technical assistance programs, recognizes the FDA approved drug label as the smgle most
| important collection of drug knowledgg available to ;dee‘ prescribers and patients in safe and
| " effective drug therapy. FDA’s proposef changes in the drug labeling requirements (highlights
* section, index, reorganization, and certgin content re 1SlOIlS) are all strongly supported by CDDS.

-t

' RECOMMENDATIONS ‘
CDDS wishes to call your attention to the importance of requiring critical information
concerning full compliance or deviations from full compliance with the label-recommended drug
regimen. Specifically, CDDS recommends the folhow'ng for your consideration:
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