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June 21, 2001

Dockets Management Branch
Food & Drug Administration
5630 Fishers Lane

Room 1061

Rockville, MD 20857

Ref: Docket 00N-1269-21CFR Part 201 -Proposed Rule :
Requirements on Content and Format of Labeling for Human Prescription Drugs and
Biologics; Requirements for Pres¢ription Drug Product Labels.

Dear Sir or Madam:

Vijuk Equipment, Inc. (VEI), is pleased to provide comments on the Food and Drug
Administration’s December 22, 2000, “Federal Re‘gis‘ r Notice Requesting Comments on the

Proposed Revisions to FDA’s Regulatory Requireme! ‘ts for Prescription Drug Product Labeling.”

It is a shame that the current leaflets haye very little use to|the average reader because the type is
too small to read or they are written in terminology that the average educated person doesn’t
understand. Pharmaceutical companies|are currently spending millions of dollars on leaflets that
aren’t being used, so why not spend a fiaction of a petcent more and produce a new leaflet that
will truly serve the main purpose that they are intended for? The other shortcoming of the
current system is that leaflets don’t end|up in the hands of the right people. The FDA should
make it mandatory that all physicians, pharmacists'and, most of all, consumers receive this vital
informational leaflet. | :

VEI would like to commend the FDA for taking the irlitiative to revise professional product
labeling, and we hope it will produce mpre useful and|user-friendly prescription product labeling
for everyone who is involved with prescription drugs/information throughout the United States.

With over 270 million people, including 300,000 physicians, 75,000 pharmacists, as well as
other medical professionals, the entire pppulation will benefit from this new FDA proposal.
Consumers will benefit the most, because they will receive better service from the medical
community and they will be better educated about their medicines. '

Following are Vijuk Equipment’s co ents and answers to the FDA’s questions:
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