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Rockville, MD 20852

Re: Docket No. 00D-1306
Gentlemen:

The following comments are submitted by Thomson Healthcare, the publisher of
Physicians’ Desk Reference® (PDR). As the nation’s leading compendium of approved
prescribing information, PDR figures prominently in any discussion of the distribution
and utilization of official prescribing information. It has more extensive experience in the
delivery of such information, through a variety of formats and media, than any other
independent organization in the United States.

The consistent goal of Physicians’ Desk Reference is to provide prescribers and other
health care practitioners with ready access to all FDA-approved information needed for
the safe and effective use of pharmaceutical, biological, and diagnostic products. We
therefore fully support any proposal that promises to enhance practitioners’ ability to
locate drug-safety information that is important to prescribing decisions, and to convey it
in a format that is clear, easy to follow, and consistent across different drugs and drug
classes.

We believe that the common format provided by the guidance document represents a
significant improvement over the format currently in use, and support the proposed
changes subject to the following provisos and considerations.

1. Since practitioners are more likely to refer to approved prescribing information when
seeking the cause of an unusual complication, it is mandatory that complete listings of
every reported adverse event, including those that are infrequent and or minor, be
readily available to anyone researching a possible drug reaction.

2. In addition to the practitioners’ need for such listings, distribution of anything less
than complete prescribing information will not satisfy pharmaceutical manufacturers’
obligation under the learned intermediary doctrine.

O0D —/306 cCs5



Page Two

3. On the other hand, the proposed “Overview” subsection does serve as an excellent
vehicle for drawing the practitioner’s attention to the information in the drug’s
adverse reaction profile that is likely to have the greatest impact on prescribing
decisions and the observation, monitoring, and guidance of patients. As long as full
supporting information is also available for those who must conduct more intensive
research, this overview could become a useful and convenient source of quick-
reminder information in routine situations.

4. We agree with the proposal in the draft guidance that all labeling carry an explanatory
statement regarding the significance of adverse events observed in clinical trials. We
also concur with the proposed wording, “Because clinical trials are conducted under
widely varying conditions, adverse reaction rates observed in the clinical trials of a
drug cannot be directly compared to rates in the clinical trials of another drug and
may not reflect the rates observed in practice.” We would suggest that all marketed
drugs carry this statement.

5. We agree with the agency’s recommendation regarding the need for periodic review
and update of the adverse event section of the labeling. In fact, we would recommend
ongoing, rather than annual, revision of this section to ensure that it remains accurate.

6. We also believe that the proposed guidelines should be applied to all drugs, both new
and old. Although the labeling for newly approved drugs typically provides ample
information on all reported adverse effects, the labeling for many long-established
products provides only the sketchiest summary of potential adverse events.

Thomson Healthcare and the staff of Physicians’ Desk Reference will be pleased to
cooperate in the implementation of the proposed initiative in any way that may prove
helpful. We stand ready to work with all parties involved to bring these improvements to
fruition in a timely and orderly manner.

Sincerely,

Mukesh Mehta, RPh
Vice President, New Business Development &
Clinical Communications
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To prepare your package for shipment, you need to do the following:

FEDEX SHIPPING LABEL

1. Use the Print button in your browser to print this page to your laser printer.

2. Fold the first page of the printed page on the line and use as the shipping label. The second
page is for your records, and contains both the terms and conditions of shipping, and
information useful for tracking your package.

3. After printing the label, place it in a waybill pouch and affix it to your shipment so that the
barcode portion of the label can be read and scanned.
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Legal Terms and Conditions of FedEx U.S. Domestic Shipping

Use of FedEx intraNetShip constitutes your agreement to the service conditions on this website and in the current FedEx Service
Guide, available upon request. Federal Express will not be responsible for any claim in excess of $100 per package, whether the
result of loss, damage, delay, non-delivery, misdelivery or misinformation, unless you declare a higher value, pay an additional
charge, document your actual loss and file a timely claim. Limitations found in the current FedEx Service Guide apply. Your right
to recover from Federal Express for any loss, including intrinsic value of the package, loss of sales, income interest, profit,
attorney’s fees, costs, and other forms of damage whether direct, incidental, consequential, or specific is limited to the greater of
$100 or the authorized declared value. Recovery cannot exceed actual documented loss. Maximum liability for items of
extraordinary value is $500, e.g. jewelry, precious metals, negotiable instruments and other items listed in the FedEx Service
Guide. Written claims must be filed within strict time limits, see the current FedEx Service Guide. Federal Express will not be
liable for loss or damage to prohibited items in any event or for your acts or omissions, including, without limitation, improper or
insufficient packaging, securing, marking, or addressing, or the acts or omissions of the recipient or anyone else with an interest in
the package. Any conflict between the information on this site and the FedEx Service is controlled by the applicable FedEx
Service Guide.

FedEx Ship Alert(T™)

Federal Express provides you with the opportunity, via Federal Express intraNetShip, to use Federal Express Ship Alert to send a
message to the recipient informing them of your shipment. This feature is provided free of charge. Federal Express may modify or
terminate the use of FedEx Ship Alert at any time. Federal Express does not commit to keeping your message private or
confidential. By using FedEx Ship Alert you acknowledge that Federal Express is providing the technical functionality only and
that you are solely responsible for the content of your messages. Federal Express undertakes no duty to monitor any messages sent
by you. However, Federal Express, in its sole discretion, may elect, but is not obligated, to look at your messages so as to
communicate information about your shipment. You may not use FedEx Ship Alert to disseminate inflammatory, infringing,
obscene, or other unlawful information, or to threaten, harass, abuse or otherwise violate the legal rights of others or perform any
act contrary to law. If Federal Express sees or hears about messages sent via FedEx Ship Alert that violate these provisions, or
damage Federal Express, it may take all actions necessary to protect itself, including disclosing any messages to the authorities. It
is not necessary to use FedEx Ship Alert to ship a package via FedEx interNetShip. FedEx will not be liable for any failure or
delay, for any reason, in the transmission, receipt, or acknowledgment of any messages sent by or to you. Carriage of your
shipments is governed by the applicable FedEx Service Guide or other agreement existing between you and Federal Express.

Courtesy Rate Quote

The courtesy rate reflected here, if shown, may be different than the actual charges for your shipment. Differences may occur
based on actual weight, dimensions, and other factors. Consult the applicable FedEx Service Guide or the FedEx Rate Sheets for
details on how shipping charges are calculated.
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