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Corporate Tel: 201-573-7000
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June 21, 2001

Docket No. 00N-1269

Dockets Management Branch (HFD-305)
Food and Drug Administration
5630 Fishers Lane, rm. 1061
Rockville, MD 20857

Dear Sir/Madam:

Please find comments to Requirements on Content| and Format of Labeling for Human

Prescription Drugs and Biologics; Requirements for Prescription Drug Products; Proposed
Rule, December 22, 2000. ' :

Daiichi Pharmaceutical Corporation jhas reviewed fhe Proposed Rule and finds that many
of the proposed changes could make|the label a more effective instrument for providing
healthcare professionals easier access to the important efficacy and safety information

presented in the label. We do have the following comments about specific parts of this
proposal:

1. The Agency in its joint FDA-Drug Information j‘kssociation “CDER Live”
presentation on the Proposed Rule noted that only 5% of physicians obtain label
information from the Package Insert (PI). To irr\lprove accessibility, the Agency

has ongoing initiatives that will make the label available electronically. Because of

this, rather than specify a greﬂt deal of detail on the required format of the PI, the

Agency should allow flexibility as to font size, or‘ganization of columns and size of

paper. For example, columns are often difficult to read on a video monitor, and

legible font size may be differpnt for an internet-based PI versus a paper-based PL.

Flexibility in such requirements would allow the presentation of information to be

optimized for the specific media in which the PI is being presented.

Additionally, the Agency may|need to fu hflr consider the impact of the proposed
requirements on paper size, particularly in light of the cost of paper and the

mechanisms by which various|configurations of paper can be attached or stuffed
into the product. '
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Sincerely,

A |

Amy S marfowski, Ph.D.

Executive Director
Regulatory Affairs
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