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June 21,200l 
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Dockets Management Branch (HI 
Food and Drug Administration 
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Dear Sir/Madam: 

Please find coqents to Requiren 
Prescription Drugs and Biologics; 
Rule, December 22,200O. 

Daiichi Pharmaceutical Corporatic 
of the proposed changes could ma 
healthcare professionals easier act 
presented in the label. We do hav 
proposal: 

1. The Agency in its joint FD 
presentation on the Propos 
information from the Pack, 
has ongoing initiatives that 
this, rather than specifjr a E 
Agency should allow flexit 
paper. For example, colun 
legible font size may be dif 
Flexibility in such requires 
optimized for the specific I 

Additionally, the Agency r 
requirements on paper size 
mechanisms by which varil 
into the product. 
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Lssociation “CDER Live” 
ly 5% of physicians obtain label 
prove accessibility, the Agency 
failable electronically. Because of 
:he required format of the PI, the 
ganization of columns and size of 
.o read on a video monitor, and 
)ased PI versus a paper-based PI. 
presentation of information to be 
s being presented. 
, 

‘ormat of Labeling for Human 
scription Drug Products; Proposed 

oposed Rule and finds that many 
&tive instrument for providing 
Delicacy and safety information 
:nts about specific parts of this 

sider the impact of the proposed 
cost of paper and the 
can be attached or stuffed 



2. The Highlights Section mu 
risk information. The spa 
unduly limited. Each drug 
risk-benefit profile. For 
easy to encapsulate. Fo 
products, for example, 
should not restrict the 
by arbitrarily restricting th 

be evaluated in light of its own 
information may be fairly 

y impossible. There are 
e PI and the Agency 
to be communicated 

Furthermore, the informatio 
diagnosis may not be what 
diagnosis. Although 
important information, 
healthcare provider viewing 

3. In general, the Propose healthcare practitioners with a 
prominent summary oft ation that they need to know 
to safely and effectively ad ller presentation of relevant 
safety and efficacy data e PI. The dichotomy between 
thesetwo presentations upon the indications for 
which a drug has been app ltiple approved indications for 
an antibiotic like moxifloxa considerable amount of text to 
summarize all of the safety ed to each indication, Efficacy 
data to support indications eparate treatment for each 
indication, although it would safety data according to: routes 
of administration, total daily therapy, and other factors that 
may relate to administering t 
different diseases. 

nt populations and/or patients with 

The use of an inverted trian 
product has been on the m 
longer than the designated tr 
expiration date and it is made 
of the V, this PI could be in 
the Proposed Rule. In additi 
addition of new indications. 
changes to the label? Recon 
will be implemented to co 
healthcare providers may 

4. The exclusion of in vitro dat 
infective class of agents, this 
providers for treating critical 
guidance. There are also hea 
hospital or reference lab ca 
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icate the length of time that the 
labels may be in distribution 

stance, if a product has a three year 
the end of the proposed 3 year use 
ce as long as the time suggested in 
ange for many reasons, such as the 
inform practitioners of these new 
hrs section of the Proposed Rule 
risk assessment information to 

ic. As an example, in the anti- 
:n used as a last resort by healthcare 
ho& such information, they have no 
n i ’ olated rural areas whose small 

7 ingfU antibiogram in the required 

Science meeting patient needs 



timeframe. Information in 
large scale clinical trials or 
with information to addres 
some basis for making an i; 
anti-infective agent for a pi 

In other therapeutic classe! 
provide valuable informatic 
associated with the use of; 

The revision of the content and for 
information to healthcare provider 
believe that our comments on the 1 

Sincerely, 

Executive Director 
Regulatory AfFairs ,. 
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njicroorganism susceptibility from 
would provide healthcare providers 
d “worst case” scenarios and allow 
regarding the possible efficacy of an 

g susceptibility testing. 

well as data from animal studies 
iders in understanding the risks 

ler to convey the risk/benefit 
e manner is important. We 
;nific~antly contribute to this goal. 
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