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GENERAL COMMENTS 
Immunex Corporation is a le Utica1 company dedicated to improving 

lives through immune system science i 

Immunex applauds the effor rove pharmaceutical product labeling by 

making it more useful to health care pr onse to the proposed rule is focused 

on the 15 specific questions posted for deral Register with the proposed rule. 

In general, Immunex agrees with the p t for the COMPREHENSIVE 

PRESCRIBING INFORMATION that seh sections first and adds a numbered 

COMPREHENSIVE PRESCRIBING I INDEX. These two changes will 

improve ease of navigating to specific an excellent precursor to the electronic 

label. 

Immunex supports the Food an 

j labels as described by Janet Woodcock 

best solution to easy access and navigat 

changing labels will be use of camp 

paper labeling inserts, This is supp 

information sites today. 

Immunex agrees that 1 

would not support revisions solely 

advised of headings or subheading 

an asterisk (*) in the COMPREHENS 

not support inclusion of the HIGHLI 

increased review cycle time, and c 

s to move toward electronic 

e presentation on April 26, 2001, The 

g number of complex and rapidly 

logies to replace printed 

Internet users accessing healthcare 

hen labeling is revised, but 

cent”. Users could be 

d text by preceding a heading with 

G INFORMATION INDEX. We do 

poses significant liability, 

QUESTIONS 1 AND 2 - THE 
CONCERNS 
(1) Whether, and under what ci 

PRODUCT LIABILITY 

to include the proposed 

“Highlights of Prescribing ~ the ~ labeling of a particular drug or drug 

class; 
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(2) Does the inclusion of a highligh 

liability concerns and, ifso, is this : (a) Titling this section 

“highlights” rather than “summa g statement, in bold, at the 

end of the highlights section: “Th ncl+de all the information needed to 

prescribe (name of drag) safely and drug) ‘s comprehensive prescribing 

information provided below. ” If these the agency take direrent or 

additional measures to alleviate p out eliminating the highlights 

section altogether or lengthening it to longer serve its intended 

purpose. 

Including a Highlights’ se ses a significant products 

liability risk to pharmaceutical manufa 

manufacturers would be responsible fo the Highlights section, subject 

to FDA review and approval. This wil difficult position of attempting 

to determine which information within prescribing information is most 

important for physicians to know. The arned Intermediary defense 

available to manufacturers in products is that manufacturers provide physicians 

as much information as possible about a dual physician then determines which 

information is important in making a pr n for an individual patient. Requiring 

manufacturers to guess which informat mportant most of the time runs counter 

to the well-established legal roles of m 

As manufacturers juggle these c 

class are likely to result, as well as inte es between the Highlights section and 

the more comprehensive sections of an i e insert. These inconsistencies could 

possibly be exploited by plainti ions and, more importantly, will hinder 

the usefulness of the Highlight 
i 

It is a laudable goal to make p 

manner. Including an Index section at 

permit physicians to navigate the insert 

information that they need. Immunex s 

accomplishes more effectively the obje 
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QUESTION 3 
(3) Whether the full text of 

abeling Rule Docket No. OON-1269 

eluded in the proposed “Highlights 

of Prescribing Information” section, re 

If the Highlights section of the 1 

included within it. The boxed warning 

is discussed at greater length elsewhere 

summarized first in the boxed warning 

risks paring down the information to th 

summarizing of the key safety informat 

manufacturers, as plaintiffs argue that t 

presented. 

mmary of key warning information that 

s its usefulness. Requiring repeated 

QUESTION 4 

, 

(4) What different types of icons cou 

costs and benefits; 

The proposed exclamation p 

WARNING entry in the Comprehe 

boxed WARNINGS section is not 

special character facilitates the consiste 

USAGE section with or without a boxe 

for the boxed WARNINGS’ text in the 

Information sections and is familiar to 

.for compatibility with current wor 

g, the use of an icon or 

QUESTION 5 
(5) Whether there should be a tim 

be removed; 
1 

ecent Labeling Changes” section must 

i It is not practical to generate a 

A better solution is to specify sections 

specific revision date. This could be do 

subheading in the COMPkEHENSI 
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end of the index the asterisk would be 

issued rnm/yyyy.” The term “recent” s 

or 0 to 12 months for consistent use in 

COMPREHENSIVE PRESCRIBIN 
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1.1 

1.2 

1.3 

1.4 

2 

3 

. . . 

P 

*INDICATIONS AND USAG 

Hypertension 

Heart Failure 

Left Ventricular Dysfunctio 

*Diabetic Neuropathy 

DOSAGE AND ADMINIST 

HOW SUPPLIED/STORAGE 

PATIENT COUNSELING 
,’ 

*Contains a recent change with this rev&ion issue1 

QUESTION 6 
(6) Whether the information required wder the “, 

proposed “Highlights of Prescribing Infknation 

the comprehensive labeling section or summarizec 

If the proposed HIGHLIGHTS 

then the manufacturer should have flexi 

and Usage subsection. Circumstances ay 

” 

vary fc 

for either repeating verbatim all inform ion from 

INFORMATION, Indications and Usag subsectic 

comprehensive information. 
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1e final rule as either 0 to 6 months 

Ile index below: 

tion 

5 and Usage” subsection in the 

hould be presented verbatim from 

!ted format; 

; INFORMATION section is used, 

:nt information in the Indications 

Iduct and there may be valid reasons 

‘REHENSIVE PRESCRIBING 

>vide a bulleted list of the 
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QUESTION 7 
(7) Whether it is necessary to inclu uirement for an index section given the 

proposed requirement for a high1 e additional purposes served by the 

index justify its inclusion?); 

The use of the Index section is 

to choose level of headings in the inde 

Some labeling would print major s may include all subheadings. The 

proposed COMPREHENSIVE ATION INDEX would be a positive 

addition to product labeling e specific information in the label. When 
I electronic labeling is imple for easy navigation to 

comprehensive section wit 

QUESTION 8 
(8) Whether not including L’Warnings/Precautions” section is 

appropriate. If it is believ 

requests comment about 

Immunex believe lude standardized headings in the 

“Warnings/Precautions” b-headings are useful to organize and 

locate information, the be individualized for each specific drug 

or biological product. 

QUESTION 9 
(9) Whether it is nece r~reporting suspected serious adverse 

drug reactions in the ” section as well as the 

proposed “Highlights of Prescribing 

While it is us 

accessible region of tive to include this information in both / 

the Highlights secti 

retaining this cant 

section is not retained, then including a 

Information would be appropriate. 
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QUESTION 10 
(10) Whether the potential impact of entities has been accurately 

estimated by the agency, and whether ave been adequately addressed; 

Immunex does not believe the all elements of the proposed 

rule have been considered by the age have been made that inserts 

will actually increase by 50 to 100% in crease carton sizes, shipping 

costs, material usage, and storage spat require refrigeration, and the 

necessity for larger cartons would incre capacity requirements and energy costs 

for pharmacies and distribution centers. 

QUESTION 11 
(11) Whether the proposed requirem nformation in proposed S; 201.57(d)(5) 

will serve its intendedpurpose of en minence of the bolded information or 

whether difierent highlighting methods 

Bolding is appropriate for her current formatting, 

including italics and underlining, ibility should be maintained to allow 

use of new word processing and technologies that may develop. 

QUESTION 12 
(12) Whether the proposed one- of Prescribing Information ’ ’ 

section (not including boxed warning adequate or whether there are 

alternatives that would be more hat circumstances such alternatives 

should be considered. 

If the Highlights section d, there should not be an artificial limit 

on its size. Drugs have varying a “one size fits all” approach is not 

appropriate. If manufacturers rmation is most important for 

practitioners, they must be per f the information that they 

deem appropriate under the ge 
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QUESTION 13 
(13) What means (other than the ve 

’ facilitate access to, and identijkati 

comprehensive prescribing informatio 

ling Rule Docket No. OON-1269 

20157(d)(P)) could be used to 

ation in the proposed 

The use of the vertical line wo 

physicians. Allowing space for vertica 

with not much benefit. Imrnunex prop 

Index to indicate changed se 

nting and confusing for 

would be using valuable insert space 

mprehensive Prescribing Information 

receding the section title with an asterisk. 

QUESTION 14 
(14) Whether the proposed minim 

minimum IO-point font size would be 

r labeling is su.icient or whether a 

Immunex agrees in principle th 

easier to read, but the insert size increa 

size would have far reaching impact o 

The costs to implement the pro 

implementation. The larger package in 

packaging components, including indi 

retooling of automated packaging lines 

throughout the supply chain that will b 

pharmacist and the patient in both time 

ship, consume greater space on t 

ultimately will result in less pro 

constraints and increased pot 

size would make documents 

ith even an El-point minimum font 

ould greatly outweigh the benefit. 

will be significant and lengthy in 

s, require complete retooling of all 

ers and pallet configuration and 

idual cartons will cause a ripple effect 

ufacturer, the distributor, the 

larger end product will cost more to 

nges to ordering patterns. This 

of the supply chain due to storage 

QUESTION 15 
(15) Whether the revised format and con be applied to drug products 

date of the final rule, 

has been approvedfrom 0 up to 

and including 5 years prior to the effecti 

application criteria should be used. 

or whether alternative 
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The revised format and content 

BLA, or efficacy supplement pending. 

year delay until the rule is effective. Tl 

proposal is acceptable to Immunex if th 

rule. 
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published there should be a two- 
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3 years after publication’of the final 
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