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GENERAL COMMENTS
Immunex Corporation is a leadi
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(2) Does the inclusion of a highlights seq
liability concerns and, if so, is this conce
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QUESTION 3
(3) Whether the full text of any boxed wa

of Prescribing Information’’ section, reg

If the Highlights section of the la
included within it. The boxed warning n

is discussed at greater length elsewhere i

summarized first in the boxed warning an
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summarizing of the key safety informatic

- manufacturers, as plaintiffs argue that the
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end of the index the asterisk would be fa

issued mm/yyyy.” The term “recent” sh

the Propd seq

B

llowed by
ould be de

or 0 to 12 months for consistent use in all labels. S

COMPREHENSIVE PRESCRIBING
1
1.1  Hypertension
1.2 Heart Failure
1.3  Left Ventricular Dysfunction aft
‘14 *Diabetic Neuropathy
DOSAGE AND ADMINISTRA|
- HOW SUPPLIED/STORAGE A

p PATIENT COUNSELING INFE(

*INDICATIONS AND USAGE

INFORM

:r Myocarg

I'TON

ND HANI

)IRMATIO

|
; cc(:

fine

YCC

1A

Jial

|

N |

cXan

1
onta

din

'TON

Infa

NG

Labglin

g Rule Docket No. 00N-1269

\\

ins a recent change with this revision
the final rule as either O to 6 months

iple index below:

\ INDEX

rction

*Contains a recent change with this revi

QUESTION 6

(6) Whether the information required un

proposed ‘‘Highlights of Prescribing Inj

sion issued

der the ‘I

the comprehensive labeling section or sgmmarized

If the proposed HIGHLIGHTS
then the manufacturer should have flexit
and Usage subsection. Circumstances

for either repeating verbatim all inform:
INFORMATION, Indications and Usag

OF PRES
“»ility in ho

ay vary fo
ion from ¢

subsectio

- comprehensive information.

ormation’|

Page 4 of|

Se

in ¢
CR
W 1
T €4
he

n of

l mujn/yy

ndicatio

@ bul

COM

rtion

IBIN
) pre

chp

10 p

ns and Usage’’ subsection in the
should be presented verbatim from

leted format,;

J G INFORMATION section is used,
sent information in the Indications
roduct and there may be valid reasons
[PREHENSIVE PRESCRIBING
rovide a bulleted list of the




Immunex Corporation Response to

 QUESTION 7
(7) Whether it is necessary to include th.

proposed requirement for a highlights se

index justify its inclusion?);

The use of the Index section is ju
to choose level of headings in the index
Some labeling would print major headin

- proposed COMPREHENSIVE PRESCR

addition to product labeling and improve

electronic labeling is implemented, the index can p
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QUESTION 8
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“Warnings/Precautions” section. While |
locate information, the wording of these

or biological product.
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headings

While it is useful to provide a contact numb

accessible region of the package insert, it would be
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QUESTION 10
(10) Whether the potential impact of the

estimated by the agency, and whether sm

Immunex does not believe the fu
rule have been considered by the agency,

~will actually increase by 50 to 100% in s

costs, material usage, and storage space

necessity for larger cartons would increa

for pharmacies and distribution centers. |
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will serve its intended purpose of ensuring the visuc

whether different highlighting methods n

Bolding is appropriate for ensuri

including italics and underlining, are alsQ

use of new word processing and printing

- 'QUESTION 12
(12) Whether the proposed one-half pag:

section (not including boxed warning(s)
alternatives that would be more appropr

~should be considered.
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on its size. Drugs have varying levels of]
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QUESTION 13

(13) What means (other than the verticaﬁ

 facilitate access to, and identification of

comprehensive prescribing information

The use of the vertical line woulc{ be proble

physicians. Allowing space for vertical
with not much benefit. Immunex propos

Index to indicate changed sections and s

QUESTION 14
(14) Whether the proposed minimum 8-p

minimum 10-point font size would be mo

Immunex agrees in principle that
easier to read, but the insert size increase
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The costs to implement the propo
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packaging components, including individual boxes,

retooling of automated packaging lines. ]
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or that has been approved from O up to

e date of the final rule, or whether alternative
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The revised format and content should not be zﬂppﬁed to drug products with an NDA,
BLA, or efficacy supplement pending. (nce the ﬁﬁal tule is published there should be a two-
iyear delay until the rule is effective. The prioritization of implementation outlined in the

proposal is acceptable to Immunex if .thJ effective date is two years after publication‘of the final

rule.
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