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Dear Sir or Madam: ‘
|
| I
Enclosed for submission to the aboverreferenced d :cketgare comments of the Pharmaceutical
Research and Manufacturers of America (PhRMA) on FDA’s proposed rule to amend the
regulations governing the format and icontent of labeling for human prescription drugs and
biologic products. PhARMA represents the country’s leading research-based pharmaceutical
and biotechnology companies, which|are devoted tg inventing medicines that allow patients
to lead longer, happier, healthier and more productiye lives. Investing over $30 billion
annually in discovering and developing new medicines, PhRMA companies are leading the
way in the search for cures; PhRMA |companies ar¢ the source of nearly all new drugs that
are discovered, made, and used worldwide, and will therefore bear the primary responsibility
for implementing any new prescriptign drug lab 3hr]L requlrements

As explained in more detail in the a(:‘comp‘anying comments, PARMA supports
the basic goals of the proposed rule, to make approyed ﬂroduct labeling more “user friendly”
and to make the comprehensive prescribing information more accessible to health care
practitioners. These important 'objecﬁves are best served by the proposed reordering of the
comprehensive portion of the labeling. This reordeting will improve the ability. of health
care practitioners to locate the info tion they dee m?st useful within the labeling.

.

; * Other proposed changes raise seriou oncerns, and would not promote the
goal of better transmitting important information t fhheal‘th care practltloners about the safe
and effective use of a drug. PhARMA strongly opposes the addition of a “Highlights” section.
A “Highlights” section would inapprapriately emp jas1ze a subset of summary information
and discourage health care practitioners from consulting vital information in the
comprehensive portion of the labeling, which itselflis already a distillation of complex data
and information. A “Highlights” section would also raise significant product liability issues.

oon-weg | | | @ 59

Pharmaceutical Research and Mzmuﬁt‘c"turers of America
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Highlights of Prescribing Information [pﬁ)j)osed §§ 201.56(d) & 201.57(a)]
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the warning could still be listed in an in#ex. Givcr; th‘@L prominence of the boxed warning, health

care practitioners should not have diffictilty locating it/ within the labeling.

G. Recent Labeling Changes [proposed E 201 .’57(a)(5)]
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H. Indications and Usage [proposed § 201.57(a)(6)]
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flexibility to repeat the indications and usage from the|comprehensive information verbatim or to

use a bulleted format. For products with|less extensive indications and usage information, the

material could be provided verbatim. F 0U‘ products

i

wﬂﬂL IorJger texf, a bulleted list might be used.

Alternatively, the text might be repeated verbatim even| for products with longer narratives where

summarizing the information would presgnt concerys. |

L Contacts for ADR Reporting [proposed § 201.57(a)(11)]

|

There is no need to repeatithe contact iniﬁbtm ation for ADR reporting in two

portions of the labeling. The clearest approach wouFd He to include the information only once

near the name and address of the manufagturer, pac

cager, or distributor. It is not intuitive to look

Ed

in the warnings and precautions section f0r a phone

phone number of the manufacturer should be listed. |

II. Index to Comprehensive Prescribing Info

The real value of including an index

number. In addition, only the name and

i'm#tion [proposed § 201.57(b)]

Jd the comprehensive prescribing

information would be for electronic labeling where hypsrtexl links can be provided from the

\\
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index to the body of the labeling. For p

function by providing an overview of thg lébeling :

searching for relevant information, at le

practitioners are adjusting to the new or;

abeling Ruile

st during 1

ranization

would add to the length of the labeling.

requirements are retained that would alsp add to th

- “Highlights” section and the need to use
“include an index, but only if other propo
dropped, in keeping with other PhRMA
L
A. General Comments
Reordering the sections 9
effective means for enabling health cére
useful within the labeling. Other propos
information should be reconsidered. Phl

inclusion of in vitro data and other data

- the “Indications and Usage” and “Dosag

would serve to deprive practitioners

of sgientifically v,
to informed prescribing decisions. Pthﬂ:lA also does

definition of adverse reactions, because the new cri

significant product liability concerns. T}
comparisons of labeling for newer and o

from the inadequacies of the new definit

Comprehensive Prescribing Information

This woul

Iper labglilig,
and
he'
of
db
el
"8-point tybe

sed highlights

j1

he index may serve a somewhat helpful

assisting health care practitioners in

¢ mo

ransition period when health care

he labeling. At the same time, the index

re problematic if other proposed

recomme

Ip

dat? '

g length, such as the inclusion of a

r texf. PhRMA recommends that labels

section and other format requirements are

ons.

roposed §§ 201.56(d) & 201.57(c)]

f the compk

practitione

vn indicati

1€S€ conce
der drugs,

on of adve

ed changes tg

01l

T

e and Admini

ter]]
rns
ang

1'S¢

‘{MA‘does: not

o0 loc

ensive portion of the labeling provides an

ate the information they deem most

ithe comprehensive prescribing

support the proposed restrictions on the

uses, and dosing that are not included in

Ltrati
}ilid i
not s
A are
arise

| the

on” sections, as these restrictions
nformation that could help contribute
upport the proposed change to the
not well defined and would create
from both the potential for

potential inconsistencies resulting

reactions.
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B.
As stated above (section ]

boxed warning. In addition, if the “High

o | 93

Boxed Warning ~[p‘ropoi

abehng Rule

ed § 201.57(

P

.F.2), there is

lights™ sectio

include the boxed warning both in the “F

:

prescribing information. The boxed war

ighlights”

“L
d or

ning shoul

retained that the boxed warning be inclu
moved to the “Warnings/Precautions” se

practitioners would check the “Warnings

led twice, not

ction. It woul

recautio

boxed warning.

C. Ilhpli'ed/Suggested Indic

Usage” and “Dosage an

[proposed §8§ 201.57(c)(2

The agency should recons
‘indication\s, uses, and dosing that are not
and Administratior‘l” sections. The packs
the understanding of a product’s clinical
communicate a product’s FDA-approved,
provide medically relevant information t
are now. This information (e.g., reports ¢
" pharmacology section) may be valuable t
the data would Be carefully negotiated be

labeling. This proposed change also pose

information that may be relevant to presc

|
e;mons, Us{es, i
Admlmsfraj i

)(1)]

: | .
not a need for an icon (

d see

‘ isectJ

CC"‘)

1) to-signal the
|

| is retained, it would be redundant to

|

at the beginning of the comprehensive
1ly be printed once. If the requirement is
vithstanding the redundancy, it should be

m intuitive that health care

on for all warnings, including the

) (), (13) &

ider the propa

included it

\‘sal tq

n tljfv

osing Outside “Indications and
Sections

(15)]

bar the inclusion of data on

dications and Usage” and “Dosage

1ge inserf sk
and safety |t
indication
'ibe;

the presci

)f supporti

esent information intended to foster
is well as information intended to
ies that are scientifically sound and

r should be included in labeling; as they

ve
0 practitior}nerf

ween FDA an

s product liah

ibing practitic

glinic

ility

al studies in the clinical
and patients, and the language describing
d the sponsor, along with the rest of the -
concerns, because of the loss of

ners. The exclusion of such valuable
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and clinically significant information in
providing more informative labeling for

This is especially true in 1
Life) where this information may be pres

indications section. These studies very ¢

* profile, and excluding such information may hindes

could help support the use and understa

ipractitione

abeling Rule

the labelin

he case of

ding of the

information that reflects doses higher than the top d

section is often very valuable to health cz

~understanding of the product safety proﬁﬂe and com

~ “margin of safety” between the top doses

ire practitic

‘and what

Administration” section, and PARMA req
excluding it from drug labels.

To the extent FDA is cong

agency can address the issue through its #xisting legal f

retained, FDA could find itself inundated
201.58. The need for companies to seek
on both industry and FDA.

concentration ranges and therapeutic cong

other than therapeutic drug concentration

‘ (.
Fumerous

ommends

With respect to the inclusiﬁm of effective

monitoring

wd

4 Wbuld
1S |
Pat
ented in the ¢

ften contribut
pr
ose

bnet

has

tha

‘with requests|

wal

entration win,

run counter to FDA’s stated goal of
ind patients. |

tient Reported Outcomes (a.k.a. Quality of
inical studies section but not in }he

e to the understanding of the product’s

a practitioner’s access to information which

dduct. Similarly, presentation of dosing
in the “Dosage and Administration”

s. This information allows for a better

mtﬁmica’ues that there is an established

i
il
i

been presented in the “Dosage and

[ FDA not adopt the proposed regulation

erned abo#t tfle use of these data in promotion, the

authority. If the proposed restrictions are
for waivers under proposed section

vers would place an unnecessary burden

cness and/or toxic drug and/or metabolite

lows, PhRMA believes that information

(1DM) information would more




PhRMA Comments on FDA Proposed Rx I
Docket No. 00N-1269

June 14, 2001

Page 16

appropriately be placed in the “Clinical Pharmacology

abeling Ruﬁe

|

|
t

B I

By

section. If safety were an issue, then the

“Warnings/Precautions” section would { e the appropxlate place for that information.

D. Warnings/Precautions [proposed § 2

Combining the “Warnings” informatior

makes good sense. However, the use of

| “Warnings/Precautions” section is not appropriate.| It
specific information tailored to a particular issue than |
seriousness under a single subheading. PhRMA urges"
regard to defermine the proper way to present infor
would be both extremely difficult and Jolt zfentially c

subheadings to address all the areas of concern that'm

In addition, there appears

of “clinically significant adverse reactioqs” in the Wa{

the definition of an adverse reaction. Un
adverse reaction that is not necessarily “

included in the “Warnings” section if it ¢

significant”). Such reactions do not rise|to the level of

them in the “Warnings™ section will dilyj

would not even qualify as an adverse reaﬂzﬁon unde

helps demonstrate how the proposed defi
only unclear but could apparently lead to

labeling of adverse reactions that are “cli

a reaction to be clinically significant enofigh to be put i

mandatory st3

to be an incon

der the propos
Joxious/inj

ould adversel;
¢ the impact ¢
nition of “adv

the exclusion

nically sigt

01.57(c)(6)]

1 with the “Precautions™ information
ndardized subheadings within the

may often be more informative to provide
o try to combine precautions of varying

that sponsors be given flexibility in this

mafion on warnings and precautions. It

ounterproductive to try to develop standard

ght arise across therapeutic groups.

sistency between the proposed inclusion

nings section and the proposed change in

sed “Warnings™ section requirement, an

urious to health” would be required to be

y affect compliance (i.e., it is “clinically
/
a warning or precaution, and inclusion of

f this section. Further, such a reaction

r tIJcL proposed definition. This inconsistency

erse reaction” (as discussed below) is not

frqm the adverse reaction section of the

nificant,” even if they are not “noxious.” For

n the “Warnings” section, and yet not
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qualify as an adverse reaction, will undot

PhRMA believes that FDA must reconci
E. Drug Interactions [prop

PhRMA urges that this se

- clinically significant drug interactions. A

appear in the labeling, including positive

interactions or the lack of interactions). Interaction

commonly administered by health care pi

these drugs are safe to co-prescribe with @ new molg
~ heart failure patients like coumadin, digoxin, ACE inh

would be best to provide such information under “D

presented in the prescribing information

PhRMA also recommends
information on the mechanism of drug/dy f.lg or drug
instances where the mechanism is not cle
related to stomach emptying, a drug that |

oxycodone, lorazepam, or ethanol), but w

rule should be modified to state that‘the niechanism
understood.
F. Use in Specific Subpopulations [prop¢

PhRMA recommends that

under conditions of hepatic impairment a

“addition to the subpopulations already ide

abeling Rule

|
I

ibtedly lead to

e these defini

| T et e (R
”mmhﬂ.m“ s |

confusion and misunderstanding.

ions

psed § 201

57

(7]
ded

ction be expa
11 valid da{ta,

and negative

actitioners, a

=C

15 a subset

‘that FDA

yotentiates

ntified.

foo

ere the exact

s)

the proposed

1d renal impai

arly understod?ﬁd (e.

|

7

clinic

psed

beyond providing information on

al or in vitro, should be permitted to

findings (that is, information on

fﬁdies often are performed with drugs

d they want information as to whether

ar entity (e.g., drugs commonly given to
;bitors, diuretics). PhRMA believes that it
brug Interactidtls,” but if not, it should be

fof %e clinical pharmacology section.

"cld}n“ify the proposed requirement that

d interaction be included. There are

o., a food effect which might be

se?ation' caused by other drugs (such as

mechanism is unknown). The proposed

vf the interaction will be described if

§ 201.57(c)(8)]

ule' make clear that information on use

rment may be included in this section, in
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G.
PhRMA does not believe

adverse reactions and require retroactivg

-products on a case-by-case basis under ifs existing

excessive adverse event information is p
criteria for labeling that is already appro|

liability concerns.

As an initial matter, the n

“reaction information to include in labelis
 facets of the criteria are not defined. Th
adverse drug reactions section to those t
uhintended” and those for which there is
response.” In its May 2000 Draft Gﬁida
labeling,5 FDA distinguished “advefse 1
adverse event information should be inc]
apparently add a further filter and exclud
‘health,” or “unintended.” It is not clear v
for example, what does it mean for a res
opposed to merely an “undesirable effect

additional clarification for these concepts

> Draft Guidance for Industry: Content

Adverse Reactions [proposed § 2(

abeling Rule

that there

resented.

ved would|

. proposed

ponse to b

P

Format

are

changes to €

ew proposéd

1g are not wot

jat are “noxio

a “reasonablé¢l

e adverse rea¢
hat these term
“noxious” or “injurious to health,” as

?” The agenc

to be implen

d for
- Labeling for Human Prescription Drugsijfnd Biologics

ice for Industry on

uded in labeling.

any

tions

1.57(c)(9)]

good grounds to alter the definition of

Xisting labeling. FDA can address new
authority where the agency determines that
However, adoption of the new proposed

catise confusion and raise acute product

driteria for determining what adverse
kable in their current form because key
rule would limit the items to be listed in the
us (i.e., injutious to health) and

possibility that the product caused the

the adverse reactions section of

sactions” ﬁ’r’orjn “adverse events” and stated that not all

The new proposed definition would

that are not “noxious”, “injurious to

s mean or how they would be applied.

y would have to publish extensive

1ented in practice.

the Adverse Reactions Section of
May

2000).
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Even with additional clar

abeling Ru

implementation plan, would be extremel

marketed products, compliance with the

reevaluation of prior clinical trial data, and some data f

databases. Where appropriate data exist

burdens in reevaluating the data in order

to include and what information to exclt

y difficult

there wou

fication, the p
to

new and mor

:

roposed rule, with its proposed

‘atisfy for previously approved dfugs. For

restrictive definition would require
ay not be available in clinical trial

e significant practical difficulties and

to make a

have to be submitted to the agency, addi
If labeling is changed in 1

for some perioa of time, the changes cou
practitioners. An extensive educational |
meaning and significance of the labeling
Adoption of a new definit

concerns. For example, discrepancies m:
therapeutic class, because labels for olde
meet the new criteria and thus are not lisf

would attempt to use this discrepancy in

the less-inclusive labeling for newer proﬂucts. Asn

solution to these product liability concerr

preemptive so that the FDA-approved laheling is de

liability lawsuit. Otherwise, the agency

1g to its alr
haterial wa

ld prompt

“products

abeling to

S is to-mak

ust be ext

e Meanwhil
ead
VS
sub
rogram woul
changes. |
ion of ad\}érse
DSt certainls} W
will
ed in labeling
i’attz

ote

rem

DPt

i

emed an

priate decisions about what information
e, numerous labeling supplements would
N4 high workload.

or products that have been on the market
stantial confusion among health care

1 have to be initiated to explain the

reactions creates serious product liability
ill arise between products in the saﬁle
include adverse reactions that do not

for newer products. Plaintiffs’ attorneys
ick the adequacy of the risk disclosures in

d above (section 1.B), the only real

ce JMLe federal requirements for the entire label

adequate disclosure in a product

ely wary of changing features of the
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labeling, like the standard for including hdverse reacti

and product liability reasons.

Therefore, PhRMA recor

T i
l

L]
abeling Rule

|
i

C

imends that

definition of adverse reactions.

H. In Vitro Data [proposed

PhRMA recommends thajt sponsors

for anti-infective products without the ng

susceptibility data from labeling would withhold in

practitioners, information that contribute

particular setting. This could result in an increase,

antibiotic use. Physicians often must rel

anti-infective products due to the absenc

o

)

)(1
be

§ 201.57(

ed to obtain a

1pa
s to the choic
rath

€

v on their expy

> of susceptib

A are not avat

~ point of care. When microbiological dat

" should be based on the clinician’s assess

including available clinical, pharmacody

marketing experience with antimicrobial

Professional guidelines fr

1

" Thoracic Society indicate use of in vifro

" judgments based on both the patient’s syﬁmp‘coms and th

‘suspected organism in choosing an antibipotic. In th

Infectious Diseases Society of America ¢

.. . it is important that all
(physicians). Removing i

our member physicians be

2

ment of the

namic, and

agents,

m reputable

1

susceptibil

ity

eir

rtant

¢

i gable,
ost li

vitro

grgan

Marc

s, that are critical for both prescribing

DA drop the proposed change to the

3)]
permitted to retain in vitro data in labeling
waiver. Elimination of in vitro
information from health care
of the approf)riate antibiotic in a
er than a decrease, in inappropriate
rience and clinical practice to prescribe
lity data and rapid diagnostic tests at the |
decisions to prescribe an antibiotic
kely etiology and optimal therapy,

data from clinical trials and post-

izations such as the American

data to make educated empirical

e in vitro susceptibility spectra of the

h 21 comments to the FDA, the

pncurs, stafin

relevant data |
7 vitro data {r
lieve, ultin

I

oy

nate

¢ available to them
m Pls poses problems that
ly, will impact negatively
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on physician decision-ma

abeling Rul

ing'and p

concern, our members believe that F
physicans’ ability to determine appre

for patients with drug resi

It is not appropriate for FDA to selectively require t

important information from the labeling,

valuable information. Furthermore, it is

automated in vitro susceptibility testing devices for

data in the labeling.

Beyond the case of antibiotics, the d

therefore the definition of a drug class, i§ due to in 1

receptor binding study might not give an
clinical setting, it may well indicate why
can be used together, or which should no

understanding of the mechanism of the d

For these reasons, PhRMA recomme;

of in vitro data in product labeling not be|changed.

I Waiver Process

Although PhRMA strong],

retained in labeling, as discussed above, should the
such data absent a waiver, PhARMA urges|that the fir
“sponsors apply for a waiver. This description shoul
submitted with the waiver, or if waiver issues must

labeling By means of a changes being effécted (CBE

not clear h

indication

the drug w

y believes

Jtie
DA
: DT
stant or unusu
hat
which inhibi;
ow

ney

itrd

ork
t be used at all

sease being tr

tha
age

hal

|

e

D

1

1

nt care. Of particular

’s action will impede

ate apti—infective therapy
al infections. -

sponsors remove such scientifically

s health care professionals’ access to this

FDA would determine testing limits for

v dru gS without the inclusign of in vitro

cfinition of mechanism of action, and

 as well as animal data. "Although a

a drug’s effectiveness in a controlled

ed, and give an indication of which drugs
, according to the practitioner’s
cated.

that the existing guidelines on inclusion

in vitro and animal data should be
ncy implement the proposal to exclude
rule explain in detail the process by which

dress whether revised labeling is

I

esolved prior to submitting revised

Ipplement.
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J. Clinical Studies [propos

PhRMA supports the revi

believes that the labeling would flow mare ‘logicall

‘pharmacology and clinical trials) were it

K. References [proposed §

The proposed rule requiring that all

based on édequate and well-controlled tr

|
abeling Rufe

ed § 201.57(c)(15)] -

sions to the

close proximity.

(Clinical Studies” section. Also, PARMA

y ifall the clinical data (clinical

201.57(c)(16)]

products. Examples include standardize
references are important, and PhRMA ur

L. Patient Counseling Info

The proposed rule would

Medication Guide be reprinted at the enc

als will omit
1 test methodg

ges that they

of the packa

information contained in “References” be

many references for anti-infective
logy and in vitro studies. These

be permitted.

‘mation [proposed § 201.57(c)(17)]

require that any approved printed patient labeling or

oe insert. PhRMA urges that the agency

clarify this requirement to make clear that patient labeling need not be printed twice for trade

packages. That is, there should not be a requirement tg include the full patient labeling in the

package insert intended for the practitioer and also toinclude the full patient labeling separately

for distribution to the patient. Such double printing would be wasteful and unnecessary.

IV.  New Format Requirements [proposed § 2“01 57(d)]

A. Bolding Information [proposed § 201 S57(d)(5)]

The use of bolding is an a[prdpriate way to ensure the visual prominence of the
 targeted information. PhRMA believes that capitalization, italics, and underlining, which are

currently used in package inserts to order and/or add prominence to certain text, should also be

- considered.
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B. Use of Color and Addit

Use of color in a packag

[
|

abeling Rulle

i
i
|

deal Sym bol1s

printing from an electronic source. Colg

labeling through a source other than the|

are thus not clear. Adding color would

PhRMA believes that FDA should not 1«

FDA should also exerciss
Symbols can be difficult to print, and ca
printed.
C. Vertical Line

‘The proposed use of a ver

comprehensive prescribing information,

ubstantial

N bve lost if]

confusion and would not clearly delinea[

labeling with extensive revisions. Use o
of complexity to the printing process, as

vertical lines on the multi-column forma

recommends that FDA not adopt this approach. Ins

be identified in a narrative manner‘by cit
labeling changes.

D. Type Size
PhRMA does not expect t

type will produce meaningful benefits for

substantial printing and other logistical ¢

‘insert would
r might also b

anufacturer

quire the use

care in consi

tical line to hil

a recent ch

nge.

likely be lost through photocopying and

e lost to health care practitioners receiving
or the PDR. The benefits of using color

y increase printing costs. Accordingly,

of color.

lering adoption of any additiénal symbols.

presented in electronic labeling and then

ghlight recent changes in the

without anj"r explanatory text, would likely cause

This would be particularly true for

a vertical

companies

lin
W(Q
that is used fi
tea

ng the section

hat the pero:L

c WO

uld also add an unnecessary measure

uld have to determine how to incorporate
or printed package inserts. PhARMA
d, revised sections or subsections should

s affected, e.g., in a section dedicated to

Ld requirement that all text be in 8-point

health care practitioners. Furthermore, it will impose

ysts on manuf

cturers. Current type sizes range from




PhRMA Comments on FDA Proposed Rx I
Docket No. 00N-1269

June 14, 2001
Page 24

4.5 to 7 point. Use of 8-point type will 1
“(from 75 to 100 per cent), contrary to the
'signiﬁcant logistical problems, as new e
as many labels will become too lafge to
FDA itself has adopted use of 6-point ty]
Facts box.® If 6-point type is adequate f¢

adequate for health care practitioners. A

|
abeling Rule

ig

icant increase in the size of labeling

roduce a
agency’s
Juipment v
attach to be
e for OTC

T COonsume

no need to expand the size of the labelin
PhRMA recommends that FDA drop this

V.  Revisions to Labeling for Oldes

A. In Vitro and Animal Dat

As explained above (sectipn IL.H), PHRMA

inclusion of in vitro and animal data shot
of this data for newer products apply to @

B. Implied/Suggested Indic

and Usage” and “Dosagg
[proposed §§ 201.80(c)(2

As explained abové (secti

for thé proposed restrictibns on clinical i
~specifically referenced in the “Indications
sections. The same grounds that exist for

products apply to older products.

A

$See 21 C.F.R. § 201.323.

(=4

est

ates. This change alone will present

vill

yttlg

larger type-si

1

be needed for printing and packaging, and

s and will have to be included in cartons.

' drug labeling in the recently revised Drug

who are self-medicating, it should be

ze may be used for headings, but there is

> by requiri
proposed
Drugs

a [propos

Ider drugs |

tions, Uses, or D

and Admi

Cthge .
ed

1ld be retaihed.

that all text appear in 8-point type.

§ 201.80(b)(2)]
believes that the current rules for the

The same reasons that support retention

osing Outside “Indications
stration” Sections

), (i) & (m)

iformation

=9
./

‘and Usag

n

a
vn I11.C), PhR]
on

39

revising this

]
MA believes that there is not a good basis

indications, uses, or dosing not

Gq

and “Dosage and Administration”

aspect of the proposed rule for newer




“VI.  Proposed Implementation Plan|

‘and more recently approved prescription

-are simply more likely to consult labélih‘

 consideration could be given to extendin

the first year after the rule becomes effec]

' the number of supplements requiring rev)
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I e

C. Information for Patients [proposed § 201.80(f)(2)]

As explained above (sectipn IILK), PARMA |believes that where there is ‘approved

patient labeling or a Medication Guide tl

or Medication Guide be printed twice to

accompany trg

A. Requirements for Newly

PhRMA does not agree w

-adopt a step-wise implementation plan, heginning \Iith

effectiveness supplements. This would g

the relabeling process, and would also fo

ere should not be a requirement that the patient labeling

de packages.

and More Recently Approved Drugs

drug prodl'icts

llow sponsors

r for new pro

familiar with the labeling for existing pr¢

After the agency and spon

after additional data are collected about the real wo 'kld 1

ducts.

501 gain expy

s the require

B. Labeling Changes for A

1 Approv d

Under the proposed rule,

Given this burdeh, PhRMA is concerned

attention to the drug review and drug app

pproximatel
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