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comprehensive prescribing inform e, some of the proposed changes risk 

undermining the fundamental function abeling as a source of essentiai 

information for practitioners to prescri y and effectively for individual patients. 

The proposed “Highlig asizes a subset of summary 

information and would potentially practitioners from consulting vital 

information in the comprehensive port g. Physicians’ focus on the “Highlights” 

section would directly undercut the int 

prescribing information to practitioner so lead to significant 

product liability concerns. Other prop th the basic goal of 

improving the usefulness of labeling fo because they would remove 

significant scientific information in exi impose unclear new requirements (e.g., 

removal of in vitro data and clinical d 

standard for adverse reactions). 

PhRMA agrees with vi r of the Center for Drug 

Evaluation and Research, expressed on n sponsored CDER Live 

telecast on April 28 that the printe chronism. New computer 

technologies allow for the storage and ns of the drug label. 

Presentations can be indexed to permit Updating labels with 

new prescribing information will be ea 

care providers more quickly. PhRMA 
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PhBMA does not s 

requirements for newly and more ucts should only apply to original 

NDAs/BLAs and effectiveness s d focus the resources of sponsors and the 

agency on the most important 1 uld provide additional experience with 

the new labeling rules before broader c ed. The proposal to require certain 

changes in all products within one ye le. Enormous industry and agency 

resources would have to be devoted to d there would be a real risk that the 

FDA’s attention to drug revie 

Many of the proposed ch lementation costs, as 

well as possible environmental impacts, onding benefit to health 

care practitioners. In estim he proposed requirements, it is 

important to keep in mind lly printed in multi-column format on 

paper sized to contain the text yet allow (e.g., folding) for inclusion in or on the 

package. Multiple packag entations of a given 

product, and the configur equipment used on 

different lines. Companies have deter d double the length 

of labeling for most products, and may odate the added 

text (e.g., use of a carton 

adhered to the outside). Packaging line 

and redesigned. The 

large company with multiple packagin rd party manufacturers. For example, 

the cost to renovate one packaging line the larger paper that would be required 
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could exceed $700,000. One company 

affected (with multiple packaging lines 

million. 

Given the substantial co will impose, it is imperative 

tful fashion as it institutes the first 

sweeping overhaul of the approved pro 

1979. PhRMA 

ce the current rules were put into place in 

ep finalizing only those portions of the 

g1.s will improve the clarity and 

the comprehensive prescribing 

ere is a genuine need for more sweeping 

changes. 

At a minimum, PhRM 

yet been field tested be subjected to 

focus groups and surveys should als 

whether there is a real need for a new “ 

to the labeling, and whether the new la 

care practitioners in the way they use 

focus groups primarily provided the 

highlights compared to the existing 

labeling should be used as a camp 

pects of the proposed rule that have not 

pilot basis before adoption. Additional 

r market research should probe 

light of the other proposed changes 

sired behavioral changes by health 

ng information. The prior surveys and 

d physicians on the addition of 

he new template for the comprehensive 

ue of also adding highlights. In addition, 

health care practitioners 

other groups of professionals 

be canvassed, along with 

(e.g., pharmacists). All’of 
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the past market research, as well as 

public review. 

be made available for 

Because all of the pr 

liability concerns, PhRMA urges FDA 

approval of labels and labeling preemp 

decisions of a court of law for purpose 

of information necessary for practition 

and has in all instances worked with th 

communicate that information to presc 

rug labels and labeling present product 

o FDA’s rule a statement that FDA 

state law, regulations, or 

. FDA has defined the types 

er to prescribe a specific drug, 

e the language that will 

juries are not qualified to make 
\ 

decisions about whether the FDA- equate for the practitioner. 

Indeed, juries have sometimes determi have included information that 

FDA affirmatively decided should not ling. Thus, FDA’s goal of 

/ consistent and user-friendly labeling m 

determinations of adequacy. The agen that FDA-approved 

labeling preempts inconsistent decision 

More detailed comment esof the proposed rule follow. The 

detailed comments are organized to tra of the preamble to the 

proposed rule, starting with the pr bing Information.” FDA 

specifically requested comments on 15 

these issues are included below within 

the proposed rule. 
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I. 1 Highlights of Prescribing I 

A. Appropriateness of In 

PhRMA strongly oppo 

product labeling. The basic intent of 

the reorganization of the labeling set 

$3 201.56(d) & 201.57(a)] 

a “Highlights” section to the approved 

s best and most appropriately served by 

al and most often read information first. 

This change alone will enable a ~ information readily and discern the 

material he or she deems most useful. summary of important prescribing 

information in an additional “Highlig 

the package insert. To the contrary, i 

the highlights section and not consul 

The approved labelin 

not contribute to the appropriate use of 

age practitioners to rely improperly on 

rmation in the comprehensive labeling. 

- I ion of complex data and information. 
I, ’ 

The way to make the labeling a more v 

to distill it further, but to reorganize it a 

acknowledges in its proposed “high1 

information needed to prescribe a 

structure labeling in a manner that wou 

and lead practitioners not to read 

effective prescribing. 

I Additional difficulties w 

unavoidable inconsistencies in the appr 

“Highlights” section. Deciding what to 

element of judgment and choice on the 

1 tdol for health care practitioners is not 

to access. The agency itself 

highlights do not include all of the 

vel 

ac 1 

. Yet the proposed rule would 

from the full prescribing information 

rmation that is needed for safe and 

significantly, there would be 
I 

rent companies to develop the 

ction would necessarily entail an 

r&s. For example, proposed section 
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20 1.5 7(a)( 10) would require that th 

summary of the “most clinically sign3 

prescribing information. In the pre 

cautionary information chosen fro 

this section should be that 

such a decision involves a signifi 

manufacturer as to what is 

inconsistencies could, and likely 

divisions within FDA pick and 

information to include in the hi 

LPgecautions” be followed by a concise 

at section of the comprehensive 

d regulations, FDA states that “[tlhe 

prescribing information for inclusion in 

ical prescribing situations.“’ Clearly, 

and choice on the part of the 

ing situations. Discrepancies and 

companies and different reviewing 

the comprehensive prescribing 

Inconsistencies ubling for products with class labeling. 

Unless the agency designates t should be contained in the 

“Highlights” section for a p ifferent manufacturers will make 

different decisions in selecting inform prehensive labeling for the “Highlights” 

section. If these variances develop, t rmity across the labeling for a class 

would be lost. 

The substantive flaws i ighlights” section are exacerbated by the 

, significant administrative costs that wo o add such a section to labeling. 

the already lengthy package 

with the agency over labeling, for 

’ 6$ Fed. Reg. at 81089. 
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example to determine where the Id be set for products with significant 

adverse event information. 

The “Highlights” section potential problems and few 

countervailing virtues, if any. Further c product liability issues, discussed 

next. I B. 

about increased product 

liability risks from the new speculative.“2 There is simply no 

basis for FDA’s off-hand dismissal of 

the alleged inadequacy of the 

information condensed for 

would inevitably arise based on 

inconsistencies between the 

This concern is far 

from speculative. Every pharmaceutical 

adequacy of the information disclosed 

information is missing or that risk or 

Plaintiffs have specifically brought 

are argued to be incomplete or 

involves allegations regarding the 

allegations that important 

not sufficiently prominent. 

product summaries that 

The only way to resolve 

precise content of the “Highlights” secti 

to preempt any possible tort liability. 

“Highlights” section. Even if the 

FDA to mandate the 

FDA’s determination 

2 65 Fed. Reg. at 81087. 
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fact that newer products have a “High vidence that the labeling for an older 

product is inadequate in its disclosure ght also cite the contrasts 

between the new “Highlights” sectio ed evidence of the 

inadequacy of the labeling of an old se risks would increase the product 

liability exposure presented by old mpliance with FDA labeling 

requirements were broadly to preempt st 

C. 

the requirement of a “Highlights” 

section, as explained above. If heless retained in a final rule, PhRMA 

asserts that the proposed “high1 ised significantly to act as a 

better disclaimer concerning First, the statement should 

be moved to the front of the ’ would inform health care practitioners 

immediately that the material that follo tion of the entire package insert, and that 

it is necessary to refer to the comprehe complete information. Second, the 

statement should be bolded and underli ore conspicuous. Third, the statement 

should be worded more stron hlights do not include all the 

information needed to presc ely. For more complete safety and 

effectiveness information, h review the comprehensive prescribing 

information provided belo 

D. : 

ction that is a half-page 

long or less. C f “Highlights” sections. for 
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, 

care practitioners clearly will not find 

as the survey information cited in the 

is irreconcilable, and demonstrates 

order to create a highlights section 

effectiveness information would b 

section for health care practitioner 

care practitioners from reviewing the 

E. Inverted Black T 

Use of an inverte 

new products would’ likely cre 

in the United Kingdom as p 

new products where there is any concei 

the causal relationship, whether the rea 

given concurrently.” In order to have s 

conducted for physicians 

3 65 Fed. Keg. at 81084. 
4 ABPI Compendium of Data Sheets an 
Datapharm Publications Ltd., 1999, 

that is longer than a half page useful, 
~ ’ 

xjsed rule demonstrates.3 This conflict 

&ights” section is not feasible. In 

~ysicians, critical safety and 

no 

c 

e gained by creating a highlights 

ion of a label format that deters health 

d 6 201.57(a)(2)] 

the United States to identify significant 

ng few benefits. This symbol is used 

ed to capture adverse events reports for 

ug, notwithstanding uncertainty about 

xifed, or whether other drugs have been 

td? meaning and function of the 

I extensive education campaign 

rsl. 

problems with the software that is used 

:l iles. Therefore, PhRMA urges that f 
dgle. 

eohuct Characteristics 1999-2000, 
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F. Boxed Warning [pr 

Boxed Warnin 

The need to shorten 

“Highlights” section from growing 

“Highlights” section is flawed. If i 

captured in a boxed warning, then 

length. Boxed warning language is cr 

succinct as possible. Further sho 

or omission of pertinent inform 

product. This concern is not re 

comprehensive section-of the label. It i 

review a partial warning in one portion 

labeling for the remainder of th 

proposed use of the shortened 
\ 

:ed+g 20 Lines 

n longer text in order to keep the 

example of why the concept of the 

entlk important that it is required to be 

sented and not summarized, no matter its 

d negotiated with the agency to be as 

sewit in misinterpretation of the warning 

for the safe and correct use of the 

ing the full boxed warning in the 

c to expect the average prescriber to 

nd then check another portion of the 

[A qecommends that the agency drop the 

special icon to identify a boxed warning 

n ie si gle black line warning box and that 

g. In addition, health care practitioners 

’ symbol, and even then the symbol could 

size is used. A square or octagon could 

ms with the software that is used to 

1 fil 

I 

s. Accordingly, PhRMA asserts that 

;ym 01 is adopted for the boxed warning, 
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the warning could still be listed in prominence of the boxed warning, health 

care practitioners should not have diff within the labeling. 

G. Recent Labeling Cha 

Where “recent labeling luded for a product and the labeling is not 

revised for more than a year, there sho ime limitation set by which the labeling 

must be revised to remove the “re There is no basis to require an entire 

labeling revision where it would not 0th 

H. Indications and Usage 
‘, 

s that sponsors be given 
i 

flexibility to repeat the indicatio omprehensive information verbatim or to 

use a bulleted format. For products wit usage information, the 

material could be provided verb ulleted list might be used. 

Alternatively, the text might be for products with longer narratives where 

summarizing the information would pre 

I. Contacts for A 

There is no need to repe rmation for ADR reporting in two 

portions of the labeling. The c lude the information only once 

near the name and address of the manu tributor. It is not intuitive to look , 

in the warnings and precautio addition, only the name and 

phone number of the manu 

II. Index to Compre oposed $201.57(b)] 

sive prescribing 

links can be provided from the 
\ 
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index to the body of the labeling. For 

function by providing an overview oft 

searching for relevant information, at 1 

practitioners are adjusting to the new o 

would add to the length of the label 

requirements are retained that would al 

“Highlights” section and the need t 

include an index, but only if other prop 

dropped, in keeping with other PhRh4 

III. Comprehetisive Prescribing I 

A. General1 Comments 

Reordering the sections 

ssisting health care practitioners in 

sition period when health care 

labeling. At the same time, the index 

ore problematic if other proposed 

eling length, such as the inclusion of a 

r text. PhRMA recommends that labels 

section and other format requirements are 

effective means for enabling health c 

useful within the labeling. Other prop 

information should be reco 

inclusion of in vitro data and other dat 

the “Indications and Usage” and “ 

would serve to deprive practitio 

to informed prescribing decisions. P 

definition of adverse reactions, 

significant product liability con 

comparisons of labeling for ne 

locate the information they deem most 

he comprehensive prescribing 

support the proposed restrictions on the 

from the inadequacies of the new de&it 

. 

reactions. 
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B. Boxed Warning [prop 

As stated above (sectio 

boxed warning. In addition, if the “H 

include the boxed warning both in th 

prescribing information. The boxed w 

retained that the boxed warning be incl 

moved to the “Warnings/Precautions” 

practitioners would check the “Warn 

need for an icon (,,!“) to,signal the 

ained, it would be redundant to 

at the beginning of the comprehensive 

printed once. If the requirement is 

standing the redundancy, it should be 

intuitive that health care 

n for all warnings, including the 

boxed warning. 

C. Ihpliedkhggest 
Usage” and “Dosage 
[proposed $3 201.57( 

The agency should ret 

indications, uses, and dosing that are no 

and Administration” sections. The pat 

the understanding of a product’s cli 

communicate a product’s FDA-app 

provide medically relevant inform 

are now. This information (e.g., 

pharmacology section) may be v 

the data would be carefully nego 

labeling. This proposed change 

elusion of data on 

ons and Usage” and “Dosage 

information intended to foster 

1 as information intended to 

cientifically sound and 

uded in labeling; as they 

s, and the language describing 

r, along with the rest of the * 

, because of the loss of 

information that may be relevant to prescribing practitiloners. The exclusion of such valuable 
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and clinically significant information in er to FDA’s stated goal of 

providing more informative labeling fo 

This is especially true in nt Reported Outcomes (a.k.a. Quality of 

Life) where this information may be pr nical studies section but not in the 

indications section. These studies very to the understanding of the product’s 

profile, and excluding such information cess to information which 

could help support the use and underst , presentation of dosing 

information that reflects doses hi in the “Dosage and Administration” 

section is often very valuable to health s. This information allows for a better 

understanding of the product s cates that there is an established 

“margin of safety” betvteen th en presented in the “Dosage and 

Administration” section, and PhRMA FDA not adopt the proposed regulation 

excluding it from drug labels. 

ata in promotion, the 

agency can address the issue thorny. If the proposed restrictions are 
-\ 

retained, FDA could find its under proposed section 

20 1.58. The need for companies to seek lace an unnecessary burden I 

\ on both industry and FDA. 

ss and/or toxic drug and/or metabolite 
, 

concentration ranges and therapeutic con ws, PhRMA believes that information 

other than therapeutic drug concentratio MI information would more 

! 
j 
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appropriately be placed in the “Clin ’ section. If safety were an issue, then the 

“Warnings/Precautions” section wo 

D. WaruingsRVecauti 

Combining the “Warnin 

makes good sense. However, the use o 

“Warnings/Precautions” section is not 

specific information tailored to a par-tic 

seriousness under a single subhead 

regard to determine the proper way to 

would be both extremely difficult and 

subheadings to address all the areas of 

e place for that information.‘ 

re informative to provide 

try to combine precautions of varying 

hat sponsors be given flexibility in this 

on on warnings and precautions. It 

try to develop standard 

In addition, there appe 

of “clinically significant adverse reacti 

the definition of an adverse reaction. 

adverse reaction that is not necessarily 

included in the “Warnings” section if i 

sistency between the proposed inclusion 

proposed change in 

s to health” would be required to be 

affect compliance (i.e., it is “clinically 
i 

significant”). Such reactions do n 

them in the “Warnings” section 

would not even qualify as an ad 

helps demonstrate how the pro 

only unclear but could appare 

labeling of adverse reactions 

warning or precaution, and inclusion of 

definition. This inconsistency 

rse reaction” (as discussed below) is not 

ant,l’ even if they are not “noxious.” For 

a reaction to be clinically significant eno c‘Warnings” section, and yet not 

,- 
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qualify as an adverse reaction, will 

PhRMA believes that FDA must re 

E. Drug Interactions 

PhRMA urges that 

clinically significant drug interactions. 

appear in the labeling, including positiv 

interactions or the lack of interactions). 

commonly administered by health care 

these drugs are safe to co-prescribe wit 

heart failure patientslike coumadin, di 

would be best to provide such inform 

presented in the prescribing informatio 

PhRMA also recommen 

information on the mechanism of drug/ 

instances where the mechanism is not c 

related to stomach emptying, a drug th 

oxycodone, lorazepam, or ethanol), but 

rule should be modified to state that the 

understood. 

F. Use in Specific Su 

PhFMA recomme 

under conditions of hepatic impairment 

d providing information on 

n vitro, should be permitted to 

s (that is, information on 

performed with drugs 

nformation as to whether 

, drugs commonly given to 

cs). PhRMA believes that it 

’ but if not, it should be 

armacology section. 

ed requirement that 

d’ interaction be included. There are 

(e.g., a food effect which might be 

other drugs (such as 

nknown). The proposed 

addition to the subpopulations already id 



PhRh4A Comments on FDA Proposed 
Docket No. OON-1269 
June 14,200 1 
Page 18 

G. Adverse Reactions 

PhRMA does not y good grounds to alter the. definition of 

adverse reactions and require retroacti A can address new 

products on a case-by-case basis under re the agency determines that 

excessive adverse event information is 

criteria for labeling that is already appr se confusion and raise acute product 

liability concerns. 

As an initial matter, the 

reaction information to include in label able in their current form because key 

facets of the criteria are not defined. T would limit the items to be listed in the 

adverse drug reactions section to those (i.e., injurious to health) and 

unintended” and those for which there ossibility that the product caused the 

response.” In its May 2000 Draft Gui on the adverse reactions section of 

labeling,5 FDA distinguished “adverse “adverse events” and stated that not all 

adverse event information should be in g. The new proposed definition would 

apparently add a further filter and excl are not “noxious”, “injurious to 

health,” or “unintended.” It is not c 

For example, what does it mean fo 

opposed to merely an “undesirable effe 

additional clarification for these conce 

5 Draft Guidance for Industry: Co tions Section of 
Labeling for Human Prescription 
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Even with additional 

implementation plan, would be extrem 

marketed products, compliance with th 

reevaluation of prior clinical trial data, 

databases. Where appropriate data exi 
L 

burdens in reevaluating the data in ord 

to include and what i 

have to be submitted to the agency, ad 

If labeling is changed in 

for some period of time, the changes c 

practitioners. An extensive education 

meaning and significance of the labelin 

Adoption of a new defi 

concerns. For example, discrepancies 

therapeutic class, because labels for 01 

meet the new criteria and thus are not 1 

would attempt to use this discrepancy i 

the less-inclusive labeling for newer p 

solution to these product liability cone 

preemptive so that the FDA-approved 1 

liability lawsuit. Otherwise, the agent 

)Pc 

.isf 

est 

ay : 

sij 

aria 

, nl 

hiI 

rP 

all1 

haT 

‘eat 

11 a 

.nc: 

or : 

:k t 

ab 

sI-2 

1al 

:ly 

:d rule, with its proposed 

For previously approved drugs. For 

:tive definition would require 

bt be available in clinical trial 

Scant practical difficulties and 

decisions about what information 

lerous labeling supplements would 

workload. 

ducts that have been on the market 

1 confusion among health care 

to be initiated to explain the 

ons creates serious product liability 

;e between products in the same 

de adverse reactions that do not 

:wer products. Plaintiffs’ attorneys 

: adequacy of the risk disclosures in 

re (section I.B), the only real 

era1 requirements for the entire label 

Idequate disclosure in a product 

ary of changing features of the 
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labeling, like the standard for inclu 

and product liability reasons, 

at are critical for both prescribing 

Therefore, PhRMA reco 

definition of adverse reactions. 

A drop the proposed change to the 

H. In vitro Data [propos 

PhRMA recommends t 

for anti-infective products without the 

susceptibility data from labeling woul 

practitioners, information that contrib 

particular setting. This could result in 

antibiotic use. Physicians often must r 

anti-infective products due to the absen 

-point of care. When microbiological d 

should be based on the clinician’s asse 

including available clinical, pharmacod 

marketing experience with antimic 

ty data and rapid diagnostic tests at the 

st likely etiology and optimal therapy, 

Professional guide1 

Thoracic Society indicate use of i 

judgments based on both the pati 

suspected organism in choosing an antib 

Infectious Diseases Society of 
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on physician decision-m 
concern, our members b 

important information from the labeling, 

data in the labeling. 

’ clinical setting, it may well indicate why 

For these reasons, P 

Waiver Process 

retained in labeling, as discussed above, 

: care. Of particular 
s action will impede 
te anti-infective therapy 
I infections. ’ 

remove such scientifically 

professionals’ access to this 

DA, would determine testing limits for 

drugs without the inclusion of in vitro 

ion of mechanism of action, and 

W as , ell as animal data. ‘.&though a 

drug’ s effectiveness in a controlled 

3, a/nd give an indication of which drugs 

according to the practitioner’s 

&ed. 

hats the existing guidelines on inclusion 

in vitro and animal data should be 

cy implement the proposal to exclude 

Ile explain in detail the process by which 

ties b whether revised labeling is 

solved prior to submitting revised 

,Pl e I” ent. 
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J. Clinical Studies [prop0 

PhRMA supports the rev 

believes that the labeling would flow m 

pharmacology and clinical trials) were i 

K. References [proposed 8 

The proposed rule requir 

based on adequate and well-controlled t 

products. Examples include standardize 

references are important, and PhRMA u 

L. Patient Counseling Infc 

The proposed rule would 

Medication Guide be reprinted at the en 

clarify this requirement to make clear th 

packages. That is, there should not be a 

package insert intended for the practitio 

for distribution to the patient. Such dou 

Iv. New Format Requirements [PI 

A. Bolding Information [p 

The use of bolding is an ; 

targeted information. PhRMA believes 

currently used in package inserts to orde 

considered. 

I I 
tbeling Rule ~ 

inieal Studies” section. Also, PhRMA 

1 the clinical data (clinical 

ation contained in “References” be 

ces for anti-infective 

and in vitro studies. These 

se8 5 201.57(~)(17)] 

approved printed patient labeling or 

insert. PhRMA urges that the agency 
, 

e printed twice for trade 

11 patient labeling in the 

patient labeling separately 

Id be wasteful and unnecessary. 

o ensure the visual prominence of the 

underlining, which are 

p:!ominence to certain text, should also be 
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B. Use of Color and A 

Use of color in a pa ely be lost through photocopying and 

printing from an electronic source. Co th care practitioners receiving 

labeling through a source other than th The benefits of using color 

are thus not clear. Adding color would inting costs. Accordingly, 

ring adoption of any additional symbols. 

Symbols can be difficult to print, ented in electronic labeling and then 

printed. 

C. Vertical Line 

comprehensive prescribing information, ry text, would likely cause 

confusion and would not clearly deline ge. This would be particularly true for 

labeling with extensive revisions would also add an unnecessary measure 

of complexity to the printing process, o determine how to incorporate 

vertical lines on the multi-column for ackage inserts. PhRMA 

recommends that FDA not adopt this ctions or subsections should 

be identified in a narrative mann .g., in a section dedicated to 

labeling changes. 

D. Type Size 

PhFWA does not that all text be in 8-point 

type will produce meaningful benefits actitioners. Furthermore, it will impose 



4.5 to 7 point. Use of 8-point type 

(from 75 to 100 per cent), contrary to t 

significant logistical problems, as new 

as many labels will become too large t 

FDA itself has adopted use of 6-point 

adequate for health care practitioners. 

no need to expand the size of the labelin 

PhRMA recommends that FDA drop thi 

V. Revisions to Labeling for Olde t Drugs 

A. In Vitro and Animal D 

As explained above (se 

inclusion of in vitro and animal data s 

of this data for newer products apply 

B. Implied/Suggested Ind 
and Usage” and “Doss 
[proposed 55 201.80(c) 

As explained above (se 

for the proposed restrictions on clinic 

specifically referenced in the. “Indication and Us,ag 

sections. The same grounds that exist fi 

products apply to older products. 

6 See 21 C.F.R. 6 201.323. 
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VI. Proposed Implementation Pla 

the relabeling process, and would also 

consideration could be given to extendi 

the first year after the rule becomes effe 

Given this burden, PhRMA is concerne 

/IA believes that where there.is-approved 

be a requirement that the patient labeling 

.e pbckages. 

:ently Approved Drugs 

1 implementation requirements for newly 
/ 

A more prudent course would be to 

nrly original NDAs/BLAs and 

md the agency to gain experience with 

) revise the newest products. Physicians 

cts, as they are already generally 

ience with the new labeling rules, and 

:ility and value of the changes, 

nts to other products. 

*escription Drug Products 

,83 8 products would require relabeling 

tin the rule as proposed will increase 4 

ipose a significant burden on the agency. 

ive might compromise the agency’s 

It Gould not be feasible to make the 
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proposed changes to existing product lak 

requirements under this section be dropp 

Relationship of Propose 
Initiatives 

PhFWA recommends tha 

how implementation of the prior draft gr 

initiatives (e.;., pediatric, geriatric, pregl 

,this proposed rule. In addition, it is not ( 

labeling) will be affected by the proposec 

labeling initia,tives will not be coordinate 

an individual program several times in tk 

VII. Revisions to Prescription Drug 
[proposed 5 201.57(c)(l2)(i)(D)] 

PhRMA recommends thal 

information on product labels where app: 

allergens is potentially critical to proper I 
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0 ts t Other Prescription Drug Labeling 

*ule include additional information on 

rse reactions and other labeling 

liotjc resistance) will be coordinated with 

iperless labeling initiative (i.e., electronic 

r is concetied that various ongoing 

e sp,onsors to revise a package insert for 

r years. 

tive~ Ingredient Information 

pe r/n itted to list inactive ingredient 

c amp le, information on potential 
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I )n s ch as the immediate container, label, 
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VIII. Economic Impacts -- Cost-Be 

FDA’s projected benefi rule of $296 million in present.value 

over ten years appears to be based on c supported assumptions. For example, 

1 . the estimate for physician time saved as 

conclusion that the revised label format 

! 
: - 
I 
11 

insert. There is no support for this cone 

section is an incomplete summary of i 

assurances by FDA that physicians wil 

that the proposed “Highlights” 

prescribing a drug, it seems clear that 

than shorten, the-time health care prac ed to read the labeling. Thus, contrary to 

FDA’s conclusion thatethe new labeli 

will occnr. The only way that would 

“Highlights” section induces them to 

of the labeling. This of course woul 

patient care, and is contrary to FDA 

e savings, it is likely that the opposite 

ion in the full prescribing section 

uld be a great disservice to better 

PhRMA is skeptical ab 

from decreases in avoidable ad 

certain ADRs may be caused by incorr 

FDA’s well-intentioned goal of re 

surrounding medication errors are 

proposal. In addition to overstati 

FDA estimates that the present v 

points out that some studies show that 

le. PhRMA supports 

This estimate is based on an incorrect much longer package inserts would 
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become if the proposed requirements WE 

costs for retooling packaging lines. The 

will be incurred as the result of the agen 

of labeling supplements and waiver reqt 

Potential environmental ( 

could be significant. Additional paper, 1 

for products to accommodate the longer 

also have ramifications for pharmacies, 

complicating inventory control. 

Before imposing these ne 

clear that the benefits of the proposal wi 

work with the industry to develop prop0 

concerns raised by the proposal. 
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