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The Need for Column Format and an Efficient Exemption Process
For Implementation of FDA’s Final Rule on OTC Label Format and Content
99 JL-7 P153
OTC Feedback Meeting
Tuesday, June 29, 1999

Over-The-Counter Human Drugs, Labeling Requirements
21 CFR Parts 201, 330, 331, 341, 346,355,358,369, and 701
[Docket Nos. 98N-0337, 96N-0420, 95N-0259, and 90P-0201}

Introduction: CHPA represents the over-the-counter drug industry, and its members account
for about 90-95% of the volume of OTC products sold in the United States. CHPA members are
therefore vitally concerned with the efficient and timely implementation of the Final Rule on
OTC label format and content. This Final Rule impacts every package of every OTC product on
the market and consequently is the most comprehensive and complex OTC Final Rule, affecting
more products and more SKU’s at one time than any other.

Needed Outcome of the Feedback Meeting: It is vital that FDA provide industry with positive
specific feedback on the use of columns in order to implement the Final Rule on Label Format
and Content. It is also vital that FDA have a timely and efficient process to handle possible
letters for exemption pertaining to the Final Rule. Further, because of the importance of the use
of columns for industry to estimate the impact of the Final Rule and thus to determine how to
implement the Final Rule, as well as FDA’s unwillingness to date to allow use of column format
as needed to implement the Final Rule, industry will raise the subject of an extension of the
implementation date to account for this time lag. Finally, additional meetings will be needed in
order to provide FDA with updates on industry’s progress and to obtain clarifications on this
very complex Final Rule.

Overview: On April 23, 1999, CHPA met with FDA at a industry briefing on the subject of
implementation of the Final Rule. CHPA pointed out the tremendous resource burdens on
companies to implement the rule, involving — for each label — creative input and/or detailed
review by Regulatory Departments, Legal Departments, Art Departments. Package Engineering,
Manufacturing Plant, Store Brand Retailer and Vendors. Because all shelf keeping units (SKUs)
of each marketed OTC package are potentially affected by the Final Rule, there are the added
concerns re: capacity of the industry to meet the implementation dates, product returns,
international registration, and needed web site changes.

Depending on the needed clarifications from FDA on the use of columns and other matters, a
very significant resource burden could be expected to extend to FDA if companies decide to
submit letters for exemption on specific labels. Using FDA’s own estimates found in the Final
Rule, CHPA pointed out at the April 23" Briefing that the Final Rule is not a fit for 8,100 SKU’s
(8.1% of the 100,000 total SKU’s, based on the ERG estimate). which would therefore need
reconfiguring. CHPA has stated on a number of occasions, including at the April 23™ briefing,



Taking FDA’s figures and using the 8.1% estimate, if FDA were to receive 8,100 letters for
exemption, it would take two FTE’s, at only 30 min/letter, 289 work days - i.e., 57 weeks, to
process these requests. Even if not “routinely granted,” the exemptions would need to be
reviewed expeditiously and acted on if the exemption process is to be meaningful.

The reasons that the agency has not yet seen many requests for exemption are that the industry is
still uncertain as to whether or not columns may be used and uncertain on how the exemption
process will work. The answer to these questions will determine, in large part, the number of
exemption requests that will have to be filed.

A major impediment to industry’s ability to estimate the extent to which the Final Rule is not a
fit for the marketplace is not knowing whether or not the Final Rule encompasses the use of
column format. At the time of the April 23" briefing, CHPA requested a follow-up meeting in
order to fully demonstrate this complex Final Rule and to report on the percentage of packages
for which exemptions will be requested. To have done this at the next meeting (i.e., the June 29"
Feedback Meeting), CHPA members would have needed an agreement from FDA that columns
could be used to implement the Final Rule. However, in a recent feedback letter FDA indicated
that more information was needed before such a determination might be made. This information
will be discussed at the June 29" meeting, and hopefully the meeting will result in a
determination about the use of column format.

To date, three months have elapsed since the issuance of the Final Rule. Industry has worked
diligently to address the impact of the Final Rule and determine for which OTC labels the Final
Rule may or may not be a fit. However, action on a substantial portion of the estimated 30% of
SKUs for which the Final Rule is not a fit has been stopped because of industry’s need for FDA
to confirm that column format may be used. Nevertheless, this means that the Final Rule is a fit
for the large majority of OTC labels. 1t also means the Final Rule does not fit a substantial
number of OTC labels (upwards of 30%). Therefore, the delay in coming to a determination on
columns cuts into the implementation time for a substantial number of OTC labels. As a result, a
discussion is needed on how to fairly accommodate those packages affected by this delay in
terms of an extension of the implementation date.

Further, while an agreement on the use of columns and a fair extension period will be of great
importance and assistance, there is still the potential for a significant number of letters for
exemption. Even if the proportion of letters seeking exemptions is half the estimate of packages
which would have to be reconfigured, FDA would still need a more time- and resource-efficient
process than the 6 months (i.e, half the estimate, see above) that would be needed for two FTEs
allocating 30 minutes a letter. Hence, a full discussion of how the exemption process will be
handled, including the estimated response time, is needed.

Finally, because the outcome of the June 29" meeting is vital for the next step or steps that
industry will take in addressing how to implement the Final Rule, a frank and open discussion is
needed at the meeting. Further, it may be that additional meetings will be needed in order to
provide FDA with updates on industry’s progress and to obtain clarifications on this very
complex and - in some respects — difficult to comprehend Final Rule. FDA’s willingness to
have such meetings, as stated in its initial feedback to industry on column format, is appreciated.



Use of Columns: Column format is generally considered to be a positive contributor to
readability, as is the use of white space. As with all such factors that affect readability, they
work in concert, so that in the final analysis it is a reasonable balancing of the factors that also
takes into account the amount of available space. There are no data suggesting that white space
is more important than use of columns or vice versa. Further, there are no data to determine
whether “a lot” of white space is better than some white space to make text appearance more
“friendly.” It is generally accepted that lines much longer than about 39 characters decrease the
ease of readability in proportion to their increasing length. In any case, it is not a matter of
which is better — white space or columns; both are preferred, if achievable. Industry has found
that with the new outline format that columns can allow the efficient use of label space, while
still allowing greater white space than previously used routinely on OTC labels. In sum, the
ability to use columns would, on balance. likely have no negative impact on OTC label
readability, and more likely would enhance such readability.

It is important to recognize the use of columns from two standpoints: (1) the effective utilization
of label space, and (2) the desirability of columns to increase readability. :

Columns Are Necessary to Effectively Utilize Available Label Space. In previous feedback
meetings, FDA has indicated that the specifications for the “Drug Facts” box may preclude the
use of columns in the label format. The reasoning has been that the required bar lines are to
extend to each end of the box, and hairlines are to extend to within 2 spaces on either side of the
box.

In the way the Final Rule is written, one could interpret it to prohibit the use of columns for the
copy in the “Drug Facts” box because columns would divide the box into two or more sections,
and the horizontal lines could not therefore extend to each end of the box. However, CHPA
believes it could also be read as meaning that the intent of that requirement is to delineate the
width of the copy, so that the reader is not confused as to what is contained under a specific
heading or subheading.

CHPA understands the importance of white space on the label and agrees that some white space
is needed to break up the mass of copy in order to increase the ease of readability. However,
white space is not necessarily a situation where “more is better.”” Too much white space may
create confusion in finding the important information, as well as taking up valuable label space.
While a column format may not have as much white space as one without columns, it.can
contain enough to sufficiently break the copy into manageable “‘chunks.”

CHPA believes that white space should be used judiciously, as it can be with columns, and that it
is best to use space effectively and efficiently for two reasons:

1. Efficient use of available space will minimize the amount of copy that extends onto
additional panels. Although it will be necessary to use more than one panel for the
required copy on many packages, this can be helped through the use of columns, which
make for more efficient use of the available space.
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As alluded to above, the use of columns can make the difference between whether the
provisions of the rule will fit, or not fit, on a given package. In practical terms, this will
affect the number of exemption requests that will have to be submitted to the agency for
evaluation. While we do not have a definitive quantitation of that effect, we believe that
allowing the use of columns could diminish the number of requests for exemption by
several thousand.

Among the examples submitted to FDA prior to the Feedback Meeting are labels that do not use
columns and some that do. Some of the labels that do not use columns cannot contain the
required copy within the confines of the available space, while the copy can be made to fit on the
corresponding labels that do use columns. Simply put, in many cases columns make the rule
work, where otherwise the copy would not fit the available label space.

CHPA asks that FDA give positive approval to the use of columns in meeting the Final Rule, in
order to use label space more efficiently.

Columns are Desirable to Improve Readability. The principles of readability have been
studied extensively, and some of them are clear to any reasonable observer. CHPA’s Expert Task
Force on Label Readability, which convened in 1990, studied the world literature on readability.
This study resulted in the Readability Guidelines, published in 1991. These guidelines are the
most comprehensive guide to label readability principles in existence today. Many responsible
groups, including the Food and Drug Administration, have recognized them. They are
referenced in the preamble to the Final Rule on OTC labeling.

Readability principles are not confined to labels. They need to be used in all types of printed or
written communications, whether it be labels, newspapers, magazines, advertising, or any other
kind of written or printed communications. One of these generally recognized principles is that
long lines of print become difficult to read, and that breaking long lines up into columns can
have a dramatic impact on readability. Why is this so?

The human eye can take in a certain amount of area at a glance. In reading, the eyes do not
move smoothly along the line, but in discrete intervals. For short lines. the eve may not have to
move at all, as it can see and interpret the whole line at once. For longer lines. the eves may
have to move several times to take in the whole line. They then move back to begin the next
line. If the eyes have had to move very far to get to the end of a line. they must move back so far
for the next line that it can be difficult to orient them to know which line is next. Probably every
one of us has had the experience of being unable to easily follow text where the lines are too
long.

As stated, readability principles such as this are not confined to labels. It is a universal concept
that reading materials that are designed for easy readability, or easy comprehension, use columns
if line lengths would otherwise be too long. It is generally accepted that lines much longer than
about 39 characters decrease in readability in proportion to their increasing length. Popular
reading materials, in order to be easy to read and maintain the interest of their readers, routinely
use columns. Newspapers are perhaps the medium that must be easiest to quickly read and
understand. They use columns to help in this process. The Washingion Post, for example, uses



reading materials, in order to be easy to read and maintain the interest of their readers. routinely
use columns. Newspapers are perhaps the medium that must be easiest to quickly read and
understand. They use columns to help in this process. The Washington Post, for example, uses
columns varying in length from about 30 characters to about 50 characters. The Wall Sireet
Journal, directed to a more limited, upscale audience, still keeps its columns to about 42
characters in length. Advertising Age, a paper designed for a quick read by busy executives, uses
a column length of about 35 characters. Even the Federal Register, where this Final Rule was
published, and not known for easy readability, uses columns with a length of about 40 characters.
Just imagine how hard it would be to read the Federal Register if it did not have columns?

If columns are prohibited, line lengths on some OTC labels may have to be 150 characters or
more. This does not contribute to easy readability. On the contrary, it is counterproductive to
easy readability. Columns, by shortening the line length, can greatly improve readability,
whether in the newspaper, or the Federal Register or the labels of over-the-counter drug
products. These examples are not exaggerations. They are not far-out examples that may occur
on a small minority of packages. They are, in fact, typical of the label sizes and shapes on a
great many SKUs of OTC products.

Returning to the purpose of the Final Rule, it is “to assist consumers in reading and
understanding OTC drug product labeling, so that consumers may use these products safely and
effectively.” That should be the overriding principle, and it is one with which CHPA
wholeheartedly agrees. If the rule, in some detail, hinders the use of principles that make better
use of precious space, and in many cases improve readability, then the rule should be changed.

If the technical specifications of the “Drug Facts” box take precedence over readability and
practicality, then those specifications need to be changed. The rule is to aid in communication of
important information to consumers about medicines labeled for them to use without the
intervention of a health professional. If effective communication is subjugated to specifications
of the box, then the whole rule 1s suspect.

Action Needed Re Columns: The use of columns on OTC labels should be encouraged, not
discouraged; their use should be approved without individual review by the agency. There is no
debate on the usefulness of columns. They improve space utilization, and may significantly
improve readability. Since columns do not decrease readability, companies should have the
flexibility to use them, or not, based on their own judgement.

FDA can resolve this issue in either of two ways. It can interpret the rule, in a guidance
document, to allow the use of columns. Or, alternatively, the agency may, on its own initiative,
issue a technical amendment to the rule to modify the specifications of the “Drug Facts” box to
make it possible to use columns. Either way, it should be done immediately, so companies can
design their labels for maximum space utilization as well as maximum readability.

There is no need for FDA to burden itself with having to judge the readability of individual
labels that use columns. The agency should recognize the fact that columns are a valid, readable,
and needed way to present clear information to the consumers of OTC drug products.

WS/WB/S&T/jg/LABELING/FinalCOL{daJune29
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Drug Facts (continued)

Directions « atutts and chidren 17 years or over: one tablet every 12 hours; ot more than 2 tabiets 1n 24 hours
« chidren ynder 12 years: ask a doctor
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Drug Facts
Active ingredients (in each tablel) Purpose
Dexbrompheniraming maleate BMQ ...............ooiriii e Antihistamine
Pseudoephedring sultate 120mg ......................... F . Nasal decongestant

Uses
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ot knw if your prescnption drug contains an MAD!, ask a doctor or pharmacst before tking this product.

Ask 2 doctor before use if you have

« heart disease * high blood pressure « thyroid disease » diabetes « glaucoma

+ abreathing problem such as #mphysema or Chronic bronchitss « troybie urinating due 10 an enlarged prostate pland
Ask a doctor or pharmacisi belore use il you are taking or sedatves

Whas psing this product
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« 3v0d aicoholic drinks « aicohol, sedatives and tranguilizers may increase drowsiness
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1 pregeant or breast-teeding, ask 3 health professional before use.
out of reach of chikiren. In case ol overdose. get medical heip o contact a Porson Control Center right away. w7
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Drug Facts (continued)

Directions « aduits and children 12 years or over: one tablet every 12 hours; not more than 2 tablets m 24 hours
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Drug Facts

Active ingredients (in each tablet)  Purpose
D maleate 6mg Antihesiaming
Pseudoephedrne sulfate 120mg ......... Nasal decongestant

Ash 2 doctor betore use if you have
«heart disease » high blood pressure » thyroid disease
«diabetes » glaucoma ¢ 2 breathung probiem such as

Uses .
» temporarily relieves these symptoms associated with
aliergic rhinibs (such as hay fever):
* rUmny noSE ¢ richy watery eyes » itching of nose or throat
* sneezing
~emporanly rekeves nsal congestion tue 1 the common coid
or snusts and Ky fever or other upper resiatiry allergy:
«shrinks swolien membranes
« temporarily restores freer breathing through the nose
+helps 10 decongest Sinus CPENINgs and Smus Passages
« reguces swelling of nasal passages

Wamings
Do wot use 1t you are now taking 3 prescription monoamine
axidase whibitor (MAOI) (certain drugs for dep ,

of chronic bronchitis » touble unnating due
10 an enlarged prostate giand

Ask 3 doclor or pharmacist belors use i you are taking

franquilizers or sedatves

Whes using this product

»do nof use more thaa directed » Jrowsingss may occur

« excitabifity may occw, especially m children ¢ avoid
acoholic drinks « alcohol, sedatves and tranquiizers
may merease drowsiness o be carelul when drvng 3
motor vehicle or operating machinery

Stop use and ask 3 doctor it

* you Qet nervous, dizzy, Or skeepless

« Symptoms do not get better in 7 days of occur with fever

psychatnic or motional condidons or Parkinson's disease)
or for 2 weeks after Stping the MAQ! drug. If you do not
know if your prescription drug contains an MAOI, ask a
doctor or pharmacist before taking this product.

M pregrant or breasi-leeding, ask a health prolessipnal
before use

Arep out of reach of children. In case of overdose, get
medcal help 0F contact a Porson Control Center rl;;l':tmyv
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TAMPER-EVIDENT PACKAGING FEATURES fach capsule is encased i foul, -
ON do not use it foil s broken Each Comtar capsule s protected by a red . -4
‘ : ‘ : Perma-Seal™ band which bongs the two capsule hatves together, do not use &,
W capsule or band s broken. This carton 15 protected by o clear averwrap -
IZHOUR COLD CAPSULES 5 neqwin “satety-sealed”, do notuse if overwrap is mus:mg o7 broken. -7 1 0 CAPSULES
Drug Facts
Active ingredients (in sach tquub} Purpose
urmwmminl rnaluhlmg JR—— T L T
Phenyipropas hy de 24mg pestarnt
Uses y rek these sy due 10 a cold, hay fever of other uppsr respiniory alisrgies and associsted with sinusitis
a :nnzjng @ itchywatery eyes 8 itchy nosefhrmat B nasal’sinus congestion and pressure & runny nose
Warnings
Do not use
it you are now taking a prescription P idh {MAQI) (certain drugs for o i hiatric, or jonal condiions,

or Parkinson's disesss), or for 2 wesks after stnping the MAO! drug. It you do not know if your puscnpﬁon drug contains an MAO!,
consuit a doctor of phamiacist bofou hlung m pmwct
W it you are taking another medi g phenyiprop.
Ask a doctor before use if you have
R heart dsease B high biood pressure @ thyroid dissase B diabetes 8 glaucoma

8 & breathing probiem such as emphysema or chronic bronchitis
B difficuty urinating due to an enlarged p gland

Ask a doctor or pharmacist befors use If you sre taking sedatives or rang
When using this product

# do not use more than direcied

# drowsiness may acour 8 excitablity may occur, espedially children W avoid alcohalic drinks
@ alcohoi, sedatives, and tranquilizers may incraase drowsiness

8 be caretul when driving & motor vehicie or operating machinery

Stop use and sek a doctor H

8 you get nervous, dizzy, or siespisss

@ symptomns do not improve within 7 days or are accompanied gnbm

i pregnant or breast-{eading, sk a health professional before use. Kesp out of reach of children.
In case of overdose, get medical heip or contact a Poison Control Centar right away.

Directions

B Aduits and children 12 years of age and older ons capsuls every 12 hours, not to excesd 2 capsules
in 24 hours, or as directed by a doctor.

H Children under 12 years of age ask a doctor.

Other information store in a dry piace st controlied room temperature, 15°-30°C [56°-96°F). nsumer Healthcare L.P

Inactive ingredients wuminum hydrats, ammonium hydroxide, black iron oxide, cammine, deionized [RUCETLS
water, mywﬂhlose fractionated cocomy oil, gelatin, nydvu:yprmyl methyicsiiuicse, lecithin, oleic add, n

ghycol, polysorbats 80, potyvinyl alcohal, red iron oxide, sheliac, soya lecithin, starch, sucrose,
aynhnc yellow iron (mdl taic, titanium dumudl xanthan gum.

Drug Facts Helvetica Bold Oblique. 10pt type
Headings  Helvetica Boid Oblique. Bpt type
Subheadings Helvetica Bold, 6pt type
Body Copy Helvetica Regular, 6pt type
100% Horizontal Scale « 6.50t Leading * Standard Format
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TAMPER-EVIDENT PACKAGING FEATURES' Each capsule 15 encased i foil,
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Drug Facts

Active ingredients (in asch capsvie) Purpose  Swop use end ask a doctor f

Chiompheniramine maleats 4mg... weres. Anthistamine lvou get nervous, dizzy, or sisapless
thylarwmdmmhydmd\loddn 'Mmg Naza g do nat imp within 7 days or are accompanied by a
Usep ity rekeves these zymptoma dus 10 & coid, hay fever

of other upper reapiratory akergies and associzied whh sinusitia ¥ pregnant or breast , 434 & health professional before

¥ sneezing B fichy/watery eyes B fichy nosethront uulvm out of reach of c_nlldnn. in case of overdose, get

8 runny nose @ nasalisinua congestion and pressure medical haip or contact a Poisan Control Canter right away.
Warnings Directions

Do not uss # Adults and chikiren 12 years of age and oider one capaule

8 if you are now taking a prescription monoamine oxidase
inhibitor (MAOI) (certain drugs for depression, psychistdc, or
emotional conditions, or Parkinson's disease), or for 2 wesks
atter stopping the MAOI drug. If you do not know i your
prascription drug contains an MAO!, consutt a dottor or
phamacist before taking this product.

B you are taking another med:

Ask a doctor befors use If you have

& heart diseass ® high blood pressure

@ diabstes @ glaucoma

na ing problem such as smphy or chronic bronchitis

W difficulty urinating due 1o an enlamged prostate giand

Ask a doctor or pharmaciet before use H you are taking sedatives

@ thyroid disease

svery 12 hours, not to exceed 2 capmies in 24 hours, or as
directed by a doctor.
B Chiidren under 12 of age ask a doctor.

Other information store in a dry piace at controlied room
wmperature, 15°-30°C {59°-86°F).

Inactive ingredients
aluminum hydrate, ammonium
hydroxide, biack iron oxide,
camine, deionized water,
sthyiceiluiose, fractonated
coconut oil, gelatin, hydroxypropyl
methyiceliuloss, lecithin, oleic
adid, polyetyiane glycol,

ortranguiizers 80, polyviry! sicohol, | e o
When using this product red iron oxde, sheliac, soya e —— ()
8 do not use more than direcied B drowsiness may occur  lecithin, starch, sucrose, synthetic |  STEEEEERUTCENNEE
B excitabiltly may occur, sapscially children B avoid alcoholic dinks  yeliow iron oxide, talc, titanham e ————— =
B sicohol, sedatives, and tranquilizers may increass drowsinass dioxide, xanthan gum. et ——]

8 be careful when driving & motor vahide of operating machinery _"_o

Retain outer carton for complete

Distributed by:
SmithKline Beecham Consumer Healthcare L P

6C543US1

Pittsburgh. PA 15230, Made in the UK.
— s

©1999 SmithKline Beecham
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Drug Facts

Aclive ingredients Purpose
POGSSIUM MTAIE 5%.....cooovervveoovrssseesecssmmassssecsss cosssssssressesssssssssssesessessesassseses st s s b - osssssteesssessseesssseoson st essemeessenserse et sreeerseseas +oeeerons Antihypersensitivity
Sadium fiyonoe 0.15% ww fluonde 1on e e e . Anticavity

Uses + bunds increasing pratection against painful sensitivity of the taeth 10 coid. neat. acids. sweets. or contact
* uds in the prevention of dental cavies

Warmnings

When usiny ihis product do not use fonger than 4 weeks uniess recommendea v 2 Jentist or doctor

Stop use and ask 3 dentist il the proniem persists Or worsens

Sensitive teeth may indicate 2 SEriouS Droblem that may need promot care by 3 genus: v

Drug Facts (continued)

Keep out of reach of children. it more than used for brushing 15 accidentailv swariowed. get medical heio or contact a Poison Contral Canter ngnt away

Directions

* a0uits ang children 12 years ang over: appiv at least 3 1-inch strip of the oraguct anto a soft brstie (ootnbrush. Brush teeth for at least ane minute. Jrererantv
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e Introduction
— Needed Outcomes Today
— Qverview: Areas of Concern

» Specific Comments on Column Format

e Discussion
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Needed Outcomes Today

1 Frank and open dialogue
7 Positive feedback on the use of columns

3 Assurance that there is a timely and efficient
process to handle possible letters for exemption

4 Discussion an extension of the implementation
date to account for our understanding of, and our
dialogue on, this complex rule

5 Agreement on additional meetings

June 29, 1999 OTC Feedback Meeting



Overview: Areas of Concern

« This is the most comprehensive and complex OTC final rule,
affecting more products, and more SKU’s at one time, than
any other.

— Tremendous resource burdens: Regulatory Departments, Legal

Departments, Art Departments, Package Engineering, Manufacturing
Plant, Store Brand Retailer and Vendors ... and potentially FDA.

— Significant capacity issues

— Product returns
— International registration (CPP)
— Web site changes

Current status: industry is test driving the Final Rule as to
how it actually fits the marketplace.

June 29, 1999 OTC Feedback Meeting 4



Where and How to Fit
All the Required Information

« Available Printable Space:
— UPC symbol

— Other Required Information:

« Name/Place of Manufacturer; Lot Number; Expiration Date; TRP
Statement(s); Non-USP Disclaimer; State labeling requirements

— Physical packaging constraints
« E.g., seams, shrink wraps, no varnish areas
— Content issues: manipulation of other Final Rule wording

— Convenience sizes and small packages

e Columns & the Exemption Process

June 29, 1999 OTC Feedback Meeting



Where and How to Fit All the Required Information
Other Required Information

«  Per CFR

Name and place of business of the
manufacturer, packer or distributor (21
CFR 201.1)

Expiration date (21 CFR 211.37)
Lot number (21 CFR 201.18)
TRP statement (21 CFR 211.132)

“Made in ...” for imported products (19
CFR 134.11)

«  Other Agency/Council Required

Information

June 29, 1999

UPC Symbol & Code
Non-USP disclaimer

Required FIFRA labeling (EPA
registration, establishment number,
other labeling)

Recycle seal (state mandated)

e  QOther Legal Requirements )

Patent number
Copyright

Trademark disclosure for unique constituents
(e.g., aspartame/ NutraSweet®)

Court-mandated store brand comparison
statements & disclaimers (with line for
registered trade-mark of other company’s
product)

Voluntary warnings and statements

«  Other Important Consumer Information )

OTC Feedback Meeting

Medical and Professional Society
Endorsements

Customer guarantees

6



Where and How to Fit All the Required Information
The Exemption Process is Important!

100,000 OTC SKU’s (FDA’s estimate)
~ 92% of SKU’s will fit (FDA/ERG’s estimate)
8.1% (8,100 SKU’s) will not fit, need reconfiguring (FDA’s estimate)

— Our preliminary Final Rule estimates indicate 8.1% is very low.

If FDA were to receive 8,100 letters for exemption,
...it would take two FTE’s
...at only 30 min/letter*
...289 work days (i.e., 57 weeks) to process these requests

* Even if not “routinely granted,” the exemptions would need to be reviewed
expeditiously and acted on if the exemption process is to meaningful.

June 29, 1999 OTC Feedback Meeting 7



Re: Exemptions

* Reasons not many requests for exemption to date:

— Industry’s uncertainty re: use of columns;

— Industry’s uncertainty re: the exemption process

The answer to these questions will determine,
in large part, the number of exemption requests
that will have to be filed.

June 29, 1999 OTC Feedback Meeting



Note also:

e The Final Rule

— Is a fit for a large majority of OTC labels;
— Will likely not fit a large number of OTC labels (~30% of SKUs);

« The delay in coming to a determination on columns cuts

into the implementation time for a large number of OTC
labels.

As a result, a discussion is needed on how to fairly
accommodate those packages affected by this delay in
terms of an extension of the implementation date.

June 29, 1999 OTC Feedback Meeting
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e Introduction
— Needed Outcomes Today
— Overview: Areas of Concern

®» Specific Comments on Column Format

e Discussion
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Introduction on Columns

e All factors that affect readability work in concert.

— Both columns and white space enhance readability.

— No data to suggest that white space is more important than use of
columns or v.v.

 No data to suggest “a lot” white space is better than some
white space to make text appearance more “friendly.”

 Generally accepted that lines much longer than 39 characters
decrease readability in proportion to their increasing length.

 In any case, it is not a matter of which is better — white
space or columns; both are preferred, if achievable.

June 29, 1999 OTC Feedback Meeting



Introduction on Columns

e We know: Columns can be used with the new format: )

— To efficiently use label space

— While still allowing greater white space than previously
used routinely on OTC labels.

» On balance: the ability to use columns would likely:

— Have no negative impact on OTC label readability; )
— Enhance label readability.

June 29, 1999 OTC Feedback Meeting 12



William W. Bradley
Vice President ~ Technical Aftairs

e Columns

— The effective utilization of label space.

— The use of columns to increase readability.

June 29, 1999 OTC Feedback Meeting 13



Discussion Points

1 Feedback today on the use of columns.

2 Explanation of the operational status of the
exemption process.

3 Discussion an extension of the implementation
date to account for the time spent in industry’s
understanding of, and the FDA/industry dialogue
on, this complex rule.

4 Agreement on additional meetings.

June 29, 1999 OTC Feedback Meeting 14
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