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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

6883 ‘w JUL-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 soId 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 : Itis 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 efllcient 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, CHTA 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 andfor 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 potential y 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 23rd Briefing that the Final Rule is not a fit for 8,100 SKU’s
(8. 170 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’d briefing,
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Taking FDA’s figures and using the 8. 10/0estimate, if FDA were to receive 8,100 letters for
exemption, it would take two FTE’s, at only 30 rein/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 23rd briefing, CHPA requested a follow-up meeting in
order to fully demonstrate this complex Final Rule d 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(h
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 29U’meeting, and hopefilly 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?40of
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. It also means the Final Rule does ~ fit a substantial
number of OTC labels (upwards of 300/0). Therefore, the delay in coming to a determination on
columns cuts into the implementation time for a substantial number of OTC label s.- 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 Wf 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 29’1’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 “oneither 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 confbsed 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 confision 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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7-. 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 extensive y, 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 difllcult 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 eves do not
move smoothly along the line, but in discrete intervals. For short lines. the eye 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 mole bath 10 begin the next

line. If the eyes have had to move very far to get to the end of a line. the} must nme 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 Washingwn Po.Yz,for example, uses
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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 Wal/.’het
Journa/, directed to a more limited, upscale audience, still keeps its columns to about 42
characters in length, Adver?isin.g 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 Regiszer 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 Federa/ 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 is 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 usefidness 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.

W’S/W’B:S&T/jqbU3ELING’FindCOLfdflun~29



Actual Size (1000/’)
Modified format using

color contrast

-4-

0
0
u
m
D
n
m
>

z
0
z
x

—
I

r

Glue Strip ~
Unprintable Area

dCld

“,”” , . . . . . . . . . . . . . . . .

~/SdjcWIS .uIuR and Sh!ldfen 12 km m’ w ont bOkfW 12 h30K. flol nmre !M7 2 W m 24 W
. Uularen uroe! 12 years ask a LW!O~

Dfherinfomesiion
.Sloreterwem2.25 C136.77’n .voseclhm’ asc?iwe nwssun )

o ‘Yas9awwolslaouanv?oma,www
Osswmaslodimamoo:onmalam

‘1 I i O10?!7’ iii I *1=~

S131WlNoumala+tvlsmz
x!xwrlvmrIo3

DW Fads
Maw ingtedienb (h mh tablet) Puspose
OesbromD~emnminemaied!e6mg huhmmme

Psmdoephe,dune Male 120mg “” Nasal decongestant

lAsds
. tempxsrity rtltws Uww syn!mms assosisti @ alkmlc fhmltis [such as W !Wer)

*my nose. Itchy watery w.dchm901 nose m mmdl. sneeang

.mnkr@-W-Wmm~Wm 9msatiwtwmomr Wrr_tiflW
. slmnks swollen membranes. lamrm Ity rKlo!ss Ireef breamtng Lhrough me nose
. helps 10d+conges! smm otenmzs and sinus msm * feduses SWdlln9 01IWl WWes

Waminqs
Damlw d you are now sskmg a prescr!unon rmncamme ow!me mhlb(lor (MAOII lceddm drugs IM depressmn
Ds@mnc of emonondl modMns of Psrkmwn’s mseasel or for 2 weeks atm slocon~ me MAOI drug II flu do
not kiIOwII your pwscnpbon dfuq mnbms m MAOI, ask a docsof or phsrmacm before Sakmgmo prcduct

Aakadoskwbelofe uaetivmaaea
. hp,efldisease. hqh blind presmfe o tlryrod W&o dwles o 91WCOM2
.a tfWmm9 probkim sum as !mp@safro or ChlCtUSt)rOmlIlhS. trouble wmatmg due 10an enlarged c@ale gland

Ask a dost~ or pkmnlcitl belwe use d w Ire bkmg Uanuullkers or setitwes

Wkea nallg W @uct
. do ml ma mm bin dtatted - dmmnt$s w oar. excoabllny may stcur, 6WCL41Y m Sluldfen
. SW alcolmbc 5! Inks, alcohol, sedalrm anfl bamaulluefs may Imc!easemow?.mess

. .. . . . .- . . . . . . ..4.. :,*IW w ma ast a own II

. you gel newous, dmy, or sleef less. sy’nrdoms do not get bener m 7 days or WI wrth Iaver

1 pmgnanl or brcWIKdmg, aSka hdm Pfo16s10Ml belore use

W 01reask 01ckilOraI. In case01cfi?rdow gel OWO,CJIhelp B comscl a PomIn Control Cenlef tght away w

--)

-+ +

‘1



,.

Actual Size (1OO”A)
Modified format using

columns and color contrast

,5’-5

OrWfacts (contmed)
Difaslhms.. msard chltim 12 ws orovw me W4eIWaY 12Iaxs13m m m 2waessm24hws
. chddreo um’lr 12 yaws ask a dct!m

Olherinlomaation
.ssweberween2“- 25” C 136V7G II . prowcl horn messru rrosture F

I I /
1 —.— .. ---- .-. —..- ---- ..... I I

() -Wawlmxmirw? wwowwwnsa

+

oalNnaalwnwlllt#ewwlmuam

~1, ‘o I I i 1 ‘i?’! i i ,E%?iQEE > +

WrlWllW3v-a3ravlms z

(’l 0N9Facb
AcM ingfadienfs(ineachtabkf) -e MI dcdmba!oramuHVOUhrea
-otmmmc+ makale6m.. MQlasm oheart dsease. Mgh blind wessure. thyrmd disease 1’

I , yfastmemnafe12m - . . ..tizarkomxsm. datetes. gtaucoma . a breathing wobltm such as
enphysema u chrome bronthms, bwble unramg due I

I
— .*-= .semvxaraykm mtse mvoms assmutad WIm man ‘Ww ‘mmte ‘bnd

1-
=.-

a~pr rhcrnht [w* x km l?wm\ Aakstim LlkannlaiSt bWeuaaieOu#a Wim -D-

-1.

,—,
Sk$m..

I

-s: Waminga .pu gelmvms,C@’0,~~~~~ 1-
~. = 00001useIIY3uarenowckmammnm ml~ .~Otm~~ ~1~~Ml
~ m!m !mhlbctor(MAO{) lcerim drug for dewsslon,

r,wr+ww m mmhrm rfmdIhm N f’arimd!is d!s.me) H 0f8011Jt0! bla~lt,kt

I I know II vw mscnobm mm mmam an L1401 a* a I

.,.-.”...-

m m 7 Ws M smsr vim Iwef
-&

l—

I I &’ti7&-ks-aiKsiWii_ii iibl h~, II w do MI e8i0i,5t
?d@. ask a huiih protesslcw. . . ..— .,

I I fbcluti~timtWfmetiWmsWJJti

1A?! WI ot reach 01 ckildfam. tn au 01 werdcse, gel
rreWWMOmWtaRuamCcmudCamefrgMwfW

0S%2tS9!S51rawWbYWmmQ+W0htlmMC4R~ LmWSNWSIUSA UIKJISrcsmcd WmUSA _

I

I

\ I



.--Y

,/

\

,-

-..

———————

\.\

Drug Facts
Active ingmdknte ~ti ~) PuqVoee
chlO@!UlllmlkUI’nda* 4mg................................
PhqlpfqmdUr#10

..............................................................................................mti~
w*10n62h9 . .. . . .. . . . . . .. . . . . .. . . . . .. . . . . . . . .. .. . . .. . . . . . . . . . .. . . . . . . . . . . .. . . . . .. . . . . . . . . . . .. . . . . . . . . . . . . . . .. . . ...t4nd&c.zJ’lgDSWlt

U81?8 bmpw’aily mlW@s th8m ~mu Wwb&alIIddlmy tow or cdmr Wr ~~~y ~~a mnd ancdati wtlh dnJdMa
■ SM*Q nlmy hvabry @yss n ttdry ■nWvSiNSWngEs v ● n.nny msa

W8mina8
Lklnotu&
● H YU.I uc mw tddng a Pmsc@n fmnmn!h cddn kntiblbx {MAOI) Icwhin drugs fordepmsdon, ~habic, or mob-d cmdiom,

or Pa IWWII’s dmmsn), w iof 2 W ●tbr -ping ~. hWY dug. Hyw do not bmw II your psciipton dtug mnbhs m MAOI,
mfmm a d- of F4umItisl Ware hktrq his pmtict

● ii you am !Wmg wmttmr madicaticm rnntaki+ng plwnytpmpmolamlrm

Mkadcctorbtomu milwhw,

■ difk dty unmtig due to m mdwged pmdab @IW

&kodoctora @wndstkolomwHyw m mbng sadtisa of !m@Imum

Wbm ushg HI pmdwt I
● be cuetd when dtivh’g a n&r v~ids Of qmting rndine~

S&Pumemd_kadoctw H
● YW 9eIt IMIVDIE, dzzy. of gaaE4NJ I

In 24 ham or as dlm~d 6y ● datofy

+51
., , Other inbnnation stem In a w place ●t CMLTOIM mom ~pe!mm, 15“.31YC 15W.66*F)

KS4311T>1

----

,1s81

---

h
Drug Facts Helvetica &id ObIiq.e. ]opt w



Druq Facts
Act/m? Inpdknta ~M& ~) Purpqe
Cam@MmMrn M91wb4mJ...............................AnUMmm9
Phmytplqmdur!im I?ydrahkxb Xlng...,.....Namtimqm
f/#$teMPOfWHY19H4VWlb- SWI@.XMdw b B cdd Imylwor
or omm I@PSf mqimtnry @Jler$w d Utid MI dndM
B smezing ● itdrjhmy ems ● ItdTj IlOWmlwt
n Mmf mse ● nasalmnus mngcstim and pfeUJW

Wanrings
Do net uw

ail you mm w taking a prescr@9m mmcmmkw oxi&w
rntibiiar [M401) @t9in dnigs for depras9im( psyrhidc, or
mmnond mndl$ms, of Pmldmm’s tksmse), or fm 2 w9dm
clmrst@ng W MAOI *. I!YJU & mt bmowifyouf
Dm!cfbtion dna conhh an MAW mxmlt ●dca!r or
PtwI&i5tbefohtddtlg ha pMdUCt

_ H you am tabmg mother madmnm rnntdnin~ Phmylpmpanolunlne

Askadockor Mowu-ifwuh#w ,.– —
● tlu!l d$eM@ ● Il@I blood pMSW8 ● Uyrdd ti=
● di@et= o Olmlcmm
● a bmdhmg pqtiem ‘Xh M m@ynnm or chfmm bmmMs
● MC ~ UnMIMQ due k! m ●dagad pms!mh d~

Mksdoctorar ph-ldbotamu mllyw-tdmgsaddwa

OthU intotmation atominadIYplace at cmtmued mom
bmpembxn, 15”.30% (5?.66”F)

imctive inamfbts 0...=.__._..._
dunii ITydmb, mln-oriwn
hydmxiti, blti Imn Male,
cambw, dimlzal wW,
@cdlulo$e, Imcbomwd
cocowt o!, gd.sttn, lrjdmaypfm~
meUr@hIILW, Is*m. dsu
cold, polyatrylme glyml,
pdy801blb m, pdy%inylIhtml,
md imn mdda, ~dlw, sw
leMIill Smrdl, XKmw, S@Wc
yaNw imn tide, W, tltdun
didde, IlmWWl (ml’11,

or t mrqtihzem

Whm Wklg ml pwdwk
Sdomtusnmmlhmdti ■ drwldmn !my OmJr
B oxdt8bility may ouw, apaddty &kldmn E ●wld alcoholic dtinlm
● slmlml, se~bws, md tmnq@lzers may kmm dtwdmas
9 h WEM whend~ ●mmWvdtlde w memtinn m@wmoY

Drug Facts Helvedca Bdd Obuq.,, mptVIM
Hwdhgs HeivetlcJ Bold Oblique, Spt type

6ubhedhgs Helvetlm Bold. 6pf I’YP!

Body COPY Helvetica Regular, 6pt type

lM% Horlmmhl 6cti ● 6d@ ~dhg ● Skwdwd Fwml



a-
__=— . F“%

IDrugEms
Active ingredients Pumose

Sodmm ftuonoe O 15% w& fluorldc ton . .,,,, “‘ Anr[cam,

Uses ● mum mcressmg pforesaon agamat pamfui SMSlfMw @ ma teem !0 cold m. astis. sweefs. or cmmct
● ads m the orewnnorr ot dental avmee

Mvnings
Whwr amnq lhis product OO not use longer than 4 week unleaa ratomnwnflrn >, a !Jem!sl or dcclor

Slog use ma aak a dUM]Sl il ma proolem parwsta or wwsans

Sensmve !eem may Inmate a serious ofottlem that may need promo! cafe m 3 oenu~ v

Drug Facts (continued)

K08Pout of math 01 CblldtWi. If more mm u5ed fOf QNSfOW 1s acc!deroalb swanoweo. gel mGOtIl hWD or comacl a POKOn Control CM[er rlant awa:

Directions
. souls afId CtUldrefl 12 years and over aCIDtVit IaaaI 4 !- Imh amp of me MCOLC 30!0 a soft bristle loomtmjsn Bmsn !eam tor a! taasi one mmure srererao~

affer em meal oral !-sea! Wse a dav Imommg ano Wemngj or u resommmoM M a Wflftsl or Ooclor Maine sure !0 IYusn all aenwtwe areas of ihe wem
● chlldrm unotr 12 years cortault a demss or d(iCtm

/nactive ingredients oscWIOWi+Io, FOiSC me aI. &x. gIWerm. tmmeo WIQ scm!um ISUW s~tate, smum SSCCnatiI. SWO!tOI uumum OtDW
maomum pnoaonate. water, sanman gum

TYPE LEGEND:

~it/e-9 point Helvetica Bold Italic Xtle

Headings -8 point Helvetica Bold Italic Headings

Subheadings -6 point Helvetica Bold Subheadings

Tex! -6 point Helvetica Regular Text

::;:;: ::;:;:; -6.5 point Leading
65 ooml Leaamg



..-,.- .-.

Drug Facts I
Warnings

I

Directions
whenaaiq his pfodue 00 not use Ionper man 4 weeks ● aduKs and children 12 years am ow aootv al as

Active ingredients Pumose
unaesrecamrmdad SY i aexsat of datw

a I-men atnD of the proauct onto a sofr Dnstie toothnmsn

BrualI teeth for at k.aal one mtnute LIrefermiy attcr !acr

~=i,,,;:%d~musp~~i~~t~I‘*mm-O’w&”’
Posamum mime 5%...............dnohypene&mwty Stopareaand aaks deaoal II me orooiam persxs or worsens meal .x a! Wet nwsa a day (mommg ana ewmnq or u

SWum Iluorlde O 15% WN Iiuonde Ion. ...lawswrj iuommanaed by a oennst or dmor Mahe sure !0 orbsr

● snddren unoef 12 veins consult a aermst or doctor----

I● Lwlds msasmg DrMasnOn WIN MI~l *nSfi~W K,w out 01 SCQa 01 @u~. II more man WY for oiuamng

of the teeth 10 cold heal. aads. sweets. or cow

~

/nacfive ingredients DgC ~wm MO ~6ebl.e .I
IS asctoemdky awadlawaa qer medtal help or contast a Poison ~W, wn” hmm~~ SIIta M,um IWN ~fa,t ~,um

● We m the Drevanoon of dental s.avmea Conrtw Cemer ngtn a~ aascnamn. aormtol. ntamum dlox80e tnsoawm pnasonate
I I wswr mm gum

TYPE LEGEND:

Tit/e -14 point Helvetica Bold italic ~tle

Headings -8 point Helvetica Bold Italic Headings

SuBheaGing$ -6 point Helvetica Bold Subheadings

Text -6 point Helvetica Regular Text

~tIOImL~am-7 point LeadingT00IM L?ao!no
7 point Le201n9

..— .



.—.

0

Ikkt.8.
nm&wE3E

----

----

(NO,JAa3141aot4)ld9:1X31ACI09
ld9:t13ClV3H9fE

ldS’9~$lNlaV31ldL:t13ClV3H
5NlNt13M3!M33AVOZ-ldsz8:SL9V4wwa

31V3SlVlNOZlt40HO%aZL

:321SlNIOd3SMd3AV

\

-----J

[

x
x
x
x
x
x
x



n-amus3,nw18wnA,A#n”,*,●*”..”“..-”.“s●-w.*-,-.,”-“,,.,.--.”......“-,--

..

,,

.—-.

(No@--~3141aordld9:lX31Aa09

o00-0000-000001~~-
1
I

-. .
‘w -....

‘-——————

,=g=

—

,–= 9amuLf!m-
whmumtlmDfdMBarnatiedm

Ld9:u3av3w3ns
ld9:!3N10V37ldL:t130V3H

5NlNtJ3M3Wft43AVOZ-ldS2’9:S13V4!Xkm
37VCIS7vlNozltjoH“/ozf

:321SlNiOd3%+13AV

3f10ilS00109%?0108‘EIVIn!33HVCM3A13H:lNCM

L——————



.=—..
(NOISU3A;lao~)ld9:1X31Aa09

ld9:H30V3H8m
ld9:SlNlaV37ldL:t13aV3H

9NINH3Y35M43AVOZ-Ldwe:smv+m~a
31V3SlVINC)ZIHOH9’oZ/!

:321SlNIOdXIVti3AV

3n0moa709Waloa‘~vm93tjVO113A13H:LN04

o00-()()0()-0000oI

.—

--

Amtaatru@9wm?IlMw81Jn#yGnmmKq
Itmwto,mmmm

MunwrqtlmpcdLdBdOmmwcdluOmadx
h,mmwusmyomr?8wa1edr@
OUtm9aw51mnmwMmvru0111

*US

OthuRhlm210fl

....-..—.

—

I

n
xx
xx
zx

/------



Consumer Healthcare Products Association
Representing Prociucer.v of Q!di(v A1onprescription A fedicines and Dietary Supplements

Founded 1881

Sharing Industry’s Concerns ‘)

on the Final OTC Label Rule:

Column Format & Other Matters
[Docket Nos. 98N-0337, 96N-0420, 95N-0259, and 90P-0201 ]

R. William Soiler, Ph.D.
SeniorVice President and

Director of Science& Technology

William W. Bradley
Vice President -- Technical Affairs

June 29, 1999 OTC Feedback Meeting I



Outline

● Introduction )

– Needed Outcomes Today

– Overview: Areas of Concern

● Specific Comments on Column Format

● “Discussion
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Needed Outcomes Today

1

2

3

4

5

Frank and open dialogue

Positive feedback on the use of columns

Assurance
process to

that there is a timely and efficient
handle possible letters for exemption

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

Agreement on additional meetings

!,,

,,,1)
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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 actual[vj?ts the marketplace.

June 29, 1999 OTC Feedback Meeting 4
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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

● Columns & the Exemption Process

,1)
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Wlzere and How to Fit All the Required Information

~ther Required Information

● Per CFR
— Name and place of business of the

manufacturer, packer or distributor (2 I
CFR201 .1)

— Expiration date (21 CFR 21 1.37)

— Lot number (21 CFR 201.1 8)

TRP statement (21 CFR 21 1.132)

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

● Other Agency/Council Required
Information

— UPC Symbol & Code

— Non-USP disclaimer

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

— Recycle seal (state mandated)

● Other Legal Requirements ‘1
)

Patent number

Copyright

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

— Court-lnandated store brand comparison
statements & disclaimers (with line for
registered trade-m ark of other compan y’s
product)

Voluntary warnings and statements

● Other Important Consumer Information ‘)

— Medical and Professional Society
Endorsements

– Customer guarantees

June 29, 1999 OTC Feedback Meeting



Witere and How to Fil

The=xemption
All the Required Information

Process is Important!

● 100,000 OTC SKU’S (FDA’s estimate)
● = 92?Z0of SKU’S will fit (FDA/ERG’s estimate)

● 8 1%(8 100 SKU’S) will not fit need reconfiguring (FDA’s estimate). 7 7

— Our preliminary Final Rule estimates indicate 8. l% is very low.

● If FDA were to receive 8,100 letters for exemption,

. . .it would take two FTE%

. . .at only 30 min/?etter *

. ..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
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Re: Exemptions

s Reasons not many requests for exemption to date: )

– Industry’s uncertainty re: use of columns;

– Industry’s uncertainty re: the exemption process

Tl~e 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:

● The Final Rule )

— Is a fit for a large majority of OTC labels;

— Will likely not fit a large number of OTC labels (-30?40 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



Outline

● Introduction
– Needed Outcomes Today

– Overview: Areas of Concern

l!,

,,,)

~ Specific Comments on Column Format

—a ●

● J_)lscusslorl
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Introduction on Columns

● 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 ach ievable.

June 29, 1999 OTC Feedback Meeting II



Introduction on Columns

● 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.

,)

‘4

,)
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William W. Bradley

Vice President - Technical Affairs

● Columns
– The effective utilization of label space.

– The use of columns to increase readability.

June 29.1999 OTC Feedback Meeting 13
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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
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