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AG~~CY~ Food and Dru Ad~~~s~at~~~, MHS. 

ACTION: Final rule; partial .elay of c~~~~~a~c~ 

..- 

ood and Dmg Admirris A) is providing a p~t~a efay of the compliance 

dates for certain products subject to its final mXe that established sta~d~d~zed format and c~~t~~t 

requirements for e layering of ~v~~~the-c~~~te~ (OTC) drug products ( rug Facts Rule), 

X OTC drug products to comply with new fo~at and la~e~~~g requirements 

~~~~e~e~tati~n periods. The age cy intends in a future issue of the Federal 

pose an a~e~d~~~t to the Drug Facts Rule to modify t e la~~l~~g req~~~~~e~ts 

fox ~~conve~~e~ce-s~ze~’ OTC drug products, This final rule postpones the corn liaace dates under 

the plnzg Facts Rule for cedars c~~v~~~e~ce-size OTC drug products pen e outcQ~e of the 

future ~le~a~n 

DATES: 
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ents to the Dockets Ma~age~ent ranch (~FA-?~5), Food and 

Drug Ad~in~st~ation~ 5630 Fis ers Lane, rrn. f 061, Ro~kv~~~e, MD 2 

a.gov/dockets/eco~e~ts. 

FOR FLIRTHER MFQR ATDN CONTACT: Gerald s Racha~o~ or Cazemiro . Martin, Center for 

uat~o~ and Research (HFD-560), Food and rug Ad~~~istrat~on, 5600 Fis 

x* Background 

1 Register of March 17, 1999 (64 FR A published a final rule 

ized format and standardized content requirements I+ the labeling of 

drug products ( ule). Those requirements are codifie 

section 201.6 at the content and fo~at requirements in 3 56 allay to the 

~a~el~~g of aff OTC is intrudes products marketed under a fi”lna1 OTC 

~o~o~aph~ prod ets ~~keted under an approved new drug a~~li~at~on (~~A) or ab 

) under section 505 of the Federal Fuod, smetic Act (the 

.C SSS), and ducts for which t ere is no final OTC dru 

~A~A~~A. 

In t Facts Rule and in subsequent notices, the agency provi 

to comply with the new requirements. ese dates vtie 

status of the p~oduGts (64 FR 13254 at 13273 an 

1. Products in the Review 

e was issued on Mach 17, 1999, products ~~keted under final 

were required to comply with the final rufe by April 

aX ~~~~~raph became effective on or after Apri 

dU6XS 

y as ati 
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~~e~entat~on date for that final autograph; (2) the next 

anY 

first. 

abehng after A 1 16,ZUOf; or (3) April 8,2005, whichever occurre 

ination drug products in which aff of the active ingredients were the subject of a final 

s had to comply wi the Drug Facts Rule as of April f6,2001 q 

oducts in welsh one or more active ingredients were e subject of a final 

d one or core ingredients were stil under review as of 

ad to comply as of the i~p~e~e~tation date for the last applicable final ~o~o~a~ 

for the ~o~b~~at~o~~ or as f April 16, 2001, whichever occurred first. ~o~bi~atio~ 

which bode of the active in redients was the subject monograph or autographs as of 

ate of the Dru Facts Rule had to compfy as of: (1) ple~e~tatio~ date of 

icable final ~oI~ogra~h for the ~o~biuatio~; (2) t e next major revis~u~ to any part 

e label or laboring after April 16, 20 

2. ~ruducts M ed Under NDAs and Areas 

oducts that were the subject of an approved drug application ( DA or ANDA) t 

16, 1999, had to eom ly with the Drug Facts Rule as of April 1 

products that became the su ect of an approved NDA or ANDA on or after Apri 7 1999, 

were sequined to co ly with the Drug Facts Ru e at the time of a (64 FR X3254 at ~32~3). 

3, Additional provisions 

fn addition, any OTC drug product not descri in sections 1-A. and LA.2 of this 

the final rule as ofz (1) The next major revision to a 

X l6,2001; or (2) April 18,2005, whichever occu 

Products (incl ding combinations) maketed under a fiFinaf OTC g monograph or 

or ANDA, with annual sales of fess than $25,~~~ had to ~~~p~y 
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the Drug Facts RuXe as of April If;, 2002, This extra time was inte ded to provide marketed 

fow level of dist~bution X additional year to comply wit the Drug Facts Rule. 

ency provided a chart that summarized e time periods wi in which the various 

catego~es of arketed OTC drug products were required to comply with the Drug Facts Rule 

64 3274). Unless otherwise stated, all time periods in t egan on the effective 

e Drug Facts Rule. 

1 Register of April IS, 1999 (64 FR 857f), the agency published a ~o~ection 

ufe and changed its effective date from April $6, 1999, to May 16, 1 

d not exp~~c~t~y discuss the im cementation pfa and ~ornp~~~ce 

e (or the chart at 64 FR 132?4), ection had the effect of changing the camp 

dates for the fina le as follows: (1) , 1999, compliance da e became May 16, $999; 

01, compliance date be~arn~ May 16,200f ; (3) the April 16,2002, compliance 

date became May f6,2002; and (4) the April 18,2005, compliance date became May 16,2005. 

uesting Additional Ixnple entatio~ Time 

of the Drug Facts Rule and e April 15, 299 9 correction, the consumer 

tion (CHPA) and the ~osrnet~~~ Toile 

~~tize~ petitions (Refs. I and 2) requesting a 2-year extension of time for 

Facts Rule, Both associations requested an ext~nsio~ of the May 16, 

iance date to May 16,2003, and the May 1 ,2002, compliance 

2004* ey also urged FDA to modify the labehng requirements of the Drug Facts Rule for single- 

se and ~onve~en~e-sire packages, and the petitions requested a categorical exemption for small 

er requested a change to t ay 16, 2005, compliance date. CIWlPA afso requested 



A stay the fina rule for those products that had to comply wit 

~swered these citizen p~t~t~~~s on February 4,20 (Refs. 3 and 4) and denied 

request for a %-year extension of e final rule. However, the agency ~~~~lud~ 

ay f6,2UOf, c~~p~ian~e date to ay 16,2002 (and a c~~~sp~ndi~g 

delay of the May 16, 2002, ~~~plia~ce date for nudists with annual sal 

to May f6,2~~3) was justified. 

2, Notice of Delay of Gem 

1 Register of June 20,2000 (65 FR 38191), the agenc 

rovidi of the ~~~~~ia~~e dates fur t acts Rule, per the ~e~~~ 

4,2000, responses to the citizen petitions. In this fi af rule, the agency also restated the 

peared in the Drug Facts at 132?4), and updated 

e new ~~~p~~a~ce dates (65 FR 38191 at 38193). fn a d&ion, the agency amende 

in addition to the Drug Facts Rule. ~i~a~~y, the Dmg Facts Rule also required ~a~~~ing 

revisions in 21 CF parts 201,330,33 I, 341,34 ,355,358,369, an 7Ql (64 IF%. 13254 at 

3292, and 13294 to 13297), The June 2 efayed the May 16, 2001, 

T 2UO2, c~~p~~ance dates for those revisions for 1 additional year, ~espe~t~v~~y. 

After A p~~~~shed its delay of ccmpliance dates, CHPA requeste a ~~et~~g to discuss 

class ~xe~~t~Q~s for OTC d g convenience-sizes in se ected OTC categories, and it ~U.I 

several de~n~t~~~s f ~~~u~v~~ie~ce-siz~” (Ref. 5). The agency responded in a su~se~u~~t letter 

(Ref. 6) that CHPA’s proposed de~~~t~~~s of ~G~nve~ien~~-s~ze~’ were so broa as to preclude 

a meaningful d~scuss~~~. The agency explained that CHPA’s proposed de rkitions of ~‘~~nve~e~ce~ 

size” could include many wide y-used products that generaffy have at been (and are not) regarded 
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as “~~~v~~~e~~e-s~zes” (for example, packages ~o~ta~~ing 12 tablets of- 4 ounces of coug old 

~~~du~ts~ and ~-~~nc~ tubes of topical antifungal drug products). The agency noted that adaptive 

def~~~t~~n for “convenience-size,‘” with allowance for s~g~~~cant 

ui~~~ents of t e rule, coufd circumvent the intent o 

ne the interest of the public health and safety. e agency added t 

Drug Facts Rule already the labeling of small 

packages. 

tore Products, Zinc., (Lif’) sub~tted a citizen petition (Ref. 7) asking 

to dense “~~~ve~~en~e-size” UTG drug products and to modify the fabe ing and portent 

requirements of the Drug Facts Rule with respect to such products- Lil’ 

C drug products be defined as packages sold to the public that fantail one or two doses 

of an OTC roduc ’ also proposed that “dose” be defined as a ~a~ufa~tu~er~s 

recu ed se~i~g~ X d&ion, Lif’ requested that A modify the requirements of 6 201.66 

ce-size”’ OTC drug products by uced version of OTC Drug Facts 

abeiing to ap 

rug Facts labeler 

external packaging of such products, while re 

e inside of the ackage through the use of pack ge inserts or inner- 

at the ~abe~j~g on the external packa wounds (1) Sti 

y relevant i~f~~at~~n, (2) remain consistent with the retail e~v~r~~e~t in w 

products are sold, and (3) still adequately enable consolers to make: 

.-the unique purchasing decision associated with their use. Lil’ described its ~‘~~~v~~~e~~e-s~z~” 

roducts as recogn z bra~d-~~e~ quality OTC drug pruducts packaged in sma doses altd made 

available to the ~Qnsu~e~ at his or her point of need. IX also stated that hese products are a 

low cost (they typica y retail for less thajn $99) alternative to ~ad~t~~na~ uftidose OTC drug 

packages, and they are mostly marketed in convenience stares that pri ducts with ’ 

ef~cie~~-size packa ing and s~g~~ca~t brand ~~ya~~ and awareness. 
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In its res se (Ref. 8) to the Lil’ citizen petiticm, FnA stated t t had carefully reviewed 

the data and info ation in the petition and agreed that some a~co~odatio~ for these 

ackages might be a~pro~~ate. However, FDA 

foments fram other interested persons should be considered before making a f~~a~ dec~s~o~~ 

ecause a number of other manufacturers, repackers, and d~st~butors would 

would likely want to foment on any osed A course of action. 

A therefore stated t at it intended to pre are, for publication in a future issue of 

Register, a proposed rufe that would, if finalized, amend the rug Facts Rule by defiling 

ve~ie~ce-size9~ OTC drug ackages and addressing Drug ing requirements r such 

e would also provide all interested parties an ~ppu~~i~ to caged 

desirabi~ity~ and impact of the pro osed rule, and to res ond to specific questions 

osed by the agency. 

at this ti A is announcing a artial delay of the corn liance dates for 

201.66 for aft OTC drug products that: ( contain no more than two 

g; and (2) because of their li ted available labe ing space, woul 

ore than 60 perfect of t e total surface area avai e to bear labeling to eet the requirements 

)(I) to (d)(9) and therefore qualify for the ~ab~~~~g 

set forth in 9 2 1,66(d)( IO). For pu ses of this notice, “dose” is defined as the ~~~~u~ sinful 

sexing for an adult (or a child for products marketed only for children) as specified in the pro 

sections for use. A is aware that the scope of t is delay may extend to some p~~d~~ts that 

are also e~~ent~y ~~ket~d as ‘%ampleB or “trial” sizes. FDA is a~e~d~n 



inl 

as f~llows~ 

art to add a footnote number “1” next to the header ’ ime Periods,” which reads 

Singfe entity and curnbj~atj~~ products subject to drug marketing appfi- 
cations appeared before May 16, 1999. 

Singfa entity and ~umbi~at~~~ products subject tc~ drug marketing appli- 
cations approved on or after May 16, 1999. 

Single entity products subject to an OTC drug monograph finatized be- 
fare May 16, t999. 

Single entity products subject to an OTC drug m~~~grap~ finalized on 
or after May f6,1999. 

~~rnb~~atju~ p~~d~~~ts subject to an OTC drug monograph or mono- 
graphs in whams at least one applicable monograph was finalized be- 
fore May 16, 1999, and at least one applicable m~~~grapb is f~~a~~~ed 
on or after May 16,19%X 

AlI other sing@ entity and ~~rnb~~atj~~ OTC drug products (e.g., prod- 
ucts in the OTC drug review that are not yet the subject of proposed 
03°C drug m~n~~rap~s~. 

Time Periodsf 
-- 

1-1__1 
5y May 16, 2002 (or by May 16, 2003, if annua! sates of the product 

are I’ess than $25,000). 

By May 76, 2002 (or by May 16, 2003, if annual safes d the product 
are less than $25,000). 

~~th~~ the period specified in the finat monographs HouraverY if a rn~~~ 
graph has nut been finalized as of May 16, 2002, then the product 
must comply as d the first major ~abe~j~g revision after May 16, 2002, 
or by May 16, 2005, whichever OCEWS first. 

By May 16, 2002 (or by May 16, 2003, if annual sales of the ~r~d~~t 
are [ess than $25,000). 

~~thj~ the period specified in the fast applicable m~#~grap~ to be final- 
ized, or by May 16,2002 (or by May 16, 2003, if dinnual sales d the 
product arrz less than $Z~,~~~~, wb~~avar Occurs first, unless the last 
applicable moosgraph to be finafized specifies a later date. 

Wthin the period specified in the last applicable m~~~grap~ to bs final- 
ized. However, if the last m#nQgra~b is not f~~a~~zed as of May 16, 
20Q2, then the product must comply as of the first majcx ~aba~~~g revi- 
sion after May 16,2002, or by May 16, 2005, ~~*~~@var occurs first. 

of a m~n~grapb has not been finalized as of May 16, 2002, then thhe 
product must comply as of the first major !aSlehg ~e~~~~~~ after May 
16, 2002, or by May 16, 2005, whichever occurs first. 

f Time delayed until further notice for OTC drug products that contain no more than two doses of an OTC drug prudent and, because sf their 
limited total surface area availabfs to bear tabeling, qualify for the labeling rn~~~~ati~~s set forth in §2~1.66(d~(~~~~ 

ase e scope of this delay on Lil’s etition, which defined ~~~o~ve~ie~~e-si~~” as 

a product ~o~ta~~~~g one or two doses of an OTC d ince the petitio not explicitly address 

the issue of pack A decided to adopt shofd set fotih in 5 201.66(d)( IO)? because 

it is the one secti nt Drug Facts Rule that differentiates OTC drug packages based 

on size. The a believes that the scope of this delay re 

efay intrudes most, if ot all, OTC drug products that are subentry sold as ~~~o~ve~~en~e~ 

size.” 

liance dates for the OTC drug packages described in this notice wil 

remain in effect until a final rufe issues with respect to the labeling of such OTC drug products 

or until such time as the agency issues further notice. fn either case, the delay enables ~auufa~~r~rs 

ackages describe is notice to continue marketing those products in their sent 

sabering fo ending resolution of this issue, The labeling of such a&ages still needs to 

comply wit e act and aXE other applicable regu atory requirements. otwit~stand~ng t 
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ates, ~anufa~tur~rs who wis 0 so may still relabel the aff~ct~d ucts in 

g Facts fomat, a~~~u~~ly when existing abefing is exhausted and ~e~ab~~~~g would occur 

in the no rse sf business, using any of t e alternative design te;e 

final ruIe (64 FR 3254 at 33268). 

T e extent that 5 U.S.G. 553 applies to t s action, it is exem s-n notice and advent 

b~~a~s~ it c~~st~~t~s a rule of procedure under 5 USC ~53(b)(3)(A the agency’s 

~~~l~~~~tati~~ of this action without up~~~tun~ty for public ccmment c mes within the 

~x~~pti~~ns in 5 LJ. .C. ~~3(b)(3)(~) in that ~bta~u~~g public c~~~~t is ~~pra~t~~ab e, ~~n~cess~, 

and con to the public irrterest. The a ency is delaying the c~~p~~a~~~ date of 1.66 fix 

that meet the specific criteria described in this notice because t 

-to amend 5 201.66 by defining ~~c~nve~~~~ce-s~ze” drug pat ages and addressing Dmg 

ing ~~~~~re~~~ts for such packages. There will be an opportunity to cement on t 

new ~~~p~~a~~~ date for such products within t reposed amendment to 8 201.66* In a 

given if. inence of the current cornpfiance dates, seeking prior public c~~~~~t 0x1 this delay 

is contrary to t blic interest in the orderly issuance and ~~p~e~e~ta~iQ~ of ~~gulat~~~s. Notice 

and co is instance would create uncertainty, ~~~fus~~n, and undue Gnancia 

because, during the time that the agency wou d be proposing to extend the c 

3 those ~Q~pa~~es affected woufd have to be preparing to relabel to comply with 

e May f6,2002, c~~~lia~~~ date. fn accurdance with 21 CFR 

an ~~~~~un~ty for ~~~e~t on whether this delay should be ~~d~~~d or revoked. 

c impact of the Dmg Facts Rule was discussed in the final rule (64 FR 13254 

at 13276 to ~32~~)* This partial defay of iance dates provides addit~~~a~ time fur 

el certain products to comply wi e final mle. CH A, in its request fur a 

eeting (Ref. 5>, stated that ‘~c~nv~~e~c~-siz~s~’ represent fess than 1 percent of the retail ~~k~t~ 

e products described in this notice will also reduce label ~bs~les~e~ce as 



companies will have additional time to use up more existing labeling. Thus, 

Xiance dates fur i for these specific products will s~gn~~cantly reduce the 

~~~n~~c ~rnpa~t of the final rule on manufacturers of these products. e 

the impacts of this final rule (partial delay of the compliance dates) under 

Executive Order 12866, the Regulator Flexibility Act (5 USC. 60%--6X2), and the ~nf~nde 

Mandates Refu~ Act of X995 (2 U.S.C. 1501 et seq.). Executive Or directs agencies 

to assess all costs and benefits of avaifable regulatory alternatives and., when regulatiun is ~~cess~~ 

eet r~gu~at~~ approaches that maximize net enefits (including potential econ 

and safety, and other advantages; dist~but~ve impacts; and e 

ility Act, if a rufe has a significant e~~n~rni~ impact on a substantial 

entities, an agency must analyze regulator options that would ~nimize any 

s~gn~~~ant impact of the rule on small entities. Section 202(a) of the unfunded andates 

Act ~e~u~~s that ekes prepare a written statement of ant~Gi~ated costs an 

~r~p~s~ng any ru hat may result in an ~xpendi~re in any one year by tate, local, and tribal 

OVe; rivate sector, of $100 million (adjusted annually for 

~~n~~udes that this final ruXe is consistent with the prine ples set out in the 

xecutive order an WQ statutes. This final rule is not a sign~~cant regulate action 

y the Executive order and so is not subject to review under e Executive order. As 

discussed in this section, FDA has d~te~ined that this final rule will not have a s~gni~ca~t 

~~~n~~~ impact on a substantial number of small entities. The ~nfunde Mandates Reform Act 

repare a statement of costs and benefits for t 

final rule is not expected to result in any f-year expenditure t 

for ~n~at~Q~. The current inflation adjusted statutory t~esh~~d is about $1 X0 nsillion. 

of this final rule is to provide a partial delay of the cum liance dates by which 

m~ufac~rers nee to relabel their “convenience-size” products, as defined in this final rule. 



y, under the Reg~~at~~ ~~e~~b~l~ty Act, the agency certifies that t is final mlg will 

not have a sig~~~~a~t e~on~~~ impact on a substantial number of srnatf entities. No fu~her 

analysis is re~~~r~d. 

le contains no collection of inf~~at~un. Therefore, cle 

Management and udget under the Paperwo Reduction Act of 1995 is not required. 

ncy has dete~ned under 2 1 CFR 25.3 1 (a) that t is action is of a type that dues 

not individual y or ~um~~ative~y have a s~gni~~ant effect on the 

neither an e~virun ental assessment nor an environmental impact state ent is required. 

FDA has analyzed t is final rule in a~~~rdan~g with the principles set forth in 

A has deternsined that the ru e does not contain policies that have substan 

irect effects on e States, on the re~ati~ns~~p between the National ~~v~~ent and the States, 

or on the d~s~but~~n of power and resp~ns~b~l~t~es among the various levels of gove enf. 

A~~~rdi~g~y, ency has concluded that the rule dues not cantam policies t at have federalism 

ed in the Executive order and, a federalis ~rn~act 

statement is not required. 

references are on display in ets Management Braac (address above) 

e seen by interested persons between 9 a.m. and 4 p.m., midday through Friday. 

I, ~~~en~ No. CPZ, Dmket No. 98N4337. 

2. ~~~~ent No. CPI, Docket No. WP--46fX 



etter fmm W. K. H~~~ba~d, FDA, to B. N. Kuhfik and M. S. Labson, 

coded PAV2, Docket No. 98PG-0337. 

K, H~bbard~ FDA, to E. E. Kavanaugb, CTFA, coded PAVI, 

W. So&x, CHPA, to C. Gmley, FDA, dared October 3, ‘2000, Docket No,. 98N- 

C. Ganley, ITIIA, to R. W. So&x, CHPA, dated December 22,2~~~, Docket No. 98N- 

‘I’ 1, Docket 

interested persons may submit to the Dockets anag~ment Branch ~address above) witted 

co ents regardin y [insert date 90 rz’ftys u$ter dae ~~~~~~~~~~~~~ in the Federal 

~e~ster~* Three copies of any cQ~~nts are ta be submitted, except at individuals may submit 

one copy. Clients are to be identified with the ducket numbers foun in bra&ets in the headin 

of this d~~~rne~t. Received comments may be seen in the Dockets Management Branch 

a.m. d4 p. onday t gh Friday. 
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701 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 32f,35f, 352, 

6x2. 02-?T??? Fifed ??-TF-02; 8:45 am) 


