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FDA's final over-the~counter drug labeling rule would establish standardized format and 
content requirements for the labeling ofall OTe drug products. The rule is intended to 
help consumers read and understand the labels of OTe drugs so that they can I,lse these 
products safely and effectively. 

The standardized format and content includes: 
• 	 Specific headings and subheadings (e.g. "Warnings" and "Ask a docto~ ifyou 

have ... ") which must be placed in a specified order; 
• 	 Standardized wapbicalfeatureJ (e.g. use ofHelvetica type only and uSrof 


"bullets"); and . 

• 	 Minimum standards for type size and spacing; 

FDA received more than 1800 cotriments on the proposed role, the majority ofwhich 
generally supported the agency's initiative to standardize the format of OTe drug 
labeling (including NDMA and many individual drug manufacturers) . 

. However. three areas remain controversial: 

(1) 	 Many commenters raised significant concerns about the proposed rule's lack of 
flexibility for products marketed in small packages and products marketed as 
drug-cosmetics (such as Blistex and a range ofproducts that contain s~screen). 
FDA has provided some flexibility with a modified labeling fonnat for certain 
small packages. However, many products will still not be able to meet the 
requirements without increasing their package size. . 

(2) 	 There is also considerable controversy oyer whether or not pharmacists and other 
health professionals shou1d be included in the label (e.g. "Ask your doctor or 
pharmacist if. .. "). FDA has included pharmacists in warnings concerning drug
drug or food-arug interactions but not warnings for persons with preexisting 
conditions or symptoms. FDA has not included the term "health professional" . 
except with the existing pregnancy warning. 

(3) 	 The minimum type size proposed by FDA generated significant corn.n1ent. 
Consumer groups believe that the proposed 6-point minimum font is the smallest 
font readable for certain population groups; many others (particularly from the 
industry) argue that FDA's minimum takes up too much space, particularly on 
small packageS t and that greater flexibility should be provided in this area. FDA's 
final rule does not change the required minimum 6-point font. 

We think this is an important initiative and would make a good event. Howeve(, it may 

take us several more weeks to resolve our issues with FDA. 




New Standard Labeling Format 


Drug Facts 
, 

Active ingredient (in each tablet) Purpose 
Chlorphenlramine maleate 2 mg............................................................................Antihistamine 

Uses temporarily relieves these symptoms due to hay fever or other upper respiratory 
allergies; • sneezin~ • runny nose • itohy. watery eyes _ itchy throat 

Warnings 
!

Ask a doctor before use if you have 
• glaucoma • a breathing problem such as emphysema or chronic bronchitis 
• trouble urinating due to an enlarged prostate gland 
Ask a doctor or pharmacist before use-if you are taking tranquilizers or sedatives 
When using this product 
• drowsiness may occur • avoid alcoholic drinks 
• alcohol. sedatives, and tranquilizers may increase drowsiness ! 

• be careful when driving a motor vehicle or operating machinery 
• excitability may occur, especially in children 
If pregnant or breast-feeding, ask a health professional before use. , 

Keep out of reach of children. In case of overdose, get medical help or contact a Poison 

Control center right away. ; 


Directions 
adults and children 12 years and over take 2 tablets every 4 to 6 hours; 

not more than 12 tablets in 24 hours 
children 6 years to under 12 years take 1 tablet every 4 to 6 hours; 


not more than 6 tablets in 24 hours 

children under 6 years 
 ask a doctor ...... 

....Drug Facts (continued) 


Other information _ store at20-25°C (6s·n°F) • protect from excessive moisture 


Inactive ingredients D&C yellow no. 10, lactose, magnesium stearate, microcrystalline 

cellulose. pregelatinized starch . . 


\ 
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Existing Label. 


Allergy Tablets 
INDICAnONS: Provides effectiVe. temporary relief of sneezing. watery and itchy eyes, and runny nose 
due to hay fever and other upper respiratory allergies. 
DIRECTIONS: Adults and children 12 years and over-l tablet every 4 to 6 hours, not to exceed 6 
tablets in 24 hours or as directed by a physician. Children 6 to 11 years-one half the adult dose 
(break tablet in halO every 4 to 6 hOurs. not to exceed 3 whole tablets in 24 hours. FOI' children under 
6 years, consult a physician. 
EACH TABLET CONTAtNS: Chlorpheniramine Maleate 4 mg. May also contain (may differ trom brand): 
O&C Yellow No. 10, Lactose, Magnesium Stearate. Microcrystalline Cellulose, Pregelatinized Starch. 
WARNINGS: May cause excitability especially in children. Do not take this product unless directed by a 
phySician, if you have a breathing problem such as emphysema or chronic bronchitiS. or if you have 
glaucoma 01' difficulty in urination due to enlargement of tile prostate gland. May cause drowsiness: 
alcohol, sedatives and tranquilizers may increase the drowsiness effect. Avoid alcoholic beverages, and 
do nOI take this producl if you are taking sedatives or tranQuilizers without first consulting your 
physician. Use caution when driving a motor vehicle or operating machinery. As with any drug, ff. you 
are pregnant or nursing ababy. seek the adViCe of a heaHh professional before using this product. Keep 
thiS and all drugs out of the reach of children. In case of accidental overdose. seek professional 
assistance or contact a Poison Control Center immediately. 

Store at controlled room temperature 2°-JO"C (36°-86°F). 

Use by expiration (late prinled on package. 

Protect from exceSSive moisture. 

For better identification keep tablets in carton until used. 


Made in U.S.A. ~ 111111 1l' 1 1 8 

TOTAL P.04 
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i5 no ::d~fferent·· for 'fo'od contact subs'tances, being 
market.eds~bject:. eo a PMN. 

: 1 ~ r . 
Sect1o~ 611 (c) spe~ifie's thaI: this legislation sh~11 

be ,effe'ctl£'ve follo'Aing18 months from. the date of lts 
enactment}.] PMNs 'maY: be filed 'aftez: ehis !'eriod (and 
become :e'ffec:tive 120.' days aft.er thel.r recel.pt by FDA) . 

"without.; ;r~gard to whether FDA has issued regulations 
" "implementt£ng this legisla,tion. ' .' , . 

Sec. ' 61(.H Healeh clai.ms For Food Products; 
. J!' 	 . 

sect'i'Jb 617 amends'section 403 (~) (3) (21 usc 343 (rl (3) ) 
of theFFDcA.lt'provides an alternative to the current 
stanQard; alnd review process, by allowing healt.h claims to be, 
made based on information published by authoritat.ive u.s. 
govermnerit scientific bodies~The new provision,will allow 
a health iclaimin food labeling without FDA'authoriza.tion, 
if it. co~~ists of or ~ill otherwise summa.rize or reflect. 
i nforma:e'£6n contained ,in a· publication of a Federal 
Government scieneific organization or some component of the 
Naeiona:l i'Academy of Sciences ~ If any.such health claiJt!. is 
made. it. :Jl!tust be submitted to FDA, along with the published 
informat1bn on which it is based, at least 120 days prior 
t.o its" appearance in the marketplace. A claim meeting the 
requirements may' be made until a final regulation, 
prohibitihg or modifying .the' claim, ,becomes effective, or 
a 'U. S ..' :District Court determines that the nU.tritional 
claims~!:r~;quirements have not been met,. 

I,.. . 

Sec. 618:.! ,Pediatric ,Studies Marketing Exclusivity. 
• 1 j , 


" ';,! i 

Seet~'on 618 aznends Chapter v (21 USC 351 at.. seqM) of 

the FFOC;A by creaeing new sect.ion SOSA-";Pedi<flt.ric Studies 
of Dru'g~l If, priot to che approval of, a new drug, the 
Sec~etar.y determines that information about the drug will 
produc,eihea.lth benefits in· a pediatric·, population, and 
niake~lanwritten r~que5t., for pediatric studies. and t.he 
stud1es ',a.re completed and accepted, "then t.he' sponsor or 
manufac~~rercan qualify for up t.o 6 monchs of extra market 
exclusi:~; ty. If theSecietary makes a written request for 
pediatr:ic studies of an already mar'keted drug, and those 
studies ieire completed, , then the manufacturer can be granced 
up to61~onths of increased market exclusivity as .....ell.

'I! -	 , 
, ./! ; ~ 	 . ' 

. Witt\i;n 180 days ofenac::tment. the ·Sec:retary, after, 
consu+ia~ion wit.h experts, must develop and publish an'l 
ini Cia;!: I! list of approved drugs for .which addi tional' : 
pe~iatrr~~ information ma.y produce heal th benefits. ,When' 
che sec;retary has· formally' requested pediacric 'st.udies' 
t.hose' ~?udies must be conducted by a. WZ'itcen protocol 
agreed 't;:? by the sponsor, patent holder, .and the Secretary. 'i 
Less J:hcin 60 days after the pediatric studies have been.' 
5ubmitt~d. the Secretary mustdeeemine whether the stud.ies: 
were <:'lor;e properly and notify the sponsor or holder. ,In. 
additio~, tl:e provision contains a section describing other, ' 
means.l?Y; whl.ch the study protocol requiremencs can be met.' 
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-. '," This:' ~~ction contains, a S\Jllset provision that st.ates 

that nO'iriarkee exclusivity will be qrant'ed based on 

pediatric i; studies begun after Janu.ary 1, 2004. In 

additiol1, I~he secretary must c,omplete a study and report to 

Congres~ 1*0 later than Janua.ry 1, 2003, the agency's 

experience! under the progra.m,. "The report must address the 
programi ~I ieffectiven.ess: the adequacy of its. incentives. '!, 
the program's econom~c ~mpact, and ~y suggest~onsfor the 
program; 51, fn0difica t.ion. ,,' ' ' , ' 

See. 619.!1 	 FOsi. tron Erni 5Si OIl Tomography. 
., 

; !I 	 ' 
secti'~h 619 amends the FFDCA to include the regulation ': ': 

of compoUhded positron emission tomographY' (PET) drugs. , 
The provi~ion defines compounded ,PET drugs to mean drugs, 
that: exhi~it spontaneous disintegration of unst:able nuclei; 
includes:llnonradioactive reagents, nuclide generators, 
acceletatbrs. electronic synthesizers, or associated 
softwa~e: !4sed to prepare any such drug; and, which have 

'been cornpbunded in accordance with State law by or on t:.he , 
'order ofrl a pra.ct.itioner licensed, in that State or, in a'! 
federal' facility in accordance wi.th the laws of ,the State; 
in whi¢hl/it is located', The Act is amended to stipulate: 
that a i e:ompounded PET drug is adulterated. and thus subj ect ~ 
,to regulatory and/or legal action '.by ,FIlA if it is not, 
compou~d~d, processed, packed. or held in accordance with' 
the PEIr' :~ompoundin9 standards and official monographs - of, 
the Uni t:ed States' Pharmacopoeia.' (OSP) • ' 

" i ~ j 	 , , 
Th~a~t is furt.her arnende,d to provide that neither a. New' 

Drug ,Application (NOA) nor an Abbreviated New Drug 
Applica~ion (ANDA) is required by a licensed practitioner; 

, to proa~~e a' ::ompounded PET product in accordance, \iioith USp! 
standa:r~. Wl.thl.n 30 days oJ enactment, the Secretary mustl 
publis,h! lin the Federal" Regi.ster a notice revoking' all1 
pr~vi~u~;ty published efforts by, FDA, to provide industrY, 
.gul.danc~land regulatory standards for PET products . 
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, , TITLE VII -FEES RlZIaA'1'ING tfO DRUGS ~ ';, f 
f 	 . it 

-',' i I 

.' Sec, 	 '7tH.!.Short 7'i tIe . 
"';; ~ r. t ~ 

Sec;t.ion 701 provides' t.hat this title be cited as the' 
"pres;f<rNption Drug qsers Fee' R.eauthorization, Ace of ];997. ',' 

f -' t 
,Sec. ' .702. 	 Fj,ndings,

'.,':! I
I" 1: f . 	 . ' 

Ste<:::~~on 702 sets forth four congressional fip.dings:' (1) 
the pr'?';tlpt approval of safe and effectiVe new drugs and· 
oth7r::.hliterapies is~ritical to improve public health; (2) 
add~ t.~9I?al resources au~enting the ' Food 'and Drug 
Ad.mln;l.~~ration'.s (FDA} reVlew of, human drug application,S 
serv~ ,~pe publl.c health; ()) the successful Prescription 
Drul!1:' 'C!~;e~ Fee Act. of 19.92 (?DUFA) program reduced drUg, 
rev~e,:, i)tl.meSi thereforeJ.t should be reauthorized for an 
addl.~,1.9f1~1. S' years and shoul.~ be carried out by FDA with 
more ,a.rril;>l.tl.OUS and comprehenslveregulatory goals; (4) fees 
a.uth9r+~ed by arrtendrnents.'will be used to expedite the drJ.g
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