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SUMMARY: The Foo,d and Drug Administration (FDA) is annou,ncing a call ;for ” ’ . .-“; ,. )~ ..,, 

data for certain categories of ingredients in over-the-cdu.~llkr.(~~~j 
..b,, ,. ‘; .’ 

drug ; 

products that are eligible for the original OTC drug review but have not been I, _’ 
+a “,+h” )” )_ .,I 

reviewed by FDA to date. FDA will review the- submitted :a~~,~‘--dinf‘ormatlon 
: .-: 

, ‘,j * Y.; ,, //. . _I/ ; ‘.’ .; “Z.” __, ‘; j . . 
as part of its ongoing review of OTC drug products to det&mine%hether these ” 

1 
ingredients and products are generally recognized as safe and effective(G’RAS/. 

E) for their labeled uses. This document ahso’requests the~identification &her ” ’ ’ ” a. :..- /_ _.‘,. :; 

categories of OTC drug products that were in the marketplace when-the~C$C . .- I _ I _jl/ _j.,I. .,‘.” i ~_ j , I .,,_, ‘1 0 “‘s: j : _, 
drug review began,on May 11,1972, or that were marketed before: Decem$er 

of these OTC drug products during the pendency of this review. 
1 ‘. I 

i ^ 

/  
._ei, .  .  .~ ‘k- ._ ._ < 

/II.__ I^ r’ _I ,_,... 
DATES: Submit data, information, and general comments by [Insert date 18‘0’ 

_ _j 
days after date ofpublication in the Federal Regfster]. 

, (_ -j, .) ’ 
ADDRESSES: Submit data and informat<on djrect’ly to theDivision of ‘OTC- pug ’ ^ ., * _. .,..- I 
Products (HFD-560), Center for Drug Evaluation and Researc,h; Food and”@ug .” _,.. : I 
Administration, 56bO Fishers Lane, Rock&e, l&J.i685?.‘Submit‘general 

; I. .\ .,_ _, 
“-“.. .1 ~ I I.I , , , ,, -: ,. ‘- :- .; .’ :$:&.. -- I ; ‘,; ,;:: ““r ~ I .’ 1 

comments in writing to the Division’of Dockets Management (HFA-305), i5.636” “I’ “’ ’ . -‘. ,..<i_“. ,‘/‘ ~‘ . _“, -.. . + * ., I’*“‘_ 
cd01175 

j . ,I \S,.‘ ,.A /(. “I. ,# *. \ ..I*..;‘% ,.. ,._ 
, .,.. 1. I) ,)-I (i /__ (, 



www.fda.gov/dockets/ecomments. 

FOR FURTHER INFOfiMATION CONTACT; Micha$ T.B‘eti$k y &<a!;d: bf. l&&now, .;,,, I ^.‘. ,,< $. .” ,, ,_ _ - 
Center for Drug Evaluation and Research (I-&D?%b); Food’ and-.D.rug 

, :p... , 
^i ,” ,, I. -;, rF:;. :“;. : ; Administration, GGOd Fish,ers L;pe-, ,j.&Ylje, Mij Iza~~~:~~~~~~~~~a22, ,_ j ‘* - 

“._ ,.’ 
< . 

SUPPLEMENTARY INFORMATION: 
i 

! 

I. Background ’ t 
*d .^ , .- . __ k z LT. ,, ,t. 

i 
In 1972, FDA established the OTC drug review to evaluate currently : 

lx,~,. ._.. . - j ,_ :‘ .. -, , /(_ _j” ,,_ ,, _..., _ __( ^ ._ 
marketed OTC drug products. The fin&regul&$x‘in part 330 (21 CFR $art 

I 
330) providing for the OTC drug review under 21 CeR-13b.31:~(recbdifie~ as’: ” ” . ,a ‘/ Is;, *,l*..i., IC, 1, .*/, in,_. 
~ 330.10) w,ere published and made effective in the Federai’R~~i~t~~~of & *,: ‘.- ii. ’ ;. ,:a. ;-i’,,:‘...’ ‘A-’ 

11, 1972 (37 FR 9464). since that tim&, FDA has ‘+/tied ;;;;;;~‘~aii~ tgr-“- ’ ” ‘.“’ ““ ” ’ 
, L ,, 

“, ~ -. -‘ data inviting interested parties to submit data and informatron,for the,ad$sory *.~-*. 1eL”i ‘“I” * ’ 
I 

review panels to review. 1 During the course of’the OTC drugreview; advisory .< ? ‘pi “i ,.,~. ,i:gp “i.. ,S” * 
review panels reviewed many of the categories of OTC drug ‘I&ducts lnc i uded 

) :;, ,_ >“, iy _j :t _ i’ : 
._e,“. i, >- --,z::,p ‘_ 

in prior call-for-data notices but did n.ot rev&v every categbry bec&.Ge of,, ” 
,. I; ,_L .\ !. _, ,,.V,f.~, ‘, ,_ i,.ri ,; ” / _:, -*.;. 9” : ,, :.-“A,* jp‘i.i,as,’ 1 

resource limitations.2 Table 1 of this7 document lists the $egorres of OTC drug 
, - , 

dj, l,: ,a_ ><,‘..,.l 

products reviewed by all 17 panels and FDA and several categories ‘of IG!ductsS “ ’ ” 
. 

“/ ,, 
that were reviewed by FDA only. 

AcneAlcohol ! _ -. 
I, 1 .I.; * 

1See 38 FR 31696, November 16,1973, and 40 FR 28179, August 27’ 1'975. 
-. ;,. * : ‘,..< ” <i .. ___,, ^> f 

2FDA ;ls;‘identiKed SeVeraj categories‘~~f’m~~e2~~,~~~~;a~~g .prod..cts that wkre’ Jot 

reviewed by the advisory panels and publish subsequent call%r-data notices for those: 
product categories. In the Federal Register of December 5, 1989 (54 FR $0240), PjDA I 
published a request for data and^iS&mation on ingredients in eye&ash drug products used 
for emergency first aid treatment of&&iZal burns of the eyes. FDA publshed a proposed 
rule for those products in the Federal Ke$st& of?%~t&mber 19,199O (55 FR 38560), FDA 
published a request for data and information on ingredients contained in products beaiing 
antiplaque and antiplaque-related claims. The Dental Products P-an,ej,cgmpleted its revfew 
of the data and information that were submitted, and FDA published the panel’s reporttin the Federal Register b;‘May ib,‘3as3 (68.pR $T23iyya’ _ 

_ . _r_ ^_.I1y.I t 



Anorqclal 
Antacid 
Anthelmlntic 
Anticaries 
Anfidrarrheal 
Anti@netid ‘~ 
Antlflatulent 
Antifungal: 

Diaper Rash 
Nails ind Scalp- ” 

Antimicr&& 
Alcohols (topical) 
Agjiseptics (First aid) 
Anliseptics (Health Care) 
Diaper Rash 
Mercurials 

Antiperspirant 
Aphrodisiac 
Benign Pidstatic Hypertrophy ’ ’ 
Boil Treatment 
Camphorated ‘Oil 
Category II/Ill Ingredients (Phase 1) 

~C&@ry illlll Ingredienii [Phas& II) 
Categery ll/lll Ingredients (Adaitional) 
Cholecystokineiic _ 
Corn/Callus Remover’ 
Cold/Cough: 

Antidholinergic 
Antihistamine 
Antitussive 
Bronchodiltitor -, 
Expectdr&t 
Nasal Decongest2inI 

DandrufWSeborrhealPsoriasis 
Daytime Sedative x 
Deodoiint (In’tirnal) 
Digestive Aid’ 
Exocrine Pancreatic lr$ficiency 
E#&rn$ A&&e&c 

Diaper Rash 
F&$r BliStkrXold S&e 
Insect Bites/Stings ‘ 
Male Genital Desensitizer;. )_ ,_ 

‘Poison IvyKS&ISu’ti~~ 
Fever, BlisterKdld $ore’(Kte$l) 
Hair GrotieriLoss _ 
H&iachlorophene 
Horindne (topicit) 
HypoiHyperphosphatemia 
Ingrown Toenail Relief 
Insect Repellent (Internal) 
Internal Analgesic: 

Leg Muscle Cramps 
Malin’a ‘. 
C&erindulg&ice ‘~ 

Laxative 
Menstrual 
Nailbiting/Thuinbsu&g ‘DEtierr&t 
Nighttime Sl&$BM‘ 
Ophth?4mic 
Oral Health care: 

Antiseptic 
tionrAntimibrobia1 -’ -. drar,~ii~~-~fi5’ii^~~~~~f~. ..) ‘ ,,“. 

Oral Mucosal Injury 
Oral Wound Healing 
Plaaue 

Otic: ” 
Drying Waier-Clogged Ears 
Earwax Reriioval 
SENirrimer’s’Gr~ .- 

Overind&lgence Remedies: 
Prevent lneb%tion ,, Peaid..l.&de, “ii’.. “, . 

Poison Treatment 
Acute Toxic Ingestio? Treatment, 
Eme$, I 

;&$anilt~es (T~“[qn~~lgn) 
i 

Skin Bleaching 
Skin Protectant: 

- ., 

- , ,  

I ,  
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I! ,. 
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._ ~,,.“r ,.. ‘..‘< Ij I:,, ,, 
Astringent 
Diaper Rash 
Fever BkieriCofd Sore 

. ~ I ,~ ,, ” 
, “;gzrrj;tFsfi;Gy 1,-1 , ‘ ,. , j..’ I, is );* .I” ‘.-XI , - * .v ,, 

Poisdn fv$Oak/Sumac . -- _A 
Srito&j Dei&%ent 
Stimulant 
Stomach Acidifier 
Sunscreen ,. ,. 

Sweet Spiriis of Nitre 
Va$naf”Contrack$tiv& 
Vaginal Drug Prodtkts 

. 

Vitamin/Mineral 
Wart Rein&G 

, 

Weighi ~oti$ol ,_ 

Zirconium (Aerosol) 
.-.. 

: , ., ,., *‘,. .,..*> 

. _ . /  

,  . , ,  

. ,  

,i-.. 

,. ,>,/ *. ., .“: , ,/* -‘: :.,... ‘: “(. i . . :j ’ >rz.:,: g* -. 1 
I > “r,i. 3 j,.. Ij” e.:.“,i”i,“, “, *....,“,. To complete the OTC drug review, FDA is”I&blishing this&&‘for-dam” -. 

,_ 
. i . * :  ,i,. .k -I “5 ._, .1 . .- 

notice on the following categories-of ingredients: (1) Nasal moi&$zer~drug ” ’ ’ ” $ .- ,: ‘a ,,,w’ I _-.a .>. _ 
I,*, ,,I. ,& :ze:, ^ “, -.i * “,” ,.,. 5:” . “. products, (2) urinary analg~sic7antisep~~~~~~~ hroau,i,‘;tsr’~~~~~~~.~acidifiers 

_ ,“. ‘II I(“_ 3,. . * 

and alkalinizers, (4) aloe vera and urea, ‘(5) ~$Snkle’remdver I&o&&l and (Sj .- , _ , *.. r I ‘6‘ .,,iec* I_ ,,i:. -“’ u a,.; _, “‘3 \ -‘/ f ’ ^ /:* 
lubricants and vaginal moisturizers. The categories of OTC’drug~ in this notice- ^‘* %” I’ ” e_-< * ,.i” ../; F-e ..c ,,a, /r., dill< ,..y ,...I. (, * ’ ’ I.’ I, “_- ,j: .“.s ._ c) “) -... _, , . . .> ., ” .:i: .;: / ” .; 
include some of the categories from the 1973’and 1975’notices that were not 

,. ., ,,;” _ 

__ ,_ : _I 
reviewed and several other categories . . 7 1 / I. 

,.\ “_,,( - i- -. ;..,I ,I 
never reviewed. These include urinary analge&&anti&&ics’and’ I _“_. ., ,/- ,. , 
products. Interested parties who identify other categories ‘of+OTc .,,. .( ._ 

‘l. )̂“‘_ ,(. 
that were in the marketplace when the OTC drug revie&‘began on May ll! ’ ‘- ’ 



A. Nasal Moisturi~e~Drtig Products ‘I . 
i / ; 
i ‘ ., I I 1 (_“. ., “_~~.ix, ,,r,r;T.,.r’ : ..,.. /, “_ ( .- ), ; 

The agency considers nasal m.oistyurizer products3 to be drugs ‘tihen, [hey. ” 

contain the following or similar ingredients: SodiumWch&ri~dle~ normai sahne, e. ‘-” ” _ (^ ‘“,“‘-‘. ~J -:., 1‘ ,, ,” . :. ~ -1: Fi ?:, __/+ -: .I : _; -. 
buffered isotonic saline solution, saline phosphate buffer solu&n, glycerin. A 

: 

j , .,.- A^, 1 -’ 
number of these nasal moisturizer products have been marketed for seve$al,- ; .. _’ . “. _ . (_ .,., -‘.“\~ :‘” . . ,* ., ‘, 
years with various labeling claims. Such claims inchrde’the following ! .““,^. I _ .“_. 1 _ ,.) .\ ‘. _ 
statements: _ :: * )_ I _‘) 1, 

v ./. .I. ., I i. (-.- 
‘, ‘_ 

~“provides soothing moisture to dry;~infiamed nasal n&mbranes ,d-$erto~ :- “1. 1’ .I . ._.) x..l, c^_ *_.__ _ ,. i_._ / j. I_ ~. . . . .! 
colds, allergies, low humidity, and other minor nasal irritati’ons”“~~ ’ 

,I. <, XI.. 
_* _. i.. .’ . _ _ 

’ ,,_. Y’ -, : 
*“restores vital moisture to provide prompt relief for dry, crusted, and ‘~ __’ .I ( .; ,, .I ,,:p l,?“>F,li‘ ,: ,I”,‘ ..-. ‘;,‘p .,<.:,,.1 3 fls _” 

inflamed nasal membranes due to chronic sinusjtis, colds, low humidfty, 
:. .(. .L;.., $” ( ,. ‘( “: ‘. 2 t+“‘ :. ” . “) ; ,-I, 7: . .; _ Is ,,“._ b._ . . -I, --** St; “1” 

overuse of nasal .d~econgestant drops and sprays, allerg&;%iinor nose ble& _(. ’ 
,;/ 

(_. “. .j . . A * , ,%‘ i_ ib”.b> ~;a” ,**~l ‘ .si+ I 1 a-,, % . . .l. C~‘. ,I ~.. ‘a~ _I x __^ :i ,I,” +. ..‘,,.. >, ::_ . . ,, ~ -‘” : l.,. 
and other minor nasal irrjtations” ” _ 

~ ! .u, “. . . : / ‘_ .i’” “___‘_;:,_, 7,” .,.I j [ 
._, I. , / - -* _ “.?, .3,- i “._ -’ .: : sb. -*; L _, ,) ,I 

. : I_ .,I -_. ^ -6:. 3 ’ ’ ‘l 
@“use for dry nasal membranes caused-.by chronic sinusitis, allergy, 

; , .< I‘ ..’ - 
/ . . . . . _ ,_ I_ ., .I _1 ,” .,- 2;. ;: L ), ;, -. __ _. c 

asthma, dry air, oxygen therapy” 
., ,_ ., .I.= ._ .x 

i .,._-~* .__>s, I ,k “, ‘- _. ‘_ ,;,, ‘, I 
*“rhinitis medicamentosa, rhinitis sicca, and atrophic rhinitis for patients ,. r 

‘hooked on nose drops’ and glaucoma patients on diuretics’h‘G$‘g dry~nasal _ ” -“. ” 
-!_ ..- . ^,.II 1x,i -\-y ~) * 2’ “, \ 

capillaries” /*- ,, I “j_“(>_._, i, II.“. ,, j ,,=, _; .I - ,. (, 
i’. _ .“a nasal moisturizer formul;t;d to be::physiololgid-ii’y -;-ga~~j& .geh 

:  .  . . ,  I  __ . :  
t  .  .  .  .  

), ; . ,  , .  “_._( .,.‘ -...l- “_. I  .  . :  _/ . . ,  .  .  _, .~C .  

nasal membranes, providing soothing relief for clogged nasal passages wGhoC;t .’ 
: ., - .~,a -,. 1, : ;:-. : :_ ; _( -\ _^ /_ 

stinging or burning” !- ^., _/ . 1:. ,_ _ _ “” ‘1: ‘.‘:Z :,. ^ %: ‘,. / ., ._ (1/ 1 : .jl ^ “2’ L,~., ‘:‘J:;, p.~~“~,,~,,~~,,;::s.~~,~. ;.‘“:,+i,.:e ,i _,_ q: ,,,,,,, 
3In its report on 6’6C co& cough, allergy~ bronchodilator&rd antiasthmatic drug ; 

” 1 ,r , __i . 

products (published in the Fed&al RiSgisfe? of Se$%iber 9, 19?6 (42-F% $8312)), the p’anel 
that reviewed these products classified saline phosphate buffer soluiion’as an’inactfve”~ ’ “I’ ._ . 

ingredient or pharmaceutical necessity, and did not classify it ‘as a’nasal moisturiier. ?(he 
panel did not review and evaluate products used as nasal rnoistu~4’i^i;rs,and‘,~hese-prd~~~~s ’ -- ’ 
were not reviewed and evaluated in the various tent??~ve-final’ar;~f~nai mbnogra’$s’u’nder b* i 3 l&C> .5&t%? ‘lr, w# :~~~~~:.;,*‘::aA :x&J, , 
the rulemaking for OTC cold, cough, allergy, bronchodrlator, and antmsthmatm drug- . ’ 
products. ,/ .._. ,/:,h,wr .(“... -.,“~,~-~“r ,... -.: I., _, ..y*,. >, 1 ,_ ~&- ,_ * ‘j , . :., “-’ ^_>I _. . 1 *“:: __. v .,., 1,. t_ ._ ^” /, ( .‘:. . .’ . . . ,. _p 

.* . “? -1. ._ ,* ,, “L .., 
) .,, : .., _,. ,_, ,,~ 



_ : L>l 

b 

.“* ,, 
i - as to the safety, effectiveness, an”d l;beling.dfthe’se .4;.4~~;ct:s: T~ei;‘may, ;-‘r :~ ^ -- . ’ I’. 

.,- : 
,. .‘.I” ,. “:. ;*,; .I-*:. .-_; - ; j. ), : . 

other labeling statements or formulations .of’ihe”prdaucis’t~~~~are~marketed~~s . ” -’ ” “’ W_ __ .,;$.:p:. . ’ .’ 
OTC nasal moisturizers. ‘FDA’considers~many of these ~&ms’to&$irug claims, 

. ,< _*a, -j 
_I_ ’ ‘$> : ; (_ 2 ^,,<‘ i” ^.” t “(I ) : 

1: _ . ,  .” . :  __ ,“.,bprir- .,. ..d.( “._ _ “.a%$~.\ .li, 9:. I- _“. ^, -’ . . ,  

and believes these products should’be regulated underthe monograph”for.‘Oi‘C ’ , ~,.I I <. I ~ -., ., x~ ,” ll_. -2” , “’ ‘I ‘_ >, ;. ,I”‘. 
cough-cold or miscellaneous internai drug products. 

“I.,,< liil) ,r/. 
Therefore, FDA requests 

w ” 1. 

that interested persons M’ho have data and information~ on ihe’safety and i 
.I_ ..~,..,,.,‘.:e,,,,,, ,‘ / x, I, j,_ ,, <. y’ ,. ,.j “i.: 

! .-y i, 1% - :- :, 1 <.. ,’ .<. . . SI_ .!. ” _s_ :: -I:.:. .: : ^/ ‘:, ’ “. : _, 

..:“..” * _I I.,, _; 
is needed. None of the single-entity phenaiohyridine ‘G>Gl drugs marketed%t . I’ ,d.“.’ 

‘ ‘L1.Y. ,~__, .* 7 ,,,..: “l.. . . ,._ ‘,“̂  -:. :.,.““.$ yThqxi :;.,;.T#*r-*,i ,~‘_~I^,~ ,?,,‘. k ;-“,d, ,;. ‘7 1 Zi iI I ,: I _ _, .j x,. “_ 
4A product contafki& &$hen&nin~,~sod~um’s&cy~ate, salicyiamidk;and.benzoi.c’a~id 

‘, ._ 
_.,-. ,” \j -.__, was submitted in response to the 1921 ar(d 1975 call-for-data notices mentioned pr&i&sly, 

but has not been reviewed to date.. This,submission~is ~~~-~f~~~~eall’a”‘~~~~~~~~~e updated 
before the agency begins’its review of thks‘e Prod&&l ;- - ix ;.a., , CL’,., ,h.. -, 



products (single entities or fixed combinations) for use in thetreatment of _/ *. j ” .L ^ , j, -, .id, I _ ,.. _),. ‘:: ‘.,! ,, 
urinary tract infections: ‘_ 

.* 

1. The following 

section (adapted to the labeling of 

urinary tract infection with 
product containing phenazopyridine fiel’sh”;“&d 

I _~” ..; ,, .r;< (I . 
there is lack of evidence that the comb’ine’d”adr;linlstratlqn of phenazopyridine 

.&‘“” .~~,“,..~,,.,.‘..::‘c~,r~~.~.:: -._- .I “~_ ~I,.~‘::*~~-,’ f :.“I_ 
‘. . . ,I, 1. ” I 

HCl and an antibacterial provides greater benefit than admini&&ion .o,f the 
.‘~ /,, ,i” -Y’ : 

_ , I ? j,’ _’ 
antibacterial alone after 2 days. 

, 
_ 2 _, . I ,‘ d 

2, The part of the r~DIcAclrrCir\ssec~~~~~,~~rt~~~~~~.~~ the”~se’.~~~~~‘prDduct ^ “‘” i”,:“:(i. ._* ,‘.Ylr i 
,I .,. /.:,a /l. */ ‘-“:.-:$ ,, I _j I. : ,” ,. 

in urinary tract infections shall also refer to the DOSACE’and: j ; 
“j ii_, -e,*r,“,,” >- :,.. ‘G&-” -,:” :. ./~ 

ADMINISTRATIOT\T’section: ‘. _ 1’ +- .:. ,‘:I ,_- ’ i _,’ ,, ,, r : : j ., .i _. 
j ‘ ,_ _ ;,a, .‘ 

1. , . 
3. In its dosage and dosing interval recommendatio~ns’pertaining to the use 

,_ ,., :’ . ‘, , ,k”,. ;_ ,- . . ” 
of the product in urinary tract infections, the DCSACIZ!and ,AD~~~~IST~~~~~I~~:,,, 1:. $&.“i / :,,;=;-zi, i 3” J, 4 :a,:, 4’,,,>, 2,*:*x >x 1” _ ._ 
section shall show that the product is only indicated for up to 2. days (the Q 

I’, : 
:” lil . ‘ ‘,<,*.“ _I i :...::,,‘: 

effect of phenazopyridine HCl should not be relied u@n2after 48 h‘ours). i : ,;?.c," ., .,L _ 'C )),, ._ ,_., a..- < ,, >"" .~j . . I, I _*a ,/,_ Sl_ *A.‘.&_ -a* ,",.,,/*_." ,,,,,_ :.-.- )", I_ ,,~/ Z_.‘ >_ <I ._1 . >,, " * : -, __ " 
^d , ,,.. ;. I i ,i il_.,> //.~", .,I P 1 _ .^ 



The DES1 notice,also contained ,.__ .,a_ I 

drug products cog@ning phenazopyridine: ,i i 

Long-term administration of phenazopyridinehydrochloride has‘induced ;’ _, ,\ 

“. se.,  _,” . I ^,_..rl. 
This information came fr0m.a N&oria] C&k&r InZttite techni&reljort __’ .;.. i .,,j .*.z: ‘. y ,” - / ‘. * ,- ),, ,.“i, ,:,,.:“;,.:s: : Y; zY,::;:IIp‘::::.,“,, : 1 (Ref. 1), FDA is non awar; of-any epidemiological..studie~,~thj;.i~~vebken dbli;z 

.I y.” ,I^_ ,, _ ” ,, ‘. 1, I ~ 
since the report was published in 1978. 

1 -_” I’ 
/ 

contained, 500 milligrams (mg) of sulfamethoGzole‘ (antibacier~~~:component) J ., 
.I” _ ^ +.:a .i;. _ rlrL, k. ” and 100 mg of phenazopyridine Xl (analgesiz cdmpb~ej;‘t)‘~~~~~~~let, and &is - ’ “, .1 > .I _; ,,,.. 

_I .!.: _I. _ :-,- : _,__ -“;::‘~ ” .,*, I, 1 ..c, “c”“‘“-“*,c~~’ *?i k>%% ..?. .. ix .,-, .‘-‘&>.j,:: h,.#~,. ‘I* I,.- ;. 

component has a beneficial effect on symfitoms beyond 48 hours, Therefore-’ - 
.I . . .- *.i. ‘- .^ 

after initial treatment with the combinati’d~~~ro;luct;‘~~~t~er i;G&?.“?“tit si;buih’~.‘h.~‘<~ 2. ‘I) _( .~__~ -. _” 

‘. .  .,,_ . ,b ,a . . ; .  i ,  .“. . , .  ,-, ,  y\- j* .  

be continued only with ‘the sulfonamide. 
I ! 

: 
,I ,. / .$ .’ 

,“,,/_ I’ ,c. ,i.c ,.. ‘.’ 
The way the labeling g;;&-xtion -“Yi;;d iti the r;otice:lndicatk~~~~~t--;.:,;; /. -‘. .< 

1 I_, .:: _ ‘2, -.: ;.,+:- ,.. ‘ ‘__ ‘. -.. ..A.., -‘:. +,: y :- : 
200 mg of phenazopyridine was’the prescription dose. Products containing ’ W. 

-’ 
’ - 

, ,_ _.h.,_ *~I-“( _I ,.., lesser amounts (e.g., lgo or 1g5 mg) ‘have been mail;‘&&~~~yp~~%,& *; “,” __ :i. .,.:.:,. -,.,$ -2~.,i i A”.‘,, 

recommended dosage is three times a day atter mc ‘” * ,“._ 42 ,. I‘_ . I _ , ,. ,,. .() - - : &.,~~, _ 



inside the package. 

FDA issued a Compliance Policy Guideon Ocfdber~~ !I986 (Ref. ‘3), /$%&d ’ “̂ S j” i,l r,! ..; ‘, .r .‘_ i: 1; \(( ,F”” ‘I,;- ‘1 ., ;.,;7 : : ^ 
on May 22, 1987 (Ref. 3), that addressed,urinary tract prep%&ions conta{ning ~’ _a ._ l”( 

FDA has a number of questions and issues that it pl&rs to’cbnsider $$eIn 
. . _j 

“’ _ ‘1 ._ .* “’ .” ._,. 
it evaluates phenazopyridine HCl for urinary tract analgesicjantiseptic ‘use as 

; :_, _... 
_,,^. (. f;.-, . .._ T ,:. ) ,‘- 



.  I  . i , .  v ;  I ,  _ 1  _  /  , \* . - .  I  / , ," ,  " \  . ,a . .  ~< .  . . ,  _  I  ‘_ , . . ,  .A- .  _ 'A '_  , ,  :ii *  ,  _  j I_  : I;,: 
7 . S h o u ld  th e  carc inogenes is  labe l ing  sta te m e n t b e  requ i red  to  a p p e a r  o n  

,, ,.,‘: 
,. ,, -  - , _ . _  b i r’,?  I _ _ . I. .I_  . 

th e  o u te r  p a c k a g e  labe l ing , o r  1s  it a d e q u a te  th a t it a p p e a r  ou iy  in  “a  p a c k a g e , ’ -’ ’ . 
. % 1  I * / ,i”_  .s>  /. ,:. .( /L  1 .. ._ , 1  _  a _  ,. l _u  .i ‘( , -i 

inser t?  . t 
“. ., ,.,,- ‘._ , ,I x : ,.‘,, k .$  (‘, , c  ,a ,  x . r .  : :  , :  L .  

8 . P rov ide  u p d a te d  sa fe ty d a ta  b & f& G  ihe  lit& % &  a n d  fro m  adverse  
^. .  

,.” I  ‘3~ .I” , ,  -i /?  *  ‘,.: , ,~  ,  ,” 

e v e n t repor ts fo r  th e  last 2 0  years , especia l ly  th o s e  adverse  e v e n ts,re p o r te d  .I _ ,; .i 
to  c o m p a n i e s  th a t marke t th e s e  p roduc ts.. 

,:.. .~ , ~ .’ i. “‘̂ ,” 
i.‘,‘., I _ , _ _ - _ : 

-.*., ,. ‘” 
‘r,-““, ;, ,c2 ”.7 ,*“i’ ;i,“:,.~ ., *^ .,I ; j_ . ‘ 

F D A  invi tes pa r ties  in te res te d  in  th e  i jTC”< ta iusLZo fthrs  rng red ren t to .::’ ” “’ *.. ‘““‘I -j’ ,_  _ ,: .“* . -$ ,*,,l.-l / .j, ‘, 
. . )^  _ .  

submi t the i r  answers  to  th e s e  q u e s tio n s  a n d  a n y  suppo r tin g  d a ta  to  th e  
i 

j ‘; . ..?  / <  ‘1  _ , i-‘-.,“i$“,r,( ,,, ( : ‘$  ,,,‘ ? ., _ ,.” :i* 1 )  .‘. k ./ I _ I 
D iv is ion o f Docke ts M a n a g e m e n t as  c o m m e n ts to  th is  n o t& k so ,,th a t.th $ ~ e i _ _  

I 
._  _  , , ., ,. 1 . _ . ‘ I, I ., > +  “\_  ,. ..: .‘- 

.-I _ .  ,,,/ L  ..’ 

in fo r m a tio n  w ill b e  publ ic ly  ava i lab le  w h e n “F‘D A  revi& %  X s‘X g red ien t~  ‘-’ 
\. 

‘, .i ,: I 
Adve rse  e v e n t repor ts shou ld  n o t i& l& e  n a m e s  or  te l e p h o n e  n u m b e r s . 

1 . : . . i 
: 1  _ I”,.j., _ ,_  ._  , ,. (.(,_  *. $  ““, a ,_  . 

F D A  is a lso  a w a r e  o f O T C  d r u g  p roduc ts th a t h a v e  b e e n  marke te d  as  ,,I_ , ^  _ _  1  I , ) W _  ,* > .-., t ” 8 ”. ,,&  ; (i/f / 1  
ur inary  ac id i fie rs  a n d  ur inary  alkal in izers.  A m m o n i u m  ,< h lor rd ,e  a n d  as$rb ic  ,. : ,_  .” ._ ._  ‘i “,,I.~ *.‘.,*“,, .: : _  :,“F ,;:$ ;e ,,; :’ ’ ” ; -~ . ;;.,:. 
ac id  h a v e  b e e n  u s e d  as  O T C  ur inar t.ad ia i fi~ r8 ,“a n d ’~ o ’~ ~ ~ ~ ~ lca rbona te  h a s  “’ “’ “’ * ’ ” j x , _ . ‘: :-,,‘y 



. , ,  1  i , i i_l . , .r l_ , / ,  ^  . I . .  _  (:(  ,<‘“,d,. ,,“,“” r.  , ,  ,a . : ,  
, ,  _  

I,:?” _I . ,  . ,  ,_  .  ,. i  i: 

* . ;  , -  , , ._ ._  j “,,,‘_; j _ . . ,  I  , i jXI  “. .+p+&<., -  I  _ -a (  “I I---, ,&,p” ,i‘l-.:-r 
i .  .  .  ,  1 .  ” ,  .  -“y -y’“-: ‘,;“.,,, 

: l l-. _,^‘_,” _.,” .  

_ ,  :  

vera  in  C a tegory  ljII’(fo r  .) vag ina  (advance  n o tice  

4 6 7 1 1  to  4 6 7 1 2 , (TTc lbbei  l3, L3 ) : y h e  
. 

m inor  bu rns , insect b i tes , a n d  o th ,e r : concl i tin s ~ i ~ ~ .w h icf;‘B ’w e t~d ress~ ;;g  {f a l o e  - ..I 
_ ..G  _  : ‘*, -.“. _ , ., .>  .-,. _  ,, :..i .’ 2-k  .,. ’ c ;._ ,.,1  _ j -  ,, i a ”” ,.~  i, _  ̂  j .\(^  . j ” +  

vera  is u s e d  h a s  b e e n  w idely  repor te d  a n d  h a n d e d  d o w n  fro m  g e n e r a tio n ’ to  
_ . ..,i 

I, .I . . .‘” I “?  .’ : , / c^ .-,\ ,I _ / I “- ” 1 ”, .I ,. ;e , 
g e n e r a tio n . F D A  w ith d r e w  th is  .@ J P R M ? n th e  Fideri t  j& & & r o f February  ’ -’ 

I1 1  ,i!‘ ; 6 ”. ‘_  
. . . . _ , _ , ‘J .;..a  ,... . j ‘- .f: :_ _ , ‘; “:.‘” :,_  + -, 

3 ,1 9 9 4  (59  F R  5i .?$6),  b e c a u s e  r e c o m m e n & d  ]abe l i ng  in’o i & o n s  a n d  i :$ ; _ .,_ -  ^  _ _  ,- .-,..,-,. _ ,,. _  ,- I” ,_ ^  
i ng red ien ts u s e d  fo r  m inor  irrita tio n , “itch i n g , ‘or  s o & % & $  a r e n o t u n i q u e  to  th e  

.-. ,I_  ” / ..:*,a  i a j _ > ~  i ,,‘, rx **. “A  .,& ;‘& : ..% L .; .a .“_  x A ., * X llh*_l,“i %  ._ ., ‘,^  
i (, ,,” ; ‘-: .i:.q :, y I ” j_  ,“:, .> ,,,‘r$  ‘.,,T +  ;-“* ? I h & a  “,F,‘ _  ;-.“;..:;,h ;‘, ‘$ ;;..” :, _ .” : :,-.* ,r:,‘ ._  ,“‘._ ‘I ,_  -,, i vag ina l  a r e a  a n d  a re  a l ready  b ’e i n g ~ & $ s i d e r e d  in  o the r  C)T :%  d r u g  ru Ie m a k & g s  

_ .d f. c,,.: ,.C X .,“>  _ _ _ ,_ _  +  ,,., ~  l;“I;..,y .;::. ,> .: .-A ’;‘ 1  :- -’ 



.i 

“’ , I- 1; _I _.,, _ zc ; Ci” I -, . I ._ 
external analgesic drug products. At this time, FDA “inviYes.any 

__ 1”:..-:, ,_,^ ..,. % I I 
int‘erested 

.‘ ~. ‘1. -.’ 
parties to submit data or information on the” use_,of~ureaL<s an external * _ I * analgesicU . . . ~. .” >” -” p&i,? *J;r&&,~&;;, &a*;&,#+ -_- ,_ r _,,, ,; _. i ,^ .; 
drug product or for any other OT’~dru~ use. I 

j 
:- 

E. Wrinkle Remover Prodticts‘ 

Whether a wrinkle remover 

cosmetic depends on the claims 
;  ‘j&4; :$or *‘~ : ; : :  , ; .  _ -PC p:‘, .  a-.’ :  ,~;+~;.i‘“.~“..~ IZ x  ‘I ._ 

regulation of cosm’etics is cdv;r&;3”iyil ,CFR rai-t.~~~~~.“i~anu‘facturers of t’ 

b 

‘“, 
i ,_ :,,~ .  “; 

ese 

, , . ,  
.p .-.,,  i , : , .  t-. .x  _ .:^:.-I _...  

products should examine their libeling ‘for the& products and to’ detern$,ne’ ’ ’ L( : i 
..‘-, I .  +: ,““. -l‘ 

if the products products should.bk submuted‘to the OTC”: drug*review for i- 
“c:. .” 

., ; ~, ,:. 8 
___ .s.-> .-: ,,). ?. ‘</“_ -,,.$ .i.. ,,, .: 

evaluation. Manufacturers should ldetermine if the.ingredients Ei those 
,,,:{*,,+** ::,i ,~ : ._^ ” r”:,‘““, - ) ,:, 

, -: i .’ :- x /. ;:,: ,, _ -. ,,,- ,; ‘.l_l (T* _, “I” ,“..I a<. ̂ _ b ‘. ” products affect the structure of the skin in some physioIogica1 way and, t h us, _j I - _i ,*, _ *” _.. .-, ,.‘~ a. ~. , 6 - .” ,._ ‘*>;?_*” , ,,.I ), . ,, “. . . . _#I ,I A,? ?.~..,~.A$* ;* i s”,a ‘,.,_’ ,+s ,: ‘.Li ). should be submitf&d for r&vie+ a; dr& ingredientss.~ct~o~rji.(s~~-~~~tib;; j.,: .,.:,i :“ ‘-,I’, j :_ ‘,, : 



I. I .;” .L :~q&::.j .::,. .,,_ :: 

[lubricant plus nonoxynoi-91 or as a lubricant. wit~,,~onxyndl-9:‘These ; ,, : ,’ ./ . i* -:- >,* *  I’ ” :__ _,- ,_ :- ‘, . :/“:” “;.: : ,. .>$ ^ _ : .I 
products have clajms’that state “sperm icide, nonoxynol-4, -$u! safe water- 

,,:,.,, .~ _;_ ; r . _ :, ,. 
soluble personal lubrication, feels.natura) and heips enhance sexual pie&& 1. ,.- $ .; ,._ ,( ’ ,,I -- . . .. ,. , ,” x :L \_/,%~ >.,..t:‘~ ,, 1,::‘. 
lubricating protection against’unpl~~nea’pregnancy,“~ahd,”enhances sexual 

.:” I.: -, *_ ,: ,.; 
: ‘_ : .: : 1.” “~C -i ,’ ,., ,, (1 eI’“:.“‘.’ “: __.v “&‘” : i~i ,, _(. ,+j.,i. ‘“6 ,“ ‘Y./:* \ ,, “( ), j , .* *< __ / 

:  :  

purposes that is.used.to’lubricate a body orifice to facilitate entry of a ’ ” ._ .” ./ ,~,. .,, __“,,_ ~ . . “, . I_ . . j^,_ __I ./.,,,- I 



._- . ,_< ~, Ij( ,z,r, I, ‘<>“, :, .: ” & -_ : ‘WC> .” i \ 
previously, FDA invites the subm+$n of-data to supportthedrug cla@sas 

‘_ .‘)” . i.., ,: ,: 
’ : I ,r ,_;. .I ,: 7 

part of this call for data. . “‘.- ” .’ ^. 
,_ ,_,.,  ^/_‘( . I  I  + _.I ,,‘, ;’ ;j., ‘- I  /  ’ 

. -;: ^, ‘- I, ,;y;^i ::: .; p, :, .i,’ :,,a ;; I$.’ ‘:. / j 
;“,.“.I; I._ . ,. ,-,:.A - *- 

Products marketed as a vagin&moist’u&er have .$$-ns+such as 
_ ,,+ ,4;:. .Y -: ,‘/ .: ” : 

,:” ,:I” ; 
j:‘ ; ; ,I. _ -, , ,~ I 

“replenishes your natural moisture for .days at a time,” “with regular use, ,- ~_. ? : ? “i Fz”.. “: t, :; 1 i. .> .-\-. *‘ -8-b.” ” ‘“,, .^ __ : ““TN ,“i ,.I, ~,+~,‘q\~~ *<“‘-,‘-‘: 1;. i,* _‘-.‘j 
provides continuous ‘vaginal ‘mo&ure’for most women,” and “safe imm$-&ate 

i _(, ,: ;? “, :, .A 

‘. ” -- I ,~,,. ,I‘.~-c,. : -“r-T *:““\,-‘:“,, ,, _~ ,. /(A ‘<,i _ “?J,..“. I .‘i,, ‘.~~,yi:~.‘?^~; ,::,:.< ‘I “_ ; ,\,:,.a..i ., ,. ._ /. ^ _.. .‘ j / 
relief of vaginal dryness.” 

._ “..‘! .^ ..- . 
FDA ah+ considersS these to bedrug&im~s because 

i . _ - 
^ .___.,. / “_ ;__,_ ~..,“~~~‘i~ “2. L d‘Sl~%“>~ j*-, ‘.^ * / : ..: .““,. ,~ )_” 1”_ +.~ i i. __ . ‘ ‘̂  

i- ‘Y 
they discuss affecting the structure or function of the,hoidy and, in some (+sYs;‘~ ” I’ /. _ *‘,.. 

1 , . 
for data. FDA does not consicIer these uses of lubric&ts~or vaginai moist$+GG 

.I_ j, ) .,c 
-5, _ /-. I \.. +,.,*,>.i-T, iil..L*,.*,..‘~“~ ,j 

to be cosmetic claims because they do not relate tb,“c.~~~sing,‘beautifyin~, . 

products in categories not previdusiy reviewed or that cqntain ingredientdnot ,, ., ,., _,.* ,, ./. .,*,a’ ;,A,‘-( -” -_ 



Drawing salves (e&ding produdfs‘l~bkled .. 
for the tiea‘tmdiit of boils in 2t CFR 
310.531) --in&d& products labeled for ” 
the drawing or 
or similar items 

removal of splinters, slivers, 

Ergot fluid‘dxtracf, ‘rchthammol, jbniper’tai “’ 
(oil of cade), magnesium’siif%te, pine tar,: 
rosin, rosin cerate. suffiir -’ ~.” “. 

’ “~~‘~‘Fo~?%lms,~baths, and creams (excluding 
topical antifungal acii%‘%$edients in’27 1 
CFH 310 545(a)(22) and 333,210) 
--includiri~g~cfaims~for retievfng foot muscte 

, strains and soreness from working out 
Amy1 salicylate, benzalkonium chloride, 

tientoceine, cajeput oil, carbolic acrd, dt- ’ 
isobutyl phenoxy ethoxy’eihytdimethyl ’ ’ 

x benzyl ammonium chloride, essential oils,* 
formalin, glyceiirr mon’iist‘eara~&,‘8-1“” *I -.’ 
hydroxyquinoline,. ibdi~~d’6i;tanidaf‘oil; -’ 
iron sulfate, tsopropyl alco~CII,‘-lan~ljlin,“fith-” 
ium chloride, m~~nesicirii’sulf~tite;‘m*eth^yl 
salicylate, natural pine needte‘oif; “d’ben- 
zyl-p-chlorophenol, oil of eucalyptus, oil 
of peppermtnt, oil of thyme, potassium io- 
dide, propylene gtycoi, sodium bicailion- 
ate, sodium ctiroride, sodium 
hypochloride; sodium lau$ sulfate, so-’ .: 
dium sesquicarbonatd, sodium sdlfaie,:,“̂  
talc, tragacanth mucilage, trisodium’phoi- 
phate, water sblubie chtorophyllins, witch 
hazel, zinc oxide I’ 

Impotency cures 
Yohimbine, yohimbine hydrochloride 

Impregnated body %raps for weight reduction 
: Amino acids,~colfagen. magnesium’“sulfaie “’ 

Lubric%fs and vag’inat‘ moisturizers - ,“: 
Benzoic acid, carbomei 934P, carbopol 

940, dtitorhexidini gjucon&?, gfucono 
delta lactone,~gfycefin,‘hyckogenated~ 
palm oil glyceride, h)droxyethylceliut%e, 
mineral oil, natiosol 250H, nonoxynol-9, 
potycarbophil, polysorbate 66. poly- 
ethylene glycol 30O,‘polyquaternium, pro- . . ~. pylene glycol, sodium hydroxide, sorbic 

~acid, sorbitol 
-, 

Medicated bath preparations 
‘_ Acetylated lanolin, alkyd aryf potyether al&- 

hol, benzophenone-3, colloidal sulfur, c& ’ 
tonseed oil, d;-Loij;opyr’skt~~-, “~__a 

, ,, _, drometiizole~ “iron sulfate; i’sopiopyl my&- ” 
late; fsopmpyl $kKit~t$ isbstearic acid,” 
lanolin alcohols extract; lanolin “oil: fiquid “’ 
petrolatum, lithium chloride;‘magnesium ” 
sulfate, min’ei~l~~~iiarurdl’and essential 
oils, nonoxynol-5;~o&xyriol:S, PE’G-? 
ditaurate, PEG-8 diofeato PEG-60 Sort% 
tan peroleate, PEG-iOd.difaurate, Peru 

,., balsam, PPG-IJ,ptKi needt’e’bil, pot%- 
‘~u*fi&@;‘~(&jtl efhei &.fh-2, so&~ 
bicarbonate, sodium carbonate, sodium’ ’ 
chloride, sodium hyposuif&e, sodium ‘fau- _(; j”,__x 

: ryl sulfate~‘%%im sesquicarbonate, so- I 
‘. dium sul~a~~;f’~~~~ilJate, vitamin E, ’ 

water’sofuble chioro$~tfirns’ 
Nasal moisturizers‘ 

Glycerin, buffered isotonic saline solution, * . .,s. . .,_L,> U”.,l “, 
buffer solutron, tsotontc sakini solution, ‘” 
normal saline, sodturn chloride,‘.sdne 

,, ,,- 

” 

,.- “” 
., 

phbsphate 
Nonantimicrobial skinwound cleansers:(pie- ’ ” --“i&s,y ljsie(j a$ “&g$i;~S”~~~ . 1.. 

Tincture of Green 
pofbxamei 188’” 

Soap, phenol sodium, 

Prickly heat products _ . “” 
‘r-2 Aluminum hydroxide gel, zinc carbonate; 

zinc oxide 
, 

skn?.bGtekta‘tiybTif$r ij;aid 1 Ij ̂ ^.* .^..j,” .,/ _~_ _*, il i ._ _ .l 

Beta-hydroxyquinolone, eugenol. pyroxylin 
solution , i..” _,l,__. 

U%th^r;?l’creams for males ‘1 : 
3. ,“. 

Urinary acidifie%’ 
b._ -_ ’ “’ , ;,_,, 

Ammonfum chloride”; ascorbic acid 
Urinary’atkalin&rs “* 

L ^” “- _.‘, ‘. 

Sodium bicarbonate 
Urinaiy‘anrilg~s~~~~~~~e~!jc~ / 

af 

i 
,~ 

” I 

/ L,_,)< 

*  
p 

i. 

;” 
/. (. 

I., 

., \ i 

1 _ -,:.. . 

z 

_ , I  



Benzoic acid, methenamine, methylene 
-‘--* .‘.“;:%e, phknazopytidrne. phenazofiyridine 

,-, ..,, d(‘. HCI, salicylamide,~sodium salicyfate 
I 

Wet dressings (excluding astringent acttve in- 
gredieiitiin 21 CFB3’1-ti6r545(a)(18)(ii) and’ “’ 
347Tis) 

. . ,.” i . . . 

Aloevera, calcium Ijolysulfide, calciu”m ” 
“ttiiij5uifati’dx);quinoline sulfate, s’odiuin -’ 
oidoionate 

‘ 

Categories That 

chloride solution L 
._” 

Wrinkle iem%&‘ - ^ 
.:, ^.i,i .” _ ,i’ t ., .r .; : 

_’ Alptie hydtixyacids’ 
I a, 

Alpha-hydroxycaprylic acid, alpha- 
hydrdxyoctanoic acid, alp‘tia- 
hydroxyethandic.acid and ammonium 
alpha-hydroxyetnanoate, alpha hydoxy 
and botanical complex, glycolic acid, 
gfycolio a&f and ammonium glycolate, _,, 

~‘gfycomer in crosslinked”fatty bcidsatpha -.’ 
nutrium, hydroxycapryfic acid, L-alphahy-.“’ ‘- *. 
dr6xy acid, lactic acid, mixed fruit acid,. 
sugar cane extract, m-alpha hydroxy fruit,‘ 
acids, triple fruit acid 

Bet&-$droxj;.acids~ 
i . 

Beta hydroxybutanoic acid, salicylic acid’, 
trethocanic acid, iiof% acid 

Alpha and beta hydroxy acids 
Citric acid,‘malic ‘acid 
&her ingredients 

j.I :, 

. !  

i. , .  .  .  

(1” ,  

Will Not 

Egg atbumin,‘niagnesium alumfnum silicate, 
protein, sodium sii”icaie- 

a 

r From ,a chemist’s perspective, based on its 
chemrcal sfruZfure;* salicylrc acid is nof a%& ’ 
beta’hydroxy Scid. However, cosmetic comba 
nies often refer 10 this in 

9 
redient as a beta hy- 

droxy acid. Consequent y, 
think of it as one as well. 

many consumers 

‘ ” . ,^ ,_ 

Be Reviewed 
.., . 

electrolyte replacement products intended to treat “diarrhea are regulated “ks” _( - ‘.’ 



include a spray-on dressing that does not contain a drug &o&$‘on&t and’!a - . “: I y .:. ,S” I_ j ‘* 1, : ,. . 



IV. Request-for I&&I ,abd Inf&natidti ” ^I % _,, . , ,( i . 1 1; , 
. . . I, $7:. or- ‘.:I.,, , r.*.- 

FDA invites the submission of data, ‘published” and unpublished; and other ” 
I 
“’ .” 

.- 
,’ 

j ‘. ,_SIj :/, > I *.-, c 0 .: _I,” ..,. x .I \ 
information, pertinent to’all active ingredients in these and-other eligibl$ ,., .:’ ” .’ 

(. 
unreviewed OTC drug categories (see section II‘of this document): fntere~ted“‘ _ ” - “” I ‘I es,., . ” ..i* ,,, ,: ‘,,P ,,.. ” :,. . ,,<X,~<.’ :, *. :1”’ ,.“~>“:~:;;,; ^‘ 1 “,-$ y:+ ;; : : ; ,* ̂  
persons should include any consumer comprehension data relating to.thk OT6 _ - I_,Ij.. I~ ,:>, .* . . _.,, _, ,‘j :_ ,‘.‘I-‘. _“-.,w.-” e” ,,/^. ,./ 
use ,of drug prod&s containing these in~r~aie”~‘ts’.‘=~hese data tin-d information’ 

, ,i_. ..,I I 
._ .“., . “n, _” ,‘.‘ ,‘ ,_ w ,, I ‘,% ,,_ ,-, ,,i _’ ,) ,,c.-.,,,:\ ;, ,*.>r,.:.. .-I ,&.&. :,:i. *:-,, .“__ 

0 Facilitate FDA’s review and aid in its determinati”on of whether the& ’ :- ~. 3:_, ,“. ~‘ I ,..,, _ _- *_ .-i’ .’ ;_, ,_’ :, *,- >” .x; 1; “, .+y;:‘;*;;.,:,,, -:;, :, I I_ __.,” I 1 *: c ,,,k!.-. ,~,;-;:& ; :-:,,;~“,“. : 
OTC drugs for human use aregenerally recognized as safeand effective’and~, 

, _ 

_ ,.’ , /” 

not misbranded under th~eir recommended’ conditions -ofuse, and .. 1 :; I .‘_._ I i- L. . i > *,*. 
,: 

0 Provide all interested persons an opportunity to p~esent’for‘consia~ration i..-‘~ ..,x ,_, .,- . ,r, ” .. r ..S>/‘, / . _( _“__ _ I, .,.:::: * --‘:.: :.t :,: :g ‘$,, I I”,< _ i I .-“I’,~~~~“i:J~:*~ “-“:‘: ~:.-“::(. :“j ~ “: .^_)~ 
the best data and information $vailable,.toi support the~stated claims~for these /_: _ ,L, /. * 
products. Any relevant data and information on these drug products.that/may ’ 

data notices should be updated and resubmitted to,faciIi&eFDA’s revie$ of 

these products. : ; 
: ‘~,:~..~,+ ; : 

FDA also requests manufacturers’to’identify other’ OTC drug products that 
,_I :__> _,.: 

_ . \ _. ., ._ ,. .,, “s*“” “_,. .\ , -,.j ,_ ,*,, * .n -* -., ,; 
.“. VI l.*, , .%_ ,. ) ,i 1, .* : ..,( &- (, .I\ ,,‘, :, 2 .~‘< ., *_., * 

still need to be revIewed to determine~ifthey are GI?A$/lZ f;ir’@$c u?e:“‘Fgr ~4, - ,‘ ,,t”‘:.‘:.‘,-,;‘L ..:- 
i>‘.V nl,“il,*s<, .,,i:-” 

OTC drug products that shouldhave been submitted for{~iev&$Ybut for~,+ich 

( ~,:.- *” ;.. 
-. ‘. 



review began in 1972 and to OTC drugs without any U.Sy marketing 
1 -i. ..;, 0 /“‘ -“~ 

: __ B ” ,, ._ I I ‘,-.‘L.i’f,’ _( _), ‘I__, ” ‘: .-~~,~~i”.!;~i;:,~ ;~‘::-&,L 
experience. This notice is, not intended -to ‘apply to ingredients covered’by ‘the -.i.vime”y. *;w ,3^.L <,. ; ?,,*a * $vv ..-‘I. _ 

additional criteria and procedures identified in, that rule: i + . I/ ,,” _.-I _ ,* 2 
. ,‘;_“. ) .“. v * ,__ / -2:. i g .~ ,,r _. ‘> . ..“.!’ ;y’:- 

This notice also ‘doesnot, apply to new chemical enities that have r&t ’ II . e,.*.. p”lu, il” 3, “:~ ‘~,.i _, _2. ” .‘.:,,. I>,.._,~ I. ‘I ‘_’ ’ “!;!:“<~p -“.L,~‘~,jfl. @ .. ‘!’ /,*, ., .,<,_, ,, _ 
previously been marketed for OTC use, regardless of the claims: These : “““‘I 

‘. .‘., . ,( 
I”’ ._ 

part 314. 

Manufacturers submitting data and information in response to this call for . 
. . ,.- ‘. j s._,“._+ ^” -_- .“_ “i ;_ .;;\ :. _‘ * ;; 

data should include any information (e.g., information showing, when the ^I’.’ .’ ” -” . :, ” ,.>z.. . ,; ,_, _* “( ,c.‘~: \: ,_ ;j( ,. ~ ,“, x_ ~I ;. , _.“. P,,,_ “., .“_jl --:-j+: “̂ “,3^” _il/~, ~. ^, 1:..... ..; _ J, : _*; & ‘_ 
product was first marketed &the United States) rel.ating ‘to’ the~regulatory “‘“~ ‘- 40 ree ,.V>“>,, Jil ,/;4, ” ,iir ,,*. / .,.%, ,. x ,. * ,; . : _;, .>\ ,.r 

status of their product under the general regulatory _,. ,_).s .” 
next section of this document. If such~inforrnation -, ,,. __ i-, 
to be inadequate, such products may be’at risk of-regulatory’action by FDA. \,. ,1. ).” ,, -- 1 ~:. : ,s ._ j., _,. /. ,- * ,-, I*.-;, a,.. ,<, . , ,._* .,* lj ,.‘; 
V. General Regulatoky Policy 
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on May 11, 1972, the product -or similarly formulate~d and labeied products ,- _._, , Ir.,dI,s _ .,,‘ ,_I ,.p*sr, ,. _,>_ _I-_. .b 4 ,. j’ _ : ‘Ia&‘l‘ *i, *;a A., I-L’e*,‘-ri:~-.i -j, . . -_ ), 
,‘!I ., . <_, “““:“ ~I ,, : 

had to be marketed as OTC drugs’% theinceptron of the OTC drug .revie$, II ” ._ ^ - . - i j ., . .:. ;.< ,a*, >; -. : <) ;;,A, 7..~~y.~ ’ ,; : 
which date was later extended to, on or before December 4, igS5,,.-.~~~scription ./. ,., ,, .._i.. .“l’.yl’T*. c‘ex*I... j i 

: \ ,/ “i,<.” _- ,‘:” ‘I: ,/,_) _./ li” .~i- 
drug products were also eligible for the-review, as~longas?h&y contnrued to “. ‘ )/, :, .” , 
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1. The product or s imilarly  formulated and labeled produ&.s’were 
j .a., :i. / :,. ._ 

. “1, 
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marketed as QTC drugs at the in@ % on of‘the 6TC drug review on May ‘“i’i, i, ^.. 
1972, a date that was later exte,n&d# to on or b,efore December 4,‘i9^75 (see pi et\: L. .$, , ,~, . . ..A*. ‘N. j(.*._ ., ., .“?.““̂  . .<.%d. _P,; .I,,” 

‘,. * i. 
§ 330.13). 
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drug within the meaning of sect ion, 563(b) of the, ac~t-(ii% .SYC. $53(b)):‘ “i ” 
:_ 

’ 

4. The product is  an c )TC drug and does not bear c la&rG for ser ious  disease I IIj_ _. ” I / _) :.:>. ” is , *x  <zr- l.l*, “” ‘L;+ 
conditions  that reguire the attention and supervis ion ofa’licensed practitioner. 

_,: . : ., .,. .*J ” ,,._ .~L ‘).. ‘ix - . . . *j ,,. ,. ,~.,. . .x__. :,, .:. *,.“& ,- _,( ,, -‘, ; _- (.’ 
To be considered in this  review, eight’copies ’of the’ data and information 

. .“.+&‘~.t~:, .l’ll:‘,a 
must be submitted, preferably bound, indexed,’ and on’ s ta;;dafas~~~~,,~ap’~r’~..i .‘-, :’ ~‘I 

,> C,” .( _” .,/- ., . 2’ r. 
_’ _’ ‘., ‘“, :; , ,,, . -  :, j*.. ,_ 

(approximately  8$ by 11 inches). ‘FDA suggests‘ihat all submis s ions  be in the I . , ,.,- ,, ,, . .._ .“. ._ .” ,*.. , ” ,..j _ .-,“.l +. ;r:,*p, i_ II I, I” 
format descr ibed in $ s$O.ld(&)(i). ‘.’ h- ” ‘. ” _ 

_(,,. .,” . ., I .” j,,’ 1’ *: 
In accordances with 5 330.1O(a)(2),*FDA W ill handle all submitted data and. ,j. (.. <., .,S,.” __(. w/i ;~ -* 7’ ~‘:‘i-,L’,:.“-~r ‘)“‘- I: .: -:‘p, _’ ,,, . 

docket in response to this  notice and the ans%ers to the questions‘and ‘s$$fic “’ . I- .. j, ‘ ._- I_: 
information requested on phenazopyridine HCI in section 11%  of this  

/ 
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document. FDA wants t.he answers to the questions and the specific  
., .I., ;[.::.,; “y  ,(L .:: 

‘i’ ___>. r i. .- :_, ‘. ,t ;‘,. ., : 
information on phenazopyridine I$.21 to be public ly  available when it reviews  -_ ., “I :,. I ,,. I_ , 1 (  I ,-,’ ‘~, ,. 
this  ingredient so that all interes ted parties ’&11 have access .to this  information _~._ ,~_,*) I”., i ..( 
and be able to partic ipate fully  in’the deliberations , However, -FDA‘wil‘l’ put’ “. ‘~ _. ;;, -  Q  

.’ . 

all submitted ,data,>and infor,mation on.public  display  in the Div is ion of D:ockets ’ i ., ,.r -‘.. ,, t .- ^., ‘, ‘)‘ ,,, 1 .ii .,,,_ ‘: ’ a... 5’ -<. 
Management (see ADl$ESSE$) 30 days after~publi{ation of any proposed r$es ., ,,” , ,: _ :;1 l‘, _I, 

.q- 
I j, j* .,, : 

resulting from the review of the submitted material,” exce$ to the extent that / _. “. 1 ‘.I’ -I^ I) I::;+ .* L’l,rsp ;q;* ia -.,’ ,, / ‘. ._., \ % * -‘< ,i <” ‘,“b# i’( t * ” ‘it’. ,qpf.,~*F 
the person submitting it demonstrates’that it falls  v v ithin the &nfidentialrty ”“’ ” ‘“’ ., ,,.>, ,., ..: _” ,,_ I ; 
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