
The fol!owing recpmrnendatioris.are’made.~p c@fy the’C&i ‘C&e Djvis& otCPPW;s’ - 
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We recommend FDA man&in the*approach’to‘final formulation testing proposed in i.. : j ( ,: ,l,d>‘” :&i _ a: * 2: r;~,$“pp -i *<:“ r *;: 2 
the ANPR, which is d&@&d “to” hdp en%.& the quality of generic products ! ’ 
containing monograph OTC ingredients, since&s quality&&&e regulatory model 
has been used success@@ for antic&es products and since, the, methods’$the,$ 
vitro and ex vivo tests appear straightforward for’inter-labofatoji’apphcat~bns. ’ ’ / ^, __._ ._I, *s__,- ,,,. j ,j.,;. “.‘-“a>‘$’ -* .: $~i&g:“tcs... . I i +;i ,: _^ #% e “: j. “” : j:;.-i”, j 
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We support the use of USP.@ference standards. for final for&t&ion testing”and ’ C.‘“, :.,, i,& *,,,,a i 
clinical development of antlgin~ivitis/~~~~l~~~‘~~~ducts and recor%end that FDA I ‘,I _~ “,,* I_ “r 02” ;*“‘,.-‘“,;‘“X”.~~~~” L. ii >i‘> -I’ ? , ~ “,.‘4:,*..t!b, L.:,,,“?. s :,_, d:v#&.j; ‘I ‘i., *. 
coordinate with USP to estabfsh antrgmgrvrtrs/antlplaque reference standard “* .~la‘~.“Y*i?.lr.iSun,,‘i.;..r.,l~”~.~~~~~ 1” , . . i\_ le. I, 1 
formulations. We note that a similar approsch’wassuccessfully implemented for ,&; *‘J..-.‘, d,&‘,L /, ,,.., ;:I I. s i ,%I, b ,“” 
fhtohhedenti”h.xe formulatrons as part of the finalization of the anti&rie& &ono&aph 
and has proven itself as an:ieffective means to ensure quality by &al’forr$u&$on 
testing of monograph ingredients. .,i (I. % I: & ,,“l > ,(‘, i ,;~;- j :;;_,_ 
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We conclude that, to be consistent with the e~i~ting~regulat&ns including the recently 
promulgated mater+1 time and e~t,“;tlr, &e, the combinati~~spt’opdsed by the ” 
Subcommitteeshould not bepermrtted atIhist&e ‘m the GTC ‘antigingiv~$~ i: , 1:’ : ~-4: * ! i dr L.‘.,i”” a$,% 3 ‘z+- .., -.-... , ,. antiplaque nilemaking as proposed “Category I GRAS/E combmatrons, ,ssnce, there% *“f __.,,_ )( . .; ; I ,. 
an absence of submitted data on~‘~significant humti.e%perrence durmg marketingi’ ,~. _” I. .I, ., 
which is a criterion of the definit&n of safety under&e OlI’C Review. ’ ’ ‘ _,( ,..S~_> d I .,: ^, !:<,‘I : /: “.,CY. ,i i, i ̂ ,, $ :, : ” I L * i : ::, / t.*Ji. 
W ith respect to claims, we mcommend that ,PD,A should p&r& the use of any or ali 
of the three verbs (i.e., control, reduces, prevents) in~l;tr~pb~ed~.Sedtion’j5~.g5ib)(l)’ 
for antigingivit<s.products and in proposed Sec&n356~65(b)(3) for 
antigingivitis/antiplaque products andJ,antiplaque cIam&~ ““‘*‘-” “I j.- _ 
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Also with respect to claims, we-recommend that PD:;iz should permit the,~{s$ofthe” I . . ” ..“il$ L _ I/ __ 
simple phrase “controls plaque” (or *“reduces p&que” or “prevents plaque” -1 oi’any ” 

’ i 

combination of the verbs with the word”“plaque) on those ‘products required to make “-’ antigingivitis &ims, since thetotahty’of the l&ehmg of such products clear y denotes IT: [“*.<:-: ‘7%: -. 
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the intended use of the product as a drug, thereby lea&-$ no question as (6 the nature of its antiijlaque activity* ~’ ‘ -“. .‘. . ’ 1 
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