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M. Clanfymg Comments on Clalms for A

” Use of the‘

R g B

ntlglngl‘;ltlS/Antlp

[ .
5

helps [select one of the following: 'control ' ’reduce or preve [sefect :\\ -
one or moredf the followmg ’[bullet] gmg1V1t1s ¥ '[T)uﬁet] gmglvms an early
form of gum dlsease or ’fbullet] bleedmg 2ums'1 e

Simply put, control, reduce and prevent have dlfferent meanmgs
+ Control: restrain, contain e L , S e e s
*  Reduce: diminish, decrease o "
+  Prevent: block, hmder o

Since the Subcommlttee concluded that these Verbs accurately deﬁned  the effects o

of the intended uses of antigingivitis products compames ‘iéh”‘dnrd“ﬁé‘”a e to use

any otie or riore of these verbs depending on the intended use of tHeifpfoducts .

1sclalmer fqr the
Antigingivitis Clalm Joriae

In 356. 65(b)(3) the Subcommlttee recommends the followmg clalms for all
antigingivitis/ antlplaque products

plaque that leads to [select one or more of the followmg' '[bullet] ginglvms

'[bullet] gmglVltls an early form of gum dlsease or ’[bullet] bleedlng ’
gums'] W ) o = ) ; e

While the same pomt in relatlon to the use of the selectlon of verbs 1s’re1evant/:‘ o

e 2T B Kot B, ¢ PR T FA wstonlfs, piterded S i e o4

here, and therefore is mad yreference to the prev1ous Vsectlon aysecond equally
relevant point is 1mportant to conszder in reIatlon to th1s claim.

The plaque claim in proposed Sectlon 356 65(b)(3) is only mtended to be uSed On S
products that are classified as ant1gmg1v1t1s/ant1pIaque drug products Su‘if.{

Rt

products would always bear the antigingivitis claim i in proposed Sectlon ‘ R
356.65()(1): S ey v

...helps [select one of the followmg contro , reduce or prevent'] [select
one or more,‘of the follovvlng "'[buliet] gmglvms ' '[bullet] gmg1v1t1s an e'arly

C s g

" form of g gum dlsease orhw’[buliet] bleedmg gums'] L




£

/ ThlS means that an ant1g1ng1v1t1s/ant1p aqu
clalms ' o

,,,l ZZ“‘v'uiu

Helps prevent g1ng1v1t1s an early form of gum disease

. regulat1on a spec1ﬁc ant1g1ng1V1t1s clalrn ther ca
mention of plaque is in the context of a dru :

Slmllarly, as pomted out in the jc Jomt task group s comments a product maklng a

SR s e
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* Helps remove plaque that leads to g1ng1v1t1s an early form of gum dlsease

costetic claim for plaque with no d rug cla1ms per se Would be quahf ed asa

cosmetlc through the totahty of 1ts labehng

Hence, we recommend that FDA permlt the s1mple use 1

it o SSURZE G, fuke

plaque” (or "reduces plague™ or ' "prevents plaque or any combination of verbs

with “plaque”) without the quahﬁer of gmgmtls or blee‘dmg gums oh those ’drug ”
drug\ cla1m ’ ‘

products beanng the requlred labehng for an anti gmglvms

In conclusion, We subm1t these comments by way Vof shanng our p rspectwe on
" aspects of the development of a Fmal Monograph on OTC ant igm

products.
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