


Executive Summary 

nd The Cosmetics T~i~et~~ an 
fition (‘~~ndust~ ~~a~jti~n”) is 

of monograph development for ait topical ant~m~~r~b~al pr~ducts~ 
9 the SDNCTFA tndustty Coalition et in a feedback m~etjng wit 

the Agency, specifically members of the OTC Drug and Anti-l ctive Divisions, to 
discuss product efficacy testing for antiseptic drug t meetjng several 

ons were raised by Industry, and some agre ents were reached. On ~ec~~b~r 
1999, the ~ndust~ Coalition sent a letter to the Ager 

cbpy of that letter is attached (Vol. I + Tab 5). 

of this petition Is to provide t 
on testing, intruding time kill ki 

elects of neutra~~~at~~n on surrogate endpoint testing. 

sy outlining those agreements~ 

ufts of a study on the 

e ~nf~rrnat~~n contained i this s~~~ss~~n supports the fol 

l(n vi&o time kill kinetic tests are appropriate for finished product testing and 
are designed to rovide data on the rate-of-kill of antimicrobial furmulations 
against selected representative microorganisms. 

* lmmediat:e and complete neutrafizafion of the active ingredient at all test time 
points is necessary in order to provide accurate evaluation of the test material. 

e are also providi ency with a copy of the C~alit~Qn’s Se 
upport of the following points: 

imum lnhibitu~ concentration (BACK testing is used to d~t~~i~~ the 
timicrobial activity of the active ingredient only and should not 

be part of the final ruleamaking for finished products. 

0 In vAm test methods s ould address the attributes for the product under 
conditions that simulate use situation(s). 

(I Use of ASTM procedures ensures that periodic, peer review of the methods 
will maintain their validity, currency, and reproduc~b~lity~ 


