
1 November 2002 

Dockets Management Branch 
Food and Drug Administration 
Department of Health and Human Services 
Attention: Jennie Butler 
5630 Fishers Lane 
HFA-305, Room 1061 
Rockville, Maryland 20852 

Re: Docket Number 75N- 183H/CP 3 - Supplemental P efition Supporting 
April 6, 2000 Cifizen Pefifion fo Requesf FDA Find Benzalkonium 
Chloride (0. I 7%-O. 13%) is Generally Recognized as Safe and Effective 
as Defined by fhe Tenfafive final Monograph for Health-Care 
Antiseptic Drug Products 

Dear Ms. Butler: 

On April 6, 2000 the undersigned Company submitted a petition 
requesting that FDA find benzalkonium chloride (0.1 l%-0.13%) is generally 
recognized as safe and effective under the Tentative Final Monograph for 
health-care antiseptic drug products. In this supplemental petition, 
International Laboratory Technology Corporation (ILTC) is submitting 
additional testing data from Bioscience Laboratories, Inc. as requested by 
Tia Frazier in the specific format requested (FAS transport files). 

Based on the data from ILTC’s testing and other available data, FDA 
should find that benzalkonium chloride is generally recognized as safe 
and effective for use as the active ingredient in an OTC antimicrobial 
hand wash. If the Agency would like to discuss the data submitted, 
please feel free to contact us. 

~~~;.~brnitt;,,- ,~,d 

Jeffrey B. Rabin 
President and Chief Executive Officer 
I LTC 
2701 South Bayshore Drive, Suite 610 
Miami, FL 33 133-5360 
(305) 859-9 119 



The Data is coded as follows in the file Co981 103.xpt: 

cohmm “SUBJECT’ = Subject Numbers 

cohmm “SITE” = 1 is Site 1 
2 is Site 2 
3 is Site 3 
4 is Site 4 

Column “PRODUCT’ = 1 is Test Product 1, Fresh Cleanse Antiseptic Towelette 
2 is Test Product 2, Skin Protection Formula Towelette 
3 is Test Product 3, Fresh Cleanse Lotion Soap 
4 is Reference Product, 4% CHG Healthcare Personnel Handwash Product 

Column “EVAL” = 0 is Baseline Evaluation 
1 through 18 are Evaluations 1 through 18 

Column “RAW- = The raw Comeometer readings 

Cohnnn “BL-ADP’ = The Comeometer readings at each evaluation minus the baseline reading 
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The Data is coded as follows in the file Te981103xpt: 

column “SUBJECT” 

column “SITE- 

Column “PRODUCT 

Column “EVAL” 

Column “RAW’ 

Column “BL-ADP 

= Subject Numbers 

= 1 is Site 1 
2 is Site 2 
3 is Site 3 
4 is Site 4 

= 1 is Test Product 1, Fresh Cleanse Antiseptic Towelette 
2 is Test Product 2, Skin Protection Formula Towelette 
3 is Test Product 3, Fresh Cleanse Lotion Soap 
4 is Reference Product, 4% CHG Healthcare Personnel Haudwash Product 

= 0 is Baseline Evaluation 
1 through 3 are Evaluations 1 through 3 

= The raw Tewameter readings 

= The Tewameter readings at each evaluation minus the baseline reading 
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The Data is coded as follows in the file I1981 103.xpt: 

Column “suBJEcT’ = Subject Numbers 

cohmm “SITE” = 1 is Site 1 
2 is Site 2 
3 is Site 3 
4 is Site 4 

Column “PRODUCT” = 1 is Test Product 1, Fresh Cleanse Antiseptic Towelette 
2 is Test Product 2, Skin Protection Formula Towelette 
3 is Test Product 3, Fresh Cleanse Lotion Soap 
4 is Reference Product, 4% CHG Healthcare Personnel Handwash Product 

Column “EVAL” = 0 is Baseline Evaluation 
1 through 18 are Evaluations 1 through 18 

Column “SCOW = The raw visual score 

Column “ERY-DRY” = 1 is Erythema visual score 
2 is Dryness visual score 
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The Data is coded as follows in the file 010218xpt: 

c01llmn “SUBJEKr = Subject Numbers 

c01llmn “SAMPLE- = 0 is Baseline Sample 
1 is Immediate Sample 
6 is 6 Hour Sample 

c01llmn “SIDE = 1 is Left Hand 
2 is Right Hand 

Column “DAY’ = 0 is Baseline Day 
1 is Test Day 1 
2 is Test Day 2 
5 is Test Day 5 

Column “LOGlO~VA” = The log10 value of the counts 
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The Data is coded as follows in the file 990829xpt: 

column “SUBJECT = Subject Numbers 

column “SAMPLE= = 1 is Baseline Sample 
2 is Wash 1 Sample 
3 is Wash 3 Sample 
4 is Wash 7 Sample 
5 is Wash 10 Sample 

column “SIDE = 1 is Left Hand 
2 is Right Hand 

Column “‘PRODUCT’ = 1 is Pure RX - Antimicrobial Haudwash with 1397 ppm Benzalkonium Chloride 
2 is Hibiclens@ (4% Chlorhexidine Gluconate) 

Column “LOGlo” = The log10 value of the counts 
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The Data is coded as follows in the file 990722xpt: 

Column “sUEkECT’ = 

column “SAMPLE= = 

Subject Numbers 

1 is Baseline Sample 
2 is Wash 1 Sample 
3 is Wash 3 Sample 
4 is Wash 7 Sample 
5 is Wash 10 Sample 

Column “SIDE” = 1 is Lefi Hand 
2 is Right Hand 

Cohmm “PRODUCT” = 1 is Pure RX - Antimicrobial Hand Lotion (Benzalkonium Chlo~ 
2 is Hibiclens@ (4% Chlorhexidine Gluconate) 

Column “LOGlO” = The log10 value of the counts 
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The Data is coded as follows in the file 980907xpt: 

cohlmIl “SUBJECT’ = Subject Numbers 

Column “SITE” = 1 is Site 1 
2 is Site 2 
3 is Site 3 

Column “SIDE” = 1 isLeft 
2 is Right 

Column “SAMPLE- = 0 is Baseline Sample 
1 is 10 Minute Sample 
2 is 2 Hour Sample 
4 is 4 Hour Sample 

cohlmu “LOG 10” = The log10 value of the counts 
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The Data is coded as follows in the file 99083Oxpt: 

Column “SuEmCT = Subject Numbers 

Column “SAMPLE” = 0 is Control Sample 
1 is Immediate Sample 
2 is 2 Hour Sample 
4 is 4 Hour Sample 

Column “MICROORG” = 1 is Escherichia coli 
2 is Staphylococcus aureus 

Column “LOGlO” = The log10 value of the counts 
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