
Ciba Speciaity Chenricais Corporation 
Nort+ America 

Via Next Day Courier 
Return ReceiDt Recwested 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
Department of Health and Human Resources 
Room ‘f-23 
12420 Parklawn Drive 
Rockv~~~e~ MD 20857 

Subject: Addendum to Citizen Petition of Z/1 f/02: OTC Docket 7SN-18351 (~~iclosa~~~~ 
r 

On February 11, 2002, Ciba Specialty Chemicals Corporation (“Ciba”), ome and Personaiare 
Segment submitted a Citizen’s Petition under 21 CFR 5 10.30 requesting the Commission~~~of 
Food and Drugs to re-open the administrative record associated with the OTC Tentative F~J-$ 
Monograph for Health-Care Antiseptic Drug Products as proposed under Subpart E of :.Z 
21 CFR Part 333 (59 FR 31402 and 59 FR 58799) to allow for the submission and evaluatiflof 
additional efficacy and safety data, contained herein, supporting the Category I efficacy and .._^A 
safety status of triclosan at concentrations up to 1 percent. :. /. . ..$. +‘++ 1 

The attached Study: “Efficacy ~va~~a~~~n Of ~~iclo~un Hand washing ~~od~~~s For Use Cn The ~~~~~ 
Care ~~vj~off~~~~, October 2001 H (APPENDIX B (ii)) was inadvertently omitted from that 
submittal. Ciba formally requests that the FDA include this study as part of the submission of 
February I I, 2002 and incorporate this report into OTC Docket 75N-183i-l (trictosan). 

As stated previously, Ciba believes that triclosan is safe (for both short- and long-term use) and 
efficacious at concentrations up to 1 percent and should be classified as a Category IE and IS 
active ingredient for both short- and long-term use under FDA’s Monograph for antimicro 
health-care and consumer/food-handler products. 

We apologize for any inconveniences incurred as a result of this correction and once again would 
like to thank the Agency for evaluating the enclosed data under OTC Docket 75N-183H Pfease 
contact the undersigned at (336) 801-2493 if there are any further questions or comments 
regarding this petition. 

Carl David D’Ruiz, MP 
Head, Product Stewardship & Regulatory Affairs 
Home and Personal Care Segment 

Attachments 

4090 Premier Drive 
P.O. Box 2444 
High i-bit-it, NC 27261-2444 

Td. 888 396 2422 
Ciba Specialty Chemicals C 



Resk copy: 
Charles J. Canley, MD 
Dr. Robert Osterberg 
Dr. Norman See 
Debbie Lumpkins 
Dr, jonathan Wifkin 
OTC Docket No. 78N-0038 

cc: K. Hostefler 
C. Ehrenberger 
M, Bernheim 
W. Salminen 

Ciba Specialty Ctwmicals Corporation 


