
~III Arent Fox 
ATTORNEYS AT LAW 

I Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Re: Docket 78N-036L 
Laxative Drug Products for OTC Human Use 

I Dear Sir/Madam: 

We represent C.B. Fleet Company, Incorporated, of Lynchburg, Virginia. 

In response to the letter of June 15,2001, C.B. Fleet will submit redacked reports of all 
serious adverse reactions to Fleet@ Ready-to-Use Enema and Fleet8 Enema for Children 
(Sodium phosphates enemas) and Fleet@ Phospho-soda@ (Sodium phosphates oral 
solution) for the past ten (10) years by no later than September 15,2001, as agreed to with 
Mr. Al Rothschild of the Division of OTC Drug Products today. 

Should there be any questions concerning this matter, please contact the undersigned. 

July 252001 

Arent Fox Kintner Plotkin & Kahn, PLLC 
1050 Connecticut Avenue, NW 
Washington, DC 200364339 
Phone 202/857-6000 
Fax 2021857-6395 
www.arentfox.com 

reicherpQarentfdx.com 

Sincerely, 

Peter S. Reichertz 

Filed in triplicate 
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WASHINGTON, DC NEW YORK BUCHAREST 




