
CERTIFIED MAIL 

Charles J. Ganley, M.D. 
Director 
Division of OTC Drug Products 
Office of Drug Evaluation V 
Center for Drug Evaluation and Research 
c/o Dockets Management Branch 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane 
Room 106 1 (HFA-305) 
Rockville, MD 20852 

Re: Docket No. 78N-030 1 

Dear Dr. Ganley, 

We acknowledge the comments in your letters, dated 03 October and 22 
December 2000 regarding the Over-the-Counter (OTC) status of 10% 
Trolamine Salicylate as an ingredient in a, topical drug product. After 
extensive consultation with experts and a contract laboratory that are 
experienced with studies in this topic, Chattem, Inc. submits the enclosed 
study protocol (protocol number: CHA-TEAOl-01) to demonstrate that 10% 
Trolamine Saiicylate is an effective ingredient in external analgesic drug 
products for your review. 

We respectfully request that FDA grant a study protocol review meeting after 
reviewing the study protocol. We have also enclosed a proposed meeting 
agenda. 

Sincerely yours, 

Michael Law, Ph.D. 
Regulatory Affairs Manager 

Enclosures 

CHATTEM, INC. 
1715 West 38th Street 

Chattanooga, TN 37409 
(423) 821-2037 



Proposed Meeting Agenda for Protocol Review 
Meeting Date: Location: 
To be Determined. To be Determined. 

Time. A 
To be Determined. 

Participants: 
Representatives from FDA 
From Chattem, Inc. 

Elaine Morefield, Ph.D., Vice President, Research and Development 
Michael Law, Ph.D., Regulatory Affairs Manager 
William Durkin, Product Safety Manager 

From Arnall Golden and Gregory, LLP 
Alan Minsk, Esq., Regulatory Counsel 

From Clinical Research Laboratories, Inc. 
Darcee Strube, Vice President, Clinical Research Operations 

From Rutgers University (Statistical Consultant) 
J. Richard Trout, Ph.D., Statistical Consultant 

Meeting Chair (FDA): 
Sponsor Lead: Michael Law, Ph.D. 
Introductions: 1. Chair Opening remarks 

2. Sponsor Review meeting objectives 

Meeting Obiectives: 

1. Review the attached protocol for its acceptance as a well-designed study to demonstrate 
that 10% trolamine salicylate is an effective ingredient in an over-the-counter external 
analgesic drug product for temporary relief of minor aches and pains of muscles and joints 
associated with arthritis, simple backache, strains, and sprains. 

2, Discuss the usefulness of this model in future studies to demonstrate the effectiveness of 
ingredients in an over-the-counter external analgesic drug product for temporary relief of 
minor aches and pains of muscles and joints associated with arthritis, simple backache, 
strains, and sprains. 

Meeting Discussion Items: 
Name of Presenter 

1. Michael Law, Ph.D. 
2. William Durkin and 

Darcee Strube 
3. FDA 

Discussion Item 
Introduction and overview 
Protocol presentation 

Questions 

Time Allocated 
2 minutes 
10 minutes 

45 minutes 

Summarize Meeting 

Discuss Any Necessary Follow-up 

Close Meeting 
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Sponsor: Chattem, Inc. 
1715 West 38th Street 
Chattanooga, TN 37409 

Phone: 
Fax: 

(423) 821-4571 
(423) 825-0203 

William Durkin 
Manager, Product Safety 
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