
 
 
March 9, 2006 
 
Ms. Domini Cassis 
Regulatory Counsel, CDRH 
U.S. Food and Drug Administration 
1350 Piccard Dr. 
Rockville, MD  20850 
 
Dear Ms. Cassis: 
 
Thank you for  your assistance and helpfulness.  
 
Here is an outline of my presentation for the FDA workshop on over-the-counter use of 
hand-held Dopplers: 
 
-  Introduction of Dr. Thomsen’s written comments. 
 
-  My background and disclosures of current relationships in the market for obstetrical 
Dopplers. 
 
-   A brief overview of the market for obstetrical Dopplers in the U.S., some of the 

common characteristics of companies in this market and the relevance to OTC 
availability. 

 
-  Recent developments in this market 
 
-   The experience of Imex Medical Systems, a leading supplier of OB Dopplers,  (which I 

founded and managed from 1976 until 1997) relating to the OTC question. 
 
-   Personal observations regarding OTC use 
 
If you need additional information please let me know. 
 
 
Sincerely, 
 
 
Dennis Newman 
 
 


