Mr. Kerry Weems
Acting Administrator

Centers for Medicare & Medicaid Services

200 Independence Avenue SW

Hubert H. Humphrey Building Room

Washington, DC 20024

Dear Acting Administrator Weems:

We are writing because of our concern with the level of small business participation in the competitive bidding program for durable medical equipment, prosthetics, orthotics, and supplies (DMEPOS) set to take effect on July 1, 2008 and the resulting negative impact on access and quality of care to patients. Although CMS and SBA raised special considerations for small suppliers during the rulemaking process, we continue to believe that these steps will not guarantee adequate participation for small businesses. 

The DMEPOS industry is overwhelmingly a network of small to medium-sized businesses serving relatively small service areas. CMS estimates that approximately 85 percent of registered DMEPOS suppliers are considered small businesses, according to the SBA definition. In the CMS final rule, it states that “the DMEPOS supplier industry is expected to be significantly impacted by this final rule.” 

Testimony from small medical device providers during a House Committee on Small Business hearing last fall raised legitimate concerns that this community will be negatively impacted under the present competition design. This with result in a number of small medical device providers going out of business severely impacting patient access to necessary equipment and quality of care, local jobs and the local economy. CMS Director of Post Acute Care Laurence Wilson indicated that of the 15,000 anticipated bids, CMS had only received 6,300 certified bids as of October 1, 2007. 

It is our understanding that in the process of developing the final rule, CMS analyzed the potential economic impact of competitive bidding on the provider community and, in particular, small suppliers. However, none of CMS’s analysis is publicly available. To what extent is competitive bidding expected to limit the number of home device suppliers who participate? How many small suppliers, who lose out in the competitive bidding process, may be forced to close their doors for good? What impact will the loss of small business suppliers have on patient access and quality of care? In the absence of CMS’s analysis, there is no basis for us to determine its impact on small business and patient access to care.
Because CMS’s analysis is not publicly available, we request that CMS provide detailed answers to the following questions: 
1. Of the 4,529 suppliers providing DMEPOS in the ten competitive bidding areas (CBAs), how many suppliers submitted bids for each of the product categories in each of the ten bid areas? How many of those companies were small businesses?
2. In Round 1, how many contracts does CMS expect to issue for each product category in each of the ten CBAs?
a. Are initial bids sufficient to ensure adequate access to each product category in every initial CBA?
b. Does CMS have a strong indication that most of the selected suppliers will elect to participate based on the median bid price?
3. For Round 1, will CMS be able to meet the 30 percent small supplier participation target that was established in the final rule dated April 2, 2007 for each product category in each CBA?
4. Did CMS receive any applications from networks of small suppliers? If so, how many, for what product categories, and in what competitive bidding areas?

Lastly, we are also concerned that CMS is expanding the program before the first phase has started and the impact on beneficiaries’ access to DMEPOS can be evaluated. Based on the CMS’ timetable for implementing round 2 in 70 areas, it is unclear how CMS can modify implementation details of Round 2 based upon its experience in implementing Round 1. We recommend that CMS consider creating additional measures to ensure the healthy participation of small businesses in both rounds. 
Despite accommodations and assurances by CMS, we are not confident that the small business impact has been adequately reported by CMS. We understand that the SBA Office of Advocacy has also expressed its concern about the impact of the DMEPOS competitive bidding program on small businesses. We appreciate their efforts to provide input via the interagency review process, but now look to CMS to provide answers to key questions about the small business impact of this program.

The intent of the DME competitive bidding program is to provide savings to the Medicare program and its beneficiaries. We support these efforts as long as beneficiary access, quality of care, and small businesses are not harmed in the process. 

Thank you for your cooperation and your attention to this important matter.

Sincerely,

PAGE  
2

