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Questionnaire on Extra-Corporeal Shock Wave Lithotripsy Services for the Revision of Certificate of Need Standards and Criteria

The Division of Health Planning (Division) has spoken with providers of extra-corporeal shock wave lithotripsy services to solicit background information and expert opinions on the delivery of these services.  As a follow-up to these meetings, the Division has prepared this questionnaire that will help the Division draft specific standards and criteria for public comment.  Please return this questionnaire by email to me by September 17, 2010 at jeff.ockerman@tn.gov. If you have any questions, please email me at that same email address.  

Thank you in advance for your time and thoughtful response to this questionnaire.  

Respondent Information

Name:

Organization:

Email:

Phone: 

Background Information:

Lithotripsy v. other procedures:  There are three primary procedures used to treat urolithiasis (formation of kidney stones in the bladder, kidney, or urethra):  extra-corporeal shock wave lithotripsy (ESWL), ureteroscopy (URS), and percutaneous nephrolithotomy or nephrolithotripsy. ESWL is the least invasive and most common method for treating urolithiasis; ureteroscopic treatment has assumed a larger role recently due to its increased versatility and percutaneous procedures are the most invasive.

In the past, lithotripsy was favored in patients who had stones in the proximal ureter, an area that was technically difficult to access with a ureteroscope. Recent advances in ureteroscope design have all but eliminated this difficulty.  Multiple studies have shown that the cost of ESWL is often higher than having a URS, and that ESWL and URS are generally outpatient procedures with similar rates of hospitalization.

Purchase and maintenance costs are reported to be higher for an ESWL unit than for the combined costs of uteroscopes and provider payments. Retreatment rates are also higher for ESWL, which raises the cost of the overall treatment for an individual patient. 

Lithotripsy and Health Risks: Lithotripsy has been found, through a clinical, 19-year follow up study by the Mayo Clinic, to increase the risk of diabetes and hypertension significantly, further making it a less feasible option for obese patients who are already at risk for these diseases (please note that Tennessee has one of the highest obesity rates in the nation). 

http://www.medpagetoday.com/Neurology/GeneralNeurology/3054
Please note that the current Guidelines for Growth for ESWL appear at the end of this questionnaire.

Question 1.
Please comment on the above background information’s accuracy and indicate whether in your opinion ESWL use is gaining or losing preference (or use is not changing) in comparison to URS.
Question 2.

Several states project minimum utilization requirements of at least 1,000 procedures annually per full-time ESWL unit, significantly above Tennessee’s current guideline that an applicant be able to project a minimum utilization of 250 procedures by the third year of operation.  North Carolina, for example, places optimal utilization at between 1,000-1,500 annual procedures per unit.  Currently, Tennessee has 12 fixed and 49 mobile units; 9165 procedures were performed in 2007; 9851 in 2008; and 9258 in 2009. In the past three years, only one unit in Tennessee has performed over 1,000 procedures, and that was in 2007. The average number of procedures per lithotripter in Tennessee has dropped annually for several years, indicating a decrease in the overall utilization of this service. Thus, it appears that the current supply is more than able to meet demand.
Please consider the current need formula for ESWL services contained in the Guidelines for Growth, 2000 Edition:  
The need for extra-corporeal shock wave lithotripsy services should be determined by using the following population-based methodology:  ESWL Need = 1 ESWL Unit/250,000 Population. 
The Need shall be based upon the current year’s population projected four years forward.
Please comment on the ability of the current need formula (above) to accurately estimate need in a service area.  Please suggest any modifications to the formula that could more accurately define need (an alternative is provided, below).  How could/should additional factors be incorporated into the formula?  For example, are there any population-level risk factors that should be considered in the need calculation for extra-corporeal shock wave lithotripsy services?  
Question 3.
Alternative formula:  Our neighboring state of North Carolina provides a different approach, based on the incidence of urinary stone disease, to calculate the need for additional ESWL units.  Please comment on the ability of this formula, set forth below and reflecting changes pertinent to Tennessee, to accurately estimate need.  Particularly, if possible please comment on Tennessee’s incidence of urinary stone disease per 10,000 population and on the percent number for patients who have the potential to be treated by ESWL.
Step 1. Divide the current year’s estimated population of the state (available from the Tennessee Department of Health) by 10,000 and multiply the result by 18.5 (the Tennessee incidence of urinary stone disease per 10,000 population
; for comparison purposes, North Carolina’s current such incidence is 16). 

Step 2. Multiply the result from Step 1 by 90 percent
 to get the number of patients in the state who have the potential to be treated by lithotripsy in one year.
Step 3. Divide the result of Step 2 by 1,000, which is the annual treatment capacity of a lithotripter, and round to the nearest whole number. 

Step 4. Sum the number of existing lithotripters in the State and lithotripters not yet operational but for which a CON has been awarded. 

Step 5. Subtract the result of Step 4 from the result of Step 3 to calculate the number of additional lithotripters needed in the state.
Question 4.
Currently, Tennessee has 12 fixed and 49 mobile ESWL units located in 36 counties.  One of the mobile units is shared between two separate facilities. Out of Tennessee’s 95 counties, nine counties are not immediately adjacent to a county with an ESWL unit. Due to the potential mobility of lithotripter services, and the number of sites from which the service is provided, do you believe that geographic access to an ESWL unit is reasonably available to most Tennesseans?  
Question 5.
Please comment on the appropriateness of the following definition for extra-corporeal shock wave lithotripsy services:  
Lithotripsy is defined as the pulverization of urinary stones by means of a lithotripter. Extracorporeal lithotripsy is lithotripsy that occurs outside the body. Extracorporeal shock wave lithotripsy (ESWL) is the non-invasive procedure that uses shock waves to pulverize urinary stones, which can then be expelled in the urine. An emitter is placed in contact with the patient's abdomen and the shock waves are focused on the stone, which is shattered by the force. 

Question 6.
Please comment on the current Guidelines for Growth requirement that ESWL services applicants project a minimum utilization of at least 250 procedures per year by the third year of operation and that the applicant must document and provide data supporting the methodology used to project the patient utilization.  Should ESWL services outside of Tennessee be considered?  Should utilization of Tennessee ESWL services by patients from other states be considered?
Question 7.
Please comment on the adequacy of the current Guidelines for Growth requirement regarding ESWL workforce, below:


Applicants must have sufficient staff and a full range of professional and para-professional personnel for efficient operation and must document the following:

a. An active radiology service and an established referral urological practice;

b. The availability and proximity of acute inpatient services for patients who experience complication; and

c. All individuals using the equipment meet the training and credentialing requirements of the American Lithotripsy Society.

Question 8.
Please comment on the adequacy of the current Guidelines for Growth requirements that applicants document an “acceptable plan for the development of transfer and/or affiliation agreements with other hospitals in the service area.”
Question 9.
The Division is considering raising the current minimum volume standard to the 1,000 level per ESWL unit per year and would appreciate your opinion.  An applicant should project that it will be able to perform this number of procedures three years from the initiation of its program.  Please indicate whether you think that volume should be a consideration to receive a CON for ESWL services, and, if so, whether you agree or disagree that the above minimum volume standard is sufficient and projection three years out is appropriate.  If you disagree with the above minimum volume standard or the years-out projection, please suggest a preferred alternatives with supporting rationales.
Question 10.
Should Tennessee consider the adverse impact of a new lithotripsy services program on existing programs?
Question 11.

Please comment on the current requirement that applicants “identify the specific geographic area around the service site.”  

Question 12.
Please offer any further comments, suggestions, or concerns for the Division to consider regarding the standards and criteria for the provision of ESWL services.

Current ESWL Guidelines for Growth:
A. Need

1. The need for extra-corporeal shock wave lithotripsy services should be determined by using the following population-based methodology:  ESWL Need = 1 ESWL Unit/250,000 Population.
2. The need shall be based upon the current year’s population projected four years forward.

3. Applicants must identify the specific geographic area around the service site.

4. Only equipment that has been approved by the US Food and Drug Administration (FDA) for clinical use shall be approvable.

5. Applicants proposing to acquire and operate a ESWL unit must project a minimum utilization of at least 250 procedures per year by the third year of operation.  The applicant must also document and provide data supporting the methodology used to project the patient utilization.  

B. The availability of adequate health manpower and management personnel should be documented through the use of the following guidelines:

1. Applicants must have sufficient staff and a full range of professional and para-professional personnel for efficient operation and must document the following:
a. An active radiology service and an established referral urological practice;
b. The availability and proximity of acute inpatient services for patients who experience complication; and
c. All individuals using the equipment meet the training and credentialing requirements of the American Lithotripsy Society.

2. Applicants must document an acceptable plan for the development of transfer and/or affiliation agreements with other hospitals in the service area (this does not preclude the development of transfer agreements with facilities outside the applicant’s service area).
3. Applicants must document that the governing body of the entity providing ESWL services will grant an appropriate scope of privileges for access to the lithotripter to any qualified physician who makes application for privileges.

4. The applicant shall agree in writing to provide the Health Facilities Commission actual data on the operation of the ESWL service and summaries.

5. The HFC may consider the special needs of major tertiary care facilities in determining the need for ESWL services.

6. The HFC may consider the special needs of rural areas in determining the needs for ESWL services, particularly in the case of mobile units.

� M J Thun and S Schober, Urolithiasis in Tennessee: an occupational window into a regional problem, � HYPERLINK "http://www.ncbi.nlm.nih.gov/pmc/journals/258/" �Am J Public Health� > � HYPERLINK "http://www.ncbi.nlm.nih.gov/pmc/issues/128981/" �v.81(5); May 1991�


� North Carolina projects this 90% ESWL treatment rate.
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