SAMPLE “EXPERIMENTAL/INVESTIGATIONAL” 

REQUEST REVIEW BY BOARD CERTIFIED UROLOGIST

PRINT FINAL LETTER ON PROVIDER LETTERHEAD,  
REPLACE ALL RED HIGHLIGHTS WITH BLACK FONT COLOR PRIOR TO FINAL PRINTING
REMOVE ALL HEADINGS PRIOR TO FINAL PRINT ON PRACTICE LETTERHEAD
Date

Payer

ATTN: Claims Appeals Department or Specific Payer Contact Name, if known

Address

Address

RE: Board Certified Urologist Claim Appeal Review Request for the Renessa® Procedure
 Patient Name


ID#

 Group Name


Group #

 DOS

                          Claim #

Dear (Insert Payer Contact Name/Appeals Representative if available),

We recently received a denial dated <Insert EOB Date> for the Renessa procedure. I performed the Renessa procedure on my patient, <Insert Patient’s First and Last Name> on <Insert Date Of Service>.  The denial states the Renessa® procedure is considered “experimental and investigational” by <Insert Payer’s Name>.  

The Renessa® System, developed by Novasys Medical, Inc., received FDA clearance in July 2005 for the treatment of stress urinary incontinence (SUI) due to hypermobility.  It has been safely performed on thousands of women across the United States.  I believe your decision of “experimental and investigational” may have been based on your lack of familiarity with the peer reviewed clinical evidence, I have enclosed a copy of the most current clinical study data, as well as other relevant procedure information.  In addition, I have enclosed a copy of my patient’s pertinent medical information. Due to the nature of this technology, I request that this appeal be reviewed by a board certified urologist currently experienced in the diagnosis and treatment of SUI.
The Renessa procedure is a non-surgical, office-based treatment performed by a physician that uses local anesthesia.  The procedure uses a small probe passed through the urethra which emits radiofrequency (RF) energy to generate controlled heat at low temperatures targeted at the bladder neck and proximal urethra.  The RF energy denatures the patient’s own tissue collagen at the multiple treatments sites.  Upon healing, the treated tissue is firmer, increasing resistance to involuntary leakage at times of heightened intra-abdominal pressure, such as laughing, coughing, sneezing, and exercise. SUI episodes are significantly reduced and/or eliminated by this procedure. 

I have conducted appropriate diagnostic evaluation and testing and find Ms. <Insert Patient’s Last Name> to be an appropriate candidate for the Renessa treatment.   My patient has tried and failed conservative medical approaches to the treatment of her SUI, which is having a significant and adverse effect on her quality of life.

(Insert relevant personalized patient medical information, including the following:)

· Length of SUI and related symptoms;

· All tried and fail conservative medical approaches(e.g., kegels, lifestyle modification, biofeedback, etc);

· SUI’s affect on patient’s quality of life;

· Secondary medical conditions as a direct result of SUI (e.g., infection, sores, etc.);

· Medical justification for the Renessa procedure (e.g., diagnostic findings of SUI due to hypermobility).

SUI is prevalent, affecting an estimated 15 million women in the United States.  Women with SUI typically experience a significant decrease in quality of life due to their SUI limiting their professional, social, sexual, and recreational activities. The Renessa procedure offers women a safe, proven, non-surgical alternative. Clinically the Renessa treatment has sustained its safety, efficacy, and durability profile at over 36 months. Clinical trial data establishes:

· Statistically significant improvement in Valsalva Leak Point Pressure

· 76% of patients reported a reduction in incontinence episodes

· 59% of women reduced their daily episodes by at least half

· 58% of women eliminated the need for pads

· More than a third of the women treated were completely dry

· Well tolerated with an excellent safety profile

The American Medical Association (AMA) released a Category III CPT Code for the Renessa procedure on July 1, 2008.   Category III CPT Code 0193T Transurethral, radiofrequency micro-remodeling of the female bladder neck and proximal urethra for stress urinary incontinence, was assigned to describe and report the Renessa procedure.  The recommended ICD-9-CM diagnosis code is 625.6 Stress incontinence, female.

Category III CPT Codes do not have assigned relative value units (RVUs).  The table below features comparable office-based urologic and/or gynecologic procedures based on their similar use of physician time and skill, practice resources and malpractice expenses.  The corresponding RVUs of these procedures are included to provide a reimbursement crosswalk to the Renessa treatment which shares similar physician work, practice expense, and malpractice expense.  Similar to many of the procedures below, and included in the non-facility RVUs, the Renessa treatment includes a disposable item and a capital equipment purchase.  The single use Renessa probe cost is $995 and the capital equipment is $9,995.

	Procedure / CPT Code
	Non-Facility PE RVUs 1,2,*
	Physician Work RVUs  1,2,*  
	Malpractice (MP) 

RVUs  1,2,*
	Non-Facility Total RVUs
	Medicare National Average Payment 3,**

	TUNA/Prostiva™/

53852
	56.68
	10.68
	0.70
	68.06
	$2,455

	Conceptus Sterilization Essure®/58565
	43.39
	7.06
	1.19
	51.64
	$1,862

	Endometrial Cryoablation/58356
	47.35
	6.36
	0.82
	54.53
	$1,967

	Endometrial Ablation Novasure® /58563
	41.54
	6.16
	0.74
	48.44
	$1,747

	TUMT/53850
	60.07
	9.98
	0.67
	70.72
	$2,551


*The RVUs reflect CY 2009 transitioned  non-facility RVUs.

**CY 2009 Physician Fee Schedule Conversion Factor $36.0666 effective 1-1-09.  Payment amount rounded to nearest dollar. Actual payments will vary based on various factors such as geographic location. Payment amount does not reflect patient copay, deductible, etc. responsibility.

1 CMS Website: http://www.cms.hhs.gov/PhysicianFeeSched/PFSRVF/itemdetail.asp?filterType=none&filterByDID=-99&sortByDID=1&sortOrder=ascending&itemID=CMS1216693&intNumPerPage=10 

2  CMS Website:www.cms.gov/pfslookup/02_PFSsearch.asp?agree=yes&next=Accept

3 CMS Website:  www.cms.hhs.gov/PhysicianFeeSched/01_01Overview.asp#TopOfPage
Below are the results of an independent national non-Medicare RVU survey of random Urologists and Urogynecologists for the Renessa procedure. These non-Medicare RVUs correspond to a payment level for the Renessa procedure of $2,010, based on the CMS CY 2009 Physician Fee Schedule Conversion Factor. 

	Urology  Procedure/ CPT Code1
	Non-Facility PE RVUs 2
	Physician Work RVUs  2 
	Malpractice (MP) 

RVUs  2
	Non-Facility Total RVUs
	Approximate Non-Medicare RVU Payment 2

	Renessa ®/0193T
	42.27
	12.76
	0.7
	55.73
	$2,010


1CPT 2009 Professional Edition. 2008 American Medical Association
2 Relative Value Studies, Inc. www.rvsdata.com/index.html. Payment based on CMS CY 2009 Physician Fee Schedule Conversion Factor $36.0666.  Payment amount rounded to the nearest dollar. 

As a physician experienced in the diagnosis and treatment of SUI, I strive to provide appropriate and effective medical treatment options to my patients. I feel that my female patients who suffer from the embarrassing and debilitating effects of SUI are benefiting greatly from the Renessa procedure, a FDA approved, non-surgical solution for incontinence.  This innovative and proven medical technology has minimal post-procedure limitations, an excellent safety profile, long-term clinical data showing significant improvement in incontinence episodes, and high patient satisfaction without incurring costly invasive surgical intervention and lengthy recovery time.

Nationally, many payers, both government and private, are approving the Renessa treatment.  I am requesting that <Insert Payer Name> overturn the Renessa claim’s current denial and provide coverage and reimbursement for this medically necessary medical procedure.  Please feel free to contact me directly at <Insert Physician’s Direct Telephone Number> if you have questions or concerns regarding the Renessa treatment.

Sincerely,

Physician’s Name

Physician Address

enclosures
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