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SAMPLE LETTER OF APPEAL TEMPLATE FOR DENIALS FOR SOLESTA™ INJECTABLE GEL


To be considered when appealing a denial.

Instructions:

1. Customize this template on physician/practice letterhead based on the medical appropriateness. Fields required for customization are IN RED TEXT.
2. It is important to provide complete information to assist with the appeal.
3. Delete any specific instructions for completion, disclaimers, Teleflex logos, caution statement and/or document numbers that are seen in this template.
4. Make all changes that you believe are appropriate or disregard these suggestions in their entirety. You are encouraged to include your professional opinions and experience with this procedure. You are ultimately responsible for the accuracy and completeness of all claims submitted to third-party payers.
5. Attach patient-specific documents, including chart notes and details of conservative treatment failures to the appeal letter.
6. Keep a record of all documentation sent, calls placed, and the names, phone numbers, and titles of specific individuals who have been contacted at the patient’s health insurance plan.





Safety note: 
SolestaTM injectable gel is indicated for the treatment of fecal incontinence in patients 18 years and older who have failed conservative therapy (e.g., diet, fiber therapy, anti-motility medications). As with any medical procedure, individual results may vary. Results may not be immediate after the first treatment with Solesta gel, and the full effects of the procedure may not be apparent until 6 to 12 months after treatment. The most common side effects associated with Solesta gel in the clinical study were: (incidence >4%) proctalgia, anorectal hemorrhage, injection site hemorrhage, pyrexia, injection site pain, diarrhea, and anorectal discomfort. More information on indications, contraindications, warnings and instructions for use can be found in the Instructions For Use at https://mysolesta.com/important-safety-informationhttps://mysolesta.com/important-safety-information.

Disclaimer:
The information contained in this document is publicly available information obtained from third-party sources, may not be all-inclusive and is subject to change without notice. Content is informational only and does not constitute medical, legal or reimbursement advice nor is it intended as direction to the health care provider/user. Nothing herein constitutes any statement, promise or guarantee of payment. The provider is solely responsible for determining appropriate treatment for the patient based on the unique medical needs of each patient and the independent judgment of the provider. It is also the responsibility of the provider to determine payer appropriate coding, medical necessity, site of service, documentation requirements and payment levels and to submit appropriate codes, modifiers and charges for services rendered. Although we have made every effort to provide information that is current at the time of its issue, it is recommended that you consult your legal counsel, reimbursement/compliance advisor and/or payer organization(s) for interpretation of payer-specific coding, coverage and payment expectations. 

Teleflex LLC encourages providers to submit claims for services that are appropriately and accurately consistent with FDA clearance and approved labeling and does not promote the use of its products outside their FDA-cleared labeling.

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

Teleflex, the Teleflex logo, Solesta and Solesta logo are trademarks or registered trademarks of Teleflex Incorporated or its affiliates in the U.S. and/or other countries.

© 2025 Teleflex Incorporated. All rights reserved. APM1106B

[Insert physician/practice letterhead]


[Date]

[Name of Insurance Co]
[Address of Insurance Co]
[City, State, ZIP of Insurer]

Re: Appeal of denial for Injection of Solesta™ Injectable Gel for:

[Patient Name]
[Name of Policyholder]
[Patient Date of Birth]
[Insurance ID Number of Patient]
[Insurance Group Number of Patient]

Appeal communication letter identification number/ EOB (if any) 


To Whom It May Concern:

This letter is to request an appeal for denial of coverage for the procedure to inject Solesta™ Injectable Gel to treat [patient name]'s fecal incontinence (FI). The denial letter dated [insert date] states that the procedure will not be covered because: [quote the specific reason for the denial stated in denial letter]. 

The injection procedure is reported with CPT Category III code 0963T Category III Anoscopy with directed submucosal injection of injectable gel into anal canal. Solesta Injectable Gel is reported using HCPCS code L8605 injectable gel, dextranomer/hyaluronic, acid copolymer implant, anal canal, 1 ml, includes shipping and necessary supplies.

Clinical Necessity: [Patient name] has suffered from fecal incontinence [insert appropriate ICD-10-CM diagnosis code] [since date] and has failed all conservative therapies [including dietary modifications, fiber supplementation, anti-motility medications, pelvic floor exercises (Kegels), and biofeedback]. Solesta™ Injectable Gel received FDA approval in 2011 for treating fecal incontinence in patients aged 18 and older who have not responded to conservative therapy.1 Solesta has been proven to significantly reduce accidents and help patients achieve a better quality of life (QOL), with FI QOL scores improved in all domains from baseline to 36 months.2,3 Additionally, approximately 80% of patients remained intervention-free for up to 36 months after Solesta treatment.4

[bookmark: _Hlk191629738]Request for Coverage: Given the clinical benefits demonstrated by Solesta™ Injectable Gel, I urge you to reconsider the denial. Attached are patient-specific documents, including chart notes and details of conservative treatment failures. (Make sure to attach additional documents to the letter.) If the attached references are insufficient, please provide a detailed rationale for the denial. Solesta™ Injectable Gel offers essential long term clinical benefits, such as reduction of FI episodes, reduced symptom burden and improved quality of life.3,4

Action Requested: Please expedite the approval of the injection of Solesta™ Injectable Gel for [patient name]. Your prompt attention to this matter is appreciated.




Thank you.

[Physician Signature]


[Physician Name, M.D.]
[Practice Name]
[Practice Address] 
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