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Applicable States 
 
This Medical Benefit Drug Policy applies to Individual Exchange benefit plans in all states except for Massachusetts, Nevada, 
and New York. 
 

Coverage Rationale 
 
Kepivance is proven and medically necessary for Mucositis prophylaxis when all of the following criteria are met: 
 Diagnosis of hematologic malignancy; and 
 Member is receiving or scheduled to receive myelotoxic therapy; and 
 Member is scheduled for an autologous hematopoietic stem cell transplantation; and 
 The regimen the member is to receive is predicted to result in a high incidence of WHO Grade 3 or higher mucositis; and 
 Patient is greater than or equal to 18 years of age; and 
 Dosing is in accordance with the United States Food and Drug Administration approved labeling; and 
 Authorization is for no more than 30 days 

 

Applicable Codes 
 
The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all inclusive. 
Listing of a code in this policy does not imply that the service described by the code is a covered or non-covered health service. 
Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws that may 
require coverage for a specific service. The inclusion of a code does not imply any right to reimbursement or guarantee claim 
payment. Other Policies and Guidelines may apply. 
 

HCPCS Code Description 
J2425 Injection, palifermin, 50 micrograms 

 
Diagnosis Code Description 

K12.31 Oral mucositis (ulcerative) due to antineoplastic therapy 

Related Policies 
None 
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Background 
 
Mucositis is an inflammatory development that results from tissue damage due to chemotherapy and/or radiation therapy (RT). 
Mucositis caused by radiation for head and neck cancer is a local complication; mucositis may comprise the entire 
gastrointestinal (GI) tract when it is caused by chemotherapy or total body irradiation (TBI). However, even local inflammation 
can have systemic impact due to cytokine release, and thus both local and GI tract mucositis have systemic effects.4 
 
Risk factors for the development of mucositis may be divided into tumor‐related, treatment‐related, or patient‐related factors. 
Tumor‐related factors are mostly seen in patients with head and neck tumors who require large RT ports and in those with 
malignancies in which choice of chemotherapy leads to neutropenia. RT‐related factors include fraction size, radiated volume‐
area‐diameter, overall treatment time, and cumulative dose.3 
 
Various chemotherapy agents have been associated with shifting degrees of mucositis when used in standard doses and 
cycles. Known problem agents include antimetabolites that affect DNA synthesis, anthracyclines, alkylating agents, other 
antitumor agents including platinum‐based agents, vinca alkaloids, and taxanes.5 
 
WHO Oral mucositis Grading scale2 

Grade Description 
0 No oral mucositis 

1 Oral soreness, erythema 

2 Oral erythema and ulcers; solid diet tolerated 

3 Extensive erythema, ulcers; liquid diet only 

4 Mucositis that prevents any form of alimentation 
 

Clinical Evidence 
 
Reference the Clinical Studies information provided in the product labeling.1 
 

U.S. Food and Drug Administration (FDA) 
 
This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage. 
 
Kepivance is a mucocutaneous epithelial human growth factor indicated to decrease the incidence and duration of severe oral 
mucositis in patients with hematologic malignancies receiving myelotoxic therapy in the setting of autologous hematopoietic 
stem cell support. Kepivance is indicated as supportive care for preparative regimens predicted to result in ≥ WHO Grade 3 
mucositis in the majority of patients.¹ 
 

References 
 

1. Kepivance [package insert]. Stockholm, Sweden: Swedish Orphan Biovitrum AB; April 2020.  

2. World Health Organization. Handbook for reporting results of cancer treatment. Geneva, Switzerland: World Health 
Organization; 1979:15-22.  

3. Vera‐Llonch M, Oster G, Hagiwara M, Sonis S. Oral mucositis in patients undergoing radiation treatment for head and neck 
carcinoma. Cancer. 2006; 106: 329‐336. 

4. Stokman MA, Spijkervet FK, Boezen HM, Schouten JP, Roodenburg JL, de Vries EG. Preventive intervention possibilities in 
radiotherapy‐ and chemotherapy‐induced oral mucositis: results of meta‐analyses. J Dent Res. 2006; 85: 690‐700. 

5. Epstein JB, et al. Oral complications of cancer and cancer therapy: from cancer treatment to survivorship. CA Cancer J 
Clin. 2012;62(6):400. 

 



 

Kepivance® (Palifermin) Page 3 of 3 
UnitedHealthcare Individual Exchange Medical Benefit Drug Policy Effective 01/01/2023 

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc. 
 

Policy History/Revision Information 
 

Date Summary of Changes 
01/01/2023 Applicable States 

 Revised language to indicate this Medical Benefit Drug Policy applies to Individual Exchange benefit 
plans in all states except for Massachusetts, Nevada, and New York 

Coverage Rationale 
 Removed specific dosage requirements for the use of Kepivance; refer to the applicable U.S. FDA 

approved labeling 
Supporting Information 
 Updated References section to reflect the most current information 
 Archived previous policy version IEXD0212.02 

 

Instructions for Use 
 
This Medical Benefit Drug Policy provides assistance in interpreting UnitedHealthcare benefit plans. When deciding coverage, 
the member specific benefit plan document must be referenced as the terms of the member specific benefit plan may differ 
from the standard benefit plan. In the event of a conflict, the member specific benefit plan document governs. Before using this 
policy, please check the member specific benefit plan document and any applicable federal or state mandates. 
UnitedHealthcare reserves the right to modify its Policies and Guidelines as necessary. This Medical Benefit Drug Policy is 
provided for informational purposes. It does not constitute medical advice. 
 
UnitedHealthcare may also use tools developed by third parties, such as the InterQual® criteria, to assist us in administering 
health benefits. UnitedHealthcare Medical Benefit Drug Policies are intended to be used in connection with the independent 
professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or medical 
advice. 
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