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July Medical Policy Network Notification 

Effective October 1, 2024, we’ll be introducing several new medical policies across all plan types: 
 

• Imlygic® (talimogene laherparepvec), OCA 3.219 
• Laviv® (azficel-T), OCA 3.220 
• Zolgensma® (onasemnogene abeparvovec), OCA 3.213 

We’ve attached copies of these policies to this notification.   

Effective October 1, 2024, we’ll be adopting InterQual® criteria for Hemgenix® (etranacogene 
dezaparvovec-drlb). 

General Information  
All WellSense medical policies are on the provider policies page at wellsense.org. 

Questions? 
If you have questions about this network notification, please contact your dedicated Provider 
Relations Consultant or call 877-957-1300, option 3 (NH Medicaid) or 866-808-3833 (Medicare 
Advantage). You can also email comments about WellSense medical policies to 
medicalpolicy@wellsense.org. Please include the policy title and number with your comments. 
 
WellSense network notifications and reimbursement policies are available at wellsense.org.  

https://www.wellsense.org/providers/policies
mailto:medicalpolicy@wellsense.org
https://www.wellsense.org/providers/nh/documents-and-forms#docs-1
https://www.wellsense.org/providers/nh/policies
https://www.wellsense.org/providers/nh
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Medical Policy 

Imlygic® (talimogene laherparepvec)  
  
 
Policy Number:  OCA 3.219 
Version Number:  1  
Version Effective Date:  10/01/24 
 
Impacted Products  

 ☐  All Products 
 ☐  NH Clarity plans 
 ☒  NH Medicaid 
 ☒  NH Medicare Advantage 
 ☒  MA MassHealth ACO 
 ☒  MA MassHealth MCO 
 ☒  MA Clarity plans 
 ☒  MA Senior Care Options 

 
  

 
Note:  Disclaimer and audit information is located at the end of this document. 
 
Policy Summary 
The Plan considers Imlygic® (talimogene laherparepvec), a genetically modified oncolytic viral therapy 
by BioVex, Inc., medically necessary for the local treatment of unresectable cutaneous, subcutaneous, 
and nodal lesions in members with melanoma recurrent after initial surgery and Plan criteria are met.  
Plan prior authorization with Plan Medical Director review and approval is required.   
 
Clinical Criteria 
At the time of the Plan’s most recent policy review, Imlygic® (talimogene laherparepvec) was listed on 
the MassHealth Drug List.  The Plan uses MassHealth clinical review criteria to determine the medical 
necessity of this service when requested for MassHealth members.  The MassHealth Drug List and 
clinical guidelines for Imlygic® (talimogene laherparepvec) are available at:  MassHealth Drug List.  If 
there is no guidance from MassHealth on the date of the prior authorization request, Plan-adopted 
clinical review criteria will be used to determine the medical necessity of the service.   
 
For all other Plan products, all criteria in items 1 through 4 must be met and documented: 
 

 
 

https://mhdl.pharmacy.services.conduent.com/MHDL/pubdruglist.do?category=MassHealth+Drug+List+A+-+Z
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1. Member has a confirmed diagnosis of unresectable cutaneous, subcutaneous, and nodal lesions 
with melanoma recurrence after initial surgery; AND 

 
2. Member age > 18 on the date of service; AND 

 
3. Imlygic ® is prescribed by or in consultation with an oncologist; AND 
 
4. Imlygic ® will be used according to FDA-approved guidelines and all treatment criteria are met in 

items a through e: 
 

a. Total treatment time will NOT exceed 18 consecutive months; AND 
 
b. Lesions clustered together will be injected as a single lesion; AND 
 
c. Initial dose will not exceed 4 mL at a concentration of 106 (1 million) plaque-forming units (PFU) 

per mL; AND 
 
d. Second dose will be administered > 3 weeks and will not exceed 4 mL at a concentration of 108 

(100 million) plaque-forming units (PFU) per mL: AND 
 
e. Subsequent doses will be administered > 2 weeks and will not exceed 4 mL at a concentration 

of 108 (100 million) PFU per mL. 
 
Limitations and Exclusions  
1. Imlygic® (talimogene laherparepvec) is considered NOT medically necessary when treatment is 

provided to a member with any condition or treatment listed below due to limited evidence 
demonstrating the clinical utility, clinical validity, and safety of treatment: 
 
a. Members with any medical condition listed in items (1) through (5): 

 
(1) Active cerebral metastases;  

 
(2) Bone metastases;   

 
(3) Extensive visceral disease;  

 
(4) Primary ocular or mucosal melanoma; AND/OR 

 
(5) Evidence of immunocompromised condition, including but not limited to a history of 

primary or acquired immunodeficient states, leukemia, lymphoma, AIDS or other clinical 
manifestations of infection with human immunodeficiency viruses or is on 
immunosuppressive.  
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b. Member who are pregnant, considering pregnancy, or breastfeeding during treatment. 
 

c. Member receiving treatment with acyclovir or other system antiherpetic viral agents. 
 

d. Member age 17 or younger on the date of service. 
 
2. Imlygic® is not medically necessary when Plan criteria are not met and/or not used according to 

FDA-approved guidelines.    
 
Variations 
The Plan uses guidance from the Centers for Medicare & Medicaid Services (CMS) for medical 
necessity and coverage determinations for the Plan’s Senior Care Options (SCO) members and New 
Hampshire Medicare Advantage HMO members, including but not limited to national coverage 
determinations (NCDs), local coverage determinations (LCDs), local coverage articles (LCAs), and 
documentation included in Medicare manuals.  At the time of the Plan’s most recent policy review, no 
applicable clinical guidelines were found from CMS for Imlygic® (talimogene laherparepvec).   When 
there is no guidance from CMS for the requested service for the specified indication on the date of the 
prior authorization request, Plan-adopted clinical review criteria will be used to determine the medical 
necessity of the service.     
 
Applicable Coding 
The Plan utilizes up-to-date, industry-standard Current Procedural Terminology (CPT) codes, Health 
Care Common Procedure Coding System (HCPCS) codes, and International Statistical Classification 
of Diseases and Related Health Problems, 10th revision (ICD-10) diagnosis codes in the Plan’s medical 
policies.  Since these codes may be updated at different intervals than the medical policy review cycle, 
the list of applicable codes included in a policy is informational only and may not be all inclusive.   
Applicable codes are subject to change without prior notification and do not guarantee member 
coverage or provider reimbursement.  Review the Plan’s reimbursement policies for Plan billing 
guidelines.  Providers are responsible for obtaining prior authorization for the services specified in the 
Clinical Criteria section and Limitations and Exclusions section of a medical policy, even if an applicable 
code appropriately describing the service is not included in the policy’s Applicable Coding section.  
Providers are expected to report all services using the most up-to-date, industry-standard procedures 
and diagnosis codes at the time of the service. 
 

HCPCS Code Description:  Code Considered Medically Necessary When Billed with an ICD-10 
Diagnosis Code Listed Below and Plan Criteria are Met   

J9325 Injection, talimogene laherparepvec, per 1 million plaque forming units 
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Appendix 
Appendix:  Policy History 
 
Disclaimer Information:  
Plan refers to Boston Medical Center Health Plan, Inc. which operates under the trade name WellSense Health Plan. Medical 
Policies are the Plan’s guidelines for determining the medical necessity of certain services or supplies for purposes of 
determining coverage. These Policies may also describe when a service or supply is considered experimental or 
investigational, or cosmetic. In making coverage decisions, the Plan uses these guidelines and other Plan Policies, as well as 
the Member’s benefit document, and when appropriate, coordinates with the Member’s health care Providers to consider the 
individual Member’s health care needs.  
   
Plan Policies are developed in accordance with applicable state and federal laws and regulations, and accrediting organization 
standards (including NCQA). Medical Policies are also developed, as appropriate, with consideration of the medical necessity 
definitions in various Plan products, review of current literature, consultation with practicing Providers in the Plan’s service 
area who are medical experts in the particular field, and adherence to FDA and other government agency policies.  Applicable 
state or federal mandates, as well as the Member’s benefit document, take precedence over these guidelines. Policies are 
reviewed and updated on an annual basis, or more frequently as needed. Treating providers are solely responsible for the 
medical advice and treatment of Members.  
 
The use of this Policy is neither a guarantee of payment nor a final prediction of how a specific claim(s) will be adjudicated. 
Reimbursement is based on many factors, including member eligibility and benefits on the date of service; medical necessity; 
utilization management guidelines (when applicable); coordination of benefits; adherence with applicable Plan policies and 
procedures; clinical coding criteria; claim editing logic; and the applicable Plan – Provider agreement.  
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Appendix:  Policy History 
 

Original  
Approval Date 

Original Effective 
Date and Version  

Policy Owner 
Original Policy 
Approved by 

Regulatory Approval:  N/A 
 
Internal Approval:  07/19/24 

10/01/24 
Version 1 

Senior Medical Director 
as Chair of Utilization 
Management 
Committee (UMC) 

UMC  

 

Policy Revisions History 

Review 
Date 

Summary of Revisions Revision Effective 
Date and Version 

Number 

Approved by 

N/A N/A N/A N/A 
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Medical Policy 

Laviv® (azficel-T)  
  
 
Policy Number:  OCA 3.220 
Version Number:  1 
Version Effective Date:  10/01/24 
 
Impacted Products  

 ☐  All Products 
 ☐  NH Clarity plans 
 ☒  NH Medicaid  
 ☒  NH Medicare Advantage 
 ☒  MA MassHealth ACO 
 ☒  MA MassHealth MCO 
 ☒  MA Qualified Health Plans/Employer Choice Direct 
 ☒  MA Senior Care Options 

 
  

 
Note:  Disclaimer and audit information is located at the end of this document. 
 
Policy Summary 
The Plan considers the use of Laviv® (azficel-T), an autologous cellular product typically administered 
in an outpatient setting, NOT medically necessary as restorative or reconstructive treatment.  Laviv® 
(azficel-T) is used to improve the appearance of moderate to severe nasolabial fold wrinkles in adults, 
and the Plan considers this treatment cosmetic for any other indication.  Plan prior authorization is 
required.  Review the Plan’s Cosmetic, Reconstructive, and Restorative Services medical policy, policy 
number OCA 3.69, for the product-specific definitions of cosmetic, reconstructive, and restorative 
services. 
 
Clinical Criteria 
See the Limitations and Exclusions section. 
 
At the time of the Plan’s most recent policy review, no applicable MassHealth clinical guidelines were 
found for Laviv® (azficel-T) on either the MassHealth Drug List or the MassHealth Acute Hospital 
Carve-Out Drugs List.  Verify MassHealth criteria in effect on the date of the prior authorization 
request for a MassHealth member.  When there is no guidance from MassHealth on the date of the 
prior authorization request, Plan-adopted clinical review criteria will be used to determine the medical 
necessity of the service.  Drugs listed on the MassHealth Acute Hospital Care-Out Drugs list are 
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subject to additional MassHealth monitoring and billing requirements for MassHealth members, and 
Utilization Reviewers will reach out to providers approximately 30 calendar days after the treatment to 
verify the clinical effective of treatment and at ongoing intervals for long-term monitoring of sustained 
response. 

 
Limitations and Exclusions  
The Plan considers the use of Laviv® (azficel-T) to be cosmetic and NOT medically necessary as a 
restorative treatment when used to improve the appearance of moderate to severe nasolabial fold 
wrinkles in adults or for any other indication, even when used according to FDA-approved guidelines. 

 
Variations 
The Plan uses guidance from the Centers for Medicare & Medicaid Services (CMS) for medical 
necessity and coverage determinations for the Plan’s Senior Care Options (SCO) members and New 
Hampshire Medicare Advantage HMO members, including but not limited to national coverage 
determinations (NCDs), local coverage determinations (LCDs), local coverage articles (LCAs), and 
documentation included in Medicare manuals.  At the time of the Plan’s most recent policy review, no 
applicable clinical guidelines were found from CMS on the use of Laviv® (azficel-T).  Verify CMS 
criteria in effect for the requested service on the date of the prior authorization request for a SCO or 
New Hampshire Medicare Advantage HMO member.  When there is no guidance from CMS for the 
requested service for the specified indication on the date of the prior authorization request, Plan-
adopted clinical review criteria will be used to determine the medical necessity of the service. 
 
Applicable Coding 
The Plan utilizes up-to-date, industry-standard Current Procedural Terminology (CPT) codes, Health 
Care Common Procedure Coding System (HCPCS) codes, and International Statistical Classification 
of Diseases and Related Health Problems, 10th revision (ICD-10) diagnosis codes in the Plan’s medical 
policies.  Since these codes may be updated at different intervals than the medical policy review cycle, 
the list of applicable codes included in a policy is informational only and may not be all inclusive.   
Applicable codes are subject to change without prior notification and do not guarantee member 
coverage or provider reimbursement.  Review the Plan’s reimbursement policies for Plan billing 
guidelines.  Providers are responsible for obtaining prior authorization for the services specified in the 
Clinical Criteria section and Limitations and Exclusions section of a medical policy, even if an applicable 
code appropriately describing the service is not included in the policy’s Applicable Coding section.  
Providers are expected to report all services using the most up-to-date, industry-standard procedures 
and diagnosis codes at the time of the service. 
  

HCPCS Code Description:  Codes Covered When Medically Necessary 
J3590 Unclassified biologics 

 
Plan note:  No treatment-specific code is assigned to Laviv® (azficel-T). 
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ICD-10 
Diagnosis 
Code 

Description:  Diagnosis code considered medically necessary when billed with the 
HCPCS code listed above and Plan criteria are met   

L90.8 Other atrophic disorders of skin [nasolabial fold wrinkles] 
 
References 
Fibrocell Technologies, Inc. Laviv (Azficel-T). 
 
Munavalli GS, Smith S, Maslowski JM, Weiss RA. Successful treatment of depressed, distensible acne 
scars using autologous fibroblasts: a multi-site, prospective, double blind, placebo-controlled clinical 
trial. Dermatol Surg. 2013 Aug;39(8):1226-36. doi: 10.1111/dsu.12204. Epub 2013 Apr 8. PMID: 23566237. 
 
Smith SR, Munavalli G, Weiss R, Maslowski JM, Hennegan KP, Novak JM. A multicenter, double-blind, 
placebo-controlled trial of autologous fibroblast therapy for the treatment of nasolabial fold wrinkles. 
Dermatol Surg. 2012 Jul;38(7 Pt 2):1234-43. doi: 10.1111/j.1524-4725.2012.02349.x. Epub 2012 Mar 12. 
PMID: 22409385. 
 
U.S. Food and Drug Administration (FDA). LAVIV® (azficel-T). Package Insert. Revised 2011 Jun. 
 
Wanitphakdeedecha R, Ng JNC, Phumariyapong P, Nokdhes YN, Patthamalai P, Tantrapornpong P, 
Suphatsathienkul P, Apinuntham C, Yan C, Nanchaipruek Y, Thongjaroensirikul P, Maneeprasopchoke 
P, Techapichetvanich T, Eimpunth S, Manuskiatti W, Thanachaipiwat S, Panich U. A pilot study 
comparing the efficacy of autologous cultured fibroblast injections with hyaluronic acid fillers for 
treating nasolabial folds. Sci Rep. 2023 Apr 24;13(1):6616. doi: 10.1038/s41598-023-33786-9. PMID: 
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Authorizing Entity  
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Appendix 
Appendix:  Policy History 
 
Disclaimer Information:  
Plan refers to Boston Medical Center Health Plan, Inc. which operates under the trade name WellSense Health Plan. Medical 
Policies are the Plan’s guidelines for determining the medical necessity of certain services or supplies for purposes of 
determining coverage. These Policies may also describe when a service or supply is considered experimental or 
investigational, or cosmetic. In making coverage decisions, the Plan uses these guidelines and other Plan Policies, as well as 
the Member’s benefit document, and when appropriate, coordinates with the Member’s health care Providers to consider the 
individual Member’s health care needs.  
   
Plan Policies are developed in accordance with applicable state and federal laws and regulations, and accrediting organization 
standards (including NCQA). Medical Policies are also developed, as appropriate, with consideration of the medical necessity 
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definitions in various Plan products, review of current literature, consultation with practicing Providers in the Plan’s service 
area who are medical experts in the particular field, and adherence to FDA and other government agency policies.  Applicable 
state or federal mandates, as well as the Member’s benefit document, take precedence over these guidelines. Policies are 
reviewed and updated on an annual basis, or more frequently as needed. Treating providers are solely responsible for the 
medical advice and treatment of Members.  
 
The use of this Policy is neither a guarantee of payment nor a final prediction of how a specific claim(s) will be adjudicated. 
Reimbursement is based on many factors, including member eligibility and benefits on the date of service; medical necessity; 
utilization management guidelines (when applicable); coordination of benefits; adherence with applicable Plan policies and 
procedures; clinical coding criteria; claim editing logic; and the applicable Plan – Provider agreement. Appendix:  Policy History 
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Medical Policy 

Zolgensma® (onasemnogene abeparvovec)  
 
 
Policy Number:  OCA 3.213  
Version Number:  1 
Version Effective Date:  10/01/24 
 
Impacted Products  

 ☐  All Products  
 ☐  NH Clarity plans 
 ☒  NH Medicaid  
 ☒  NH Medicare Advantage 
 ☐  MA MassHealth ACO 
 ☐  MA MassHealth MCO 
 ☒  MA Clarity plans/Employer Choice Direct 
 ☒  MA Senior Care Options 

 
  

 
Note:  Disclaimer and audit information is located at the end of this document. 
 
Policy Summary 
The Plan considers Zolgensma® (onasemnogene abeparvovec), an adeno-associated virus vector-
based gene therapy by Novartis Gene Therapies, medically necessary to treat pediatric members with 
spinal muscular atrophy (SMA) when Plan criteria are met.  Plan prior authorization with Plan Medical 
Director review and approval is required.  Review the Plan’s Gene Therapy and Cell Therapy Included on 
MassHealth Acute Hospital Carve-Out Drugs List medical policy, policy number OCA 3.23, for 
guidelines applicable for the Plan’s MassHealth members. 
 
Clinical Criteria 
Zolgensma® (onasemnogene abeparvovec) is considered medically necessary when all applicable 
criteria in items 1 through 5 are met and documented: 
 
1. Member meets all criteria in items a through g: 
 

a. Genetically confirmed diagnosis of spinal muscular atrophy (SMA), with documentation of bi-
allelic mutations in the survival motor neuron 1 (SMN1) gene; AND 

 
b. < 2 years of age on the date of service; AND 
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c. Full term gestational age has been reached; AND 
 
d. Body weight is > 2.6 kg and <  21.0 kg; AND 
 
e. Anti-adeno-associated virus 9 (AAV9) antibody titer less than or equal to 1:50 measured with 

enzyme-linked immunosorbent assay (ELISA); AND 
 
f. Has not previously received gene therapy, including Zolgensma®; AND 
 

2. Zolgensma® (onasemnogene abeparvovec) will be used according to FDA-approved guidelines; 
AND 

 
3. Prescriber is a neurologist or consultation notes from a neurologist are provided; AND 

 
4. One-time, single-dose treatment will be administered at a designated Zolgensma® treatment 

center; AND 
 

5. Prior to administration and after, systemic corticosteroids will be administered; AND  
 

6. Treating provider has determined that the member is clinically stable in overall baseline health 
status prior to infusion (e.g., hydration and nutritional status, absence of infection, platelet counts, 
troponin-I) with assessment by clinical examination and laboratory testing by the treating provider 
that includes but is not limited to liver function tests (due to risk of liver injury) according to FDA-
approved treatment protocol for Zolgensma®. 

 
Limitations and Exclusions  
Any of the following services is considered NOT medically necessary due to insufficient evidence 
demonstrating the clinical utility and/or clinical validity of treatment: 
 
1. Repeat treatment with Zolgensma® (onasemnogene abeparvovec) for a Plan member (with 

treatment limited to once per lifetime, including use in a clinical trial or while insured under another 
health plan).  

 
2. Zolgensma® (onasemnogene abeparvovec) when Plan criteria are not met and/or not used 

according to FDA-approved guidelines.    
 
3. Treatment with Zolgensma® (onasemnogene abeparvovec) for a member with advanced SMA (e.g., 

complete paralysis of limbs; permanent ventilator dependence; or respiratory assistance for 16 or 
more hours per day, including noninvasive ventilatory support, continuously for 14 or more days in 
the absence of an acute reversible illness and excludes perioperative ventilation). 

 
4. Antepartum use has not been evaluated in clinical trials. 
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5. Contraindications to treatment with Zolgensma® (onasemnogene abeparvovec) include a member 
that is not clinically stable in their overall baseline health status (e.g., hydration and nutritional 
status, absence of infection) prior to infusion of Zolgensma®.  Treatment with Zolgensma® should 
be postponed until infection is resolved and member is clinically stable. 

 
Variations 
The Plan uses guidance from the Centers for Medicare & Medicaid Services (CMS) for medical 
necessity and coverage determinations for the Plan’s Senior Care Options (SCO) members and New 
Hampshire Medicare Advantage HMO members, including but not limited to national coverage 
determinations (NCDs), local coverage determinations (LCDs), local coverage articles (LCAs), and 
documentation included in Medicare manuals.  At the time of the Plan’s most recent policy review, no 
applicable clinical guidelines were found from CMS on the use of Zolgensma® (onasemnogene 
abeparvovec).  Verify CMS criteria in effect for the requested service on the date of the prior 
authorization request for a SCO or New Hampshire Medicare Advantage HMO member.  When there is 
no guidance from CMS for the requested service for the specified indication on the date of the prior 
authorization request, Plan-adopted clinical review criteria will be used to determine the medical 
necessity of the service. 
 
Applicable Coding 
The Plan utilizes up-to-date, industry-standard Current Procedural Terminology (CPT) codes, Health 
Care Common Procedure Coding System (HCPCS) codes, and International Statistical Classification 
of Diseases and Related Health Problems, 10th revision (ICD-10) diagnosis codes in the Plan’s medical 
policies.  Since these codes may be updated at different intervals than the medical policy review cycle, 
the list of applicable codes included in a policy is informational only and may not be all inclusive.   
Applicable codes are subject to change without prior notification and do not guarantee member 
coverage or provider reimbursement.  Review the Plan’s reimbursement policies for Plan billing 
guidelines.  Providers are responsible for obtaining prior authorization for the services specified in the 
Clinical Criteria section and Limitations and Exclusions section of a medical policy, even if an applicable 
code appropriately describing the service is not included in the policy’s Applicable Coding section.  
Providers are expected to report all services using the most up-to-date, industry-standard procedures 
and diagnosis codes at the time of the service. 
 
When Zolgensma® (onasemnogene abeparvovec) is a covered service for the Plan member, the 
treatment is considered medically necessary when clinical review criteria are met, prior authorization is 
obtained, and treatment is billed with the HCPCS code listed below.  For MassHealth members, review 
the Plan’s Gene Therapy and Cell Therapy Included on MassHealth Acute Hospital Carve-Out Drugs 
List medical policy, policy number OCA 3.23, for clinical, coding, and billing guidelines applicable for the 
Plan’s MassHealth members. 
 

HCPCS Code Description:  Code considered medically necessary when Plan criteria are met 
J3399 Injection, onasemnogene abeparvovec-xioi, per treatment, up to 5x1015 vector genomes 
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Appendix 
Appendix:  Policy History 
 
Disclaimer Information:  
Plan refers to Boston Medical Center Health Plan, Inc. which operates under the trade name WellSense Health Plan. Medical 
Policies are the Plan’s guidelines for determining the medical necessity of certain services or supplies for purposes of 
determining coverage. These Policies may also describe when a service or supply is considered experimental or 
investigational, or cosmetic. In making coverage decisions, the Plan uses these guidelines and other Plan Policies, as well as 
the Member’s benefit document, and when appropriate, coordinates with the Member’s health care Providers to consider the 
individual Member’s health care needs.  
   
Plan Policies are developed in accordance with applicable state and federal laws and regulations, and accrediting organization 
standards (including NCQA). Medical Policies are also developed, as appropriate, with consideration of the medical necessity 
definitions in various Plan products, review of current literature, consultation with practicing Providers in the Plan’s service 
area who are medical experts in the particular field, and adherence to FDA and other government agency policies.  Applicable 
state or federal mandates, as well as the Member’s benefit document, take precedence over these guidelines. Policies are 
reviewed and updated on an annual basis, or more frequently as needed. Treating providers are solely responsible for the 
medical advice and treatment of Members.  
 
The use of this Policy is neither a guarantee of payment nor a final prediction of how a specific claim(s) will be adjudicated. 
Reimbursement is based on many factors, including member eligibility and benefits on the date of service; medical necessity; 
utilization management guidelines (when applicable); coordination of benefits; adherence with applicable Plan policies and 
procedures; clinical coding criteria; claim editing logic; and the applicable Plan – Provider agreement.  
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