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Medical Necessity Guideline (MNG) Title: Leqembi (lecanemab-irmb) 

Classification: Monoclonal Antibodies Directed Against Amyloid for the Treatment of Alzheimer's Disease (AD) 
MNG #: 121 ☒ CCA Senior Care Options (HMO D-

SNP) (MA)  
☒ CCA One Care (Medicare-
Medicaid) (MA) 
 

Prior Authorization Needed? 
☒ Yes (always required) 
☐ Yes (only in certain situations. See 
this MNG for details) 
☐ No 

Benefit Type: 
☒ Medicare 
☐ Medicaid 

Approval Date: 9/14/23 Effective Date: 9/14/23; 11/14/24; 
1/1/25 

Last Revised Date: 10/10/24; 11/14/24 Next Annual Review Date: 9/14/24; 
10/10/25 

Retire Date: 

 
OVERVIEW: 
Alzheimer disease (AD) is a neurodegenerative disorder of uncertain cause and pathogenesis that primarily affects 
older adults and is the most common cause of dementia. The most essential and often earliest clinical manifestation of 
AD is selective memory impairment, although there are exceptions. While treatments are available that can improve 
some symptoms of the illness, there is no cure, and the disease inevitably progresses in all individuals.  
 
The accumulation of amyloid beta plaques in the brain is a defining pathophysiological feature of Alzheimer’s disease. 
Amyloid-targeted therapy refers to recombinant monoclonal antibodies directed against amyloid beta. These agents 
are highly effective at reducing amyloid plaque burden on positron emission tomography (PET) imaging and are 
therefore believed to be disease modifying. However, the efficacy in regard to clinical outcomes is modest.  
 
Lecanemab-irmb is a humanized immunoglobulin gamma 1 (IgG1) monoclonal antibody directed against aggregated 
soluble and insoluble forms of amyloid beta. Individuals with AD who have mild AD dementia or mild cognitive 
impairment due to AD may be offered Lequembi if selection criteria are met, and the individual has no 
contraindications to treatment. Monoclonal antibodies directed against aggregated forms of amyloid beta are 
associated with risk for significant adverse effects, including amyloid related imaging abnormalities (ARIA). Individuals 
who are apolipoprotein E ε4 (ApoE ε4) homozygotes treated with this class of medications, including Lequembia, have 
a higher incidence of ARIA. 
 
DECISION GUIDELINES: 
Medical records documenting confirmed evidence of clinically significant AD neuropathology should include one of the 
following:  

o Cerebral spinal fluid (CSF) biomarkers; or  
o Amyloid positron emission tomography (PET); and 
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Medical records documenting baseline (within the last three months) cognitive function should be based on one of the 
following objective assessments;  

o Mini Mental State Exam (MMSE) score ≥ 22; or 
o Montreal Cognitive Assessment (MoCA) score ≥ 15; or 
o St. Louis University Mental Status Examination (SLUMS) score ≥ 16.1. 

Clinical Coverage Criteria: 
Commonwealth Care Alliance (CCA) may authorize coverage of Leqembi (Lecanemab-irmb) when all the following 
criteria are met: 

NOTE: Initial authorization of Leqembi is limited to a total of 6 months if initial authorization criteria are met.  

 
1. INITIAL AUTHORIZATION CRITERIA:  

 
Initial 6 months of treatment 

 
a. Documentation submitted confirms the diagnosis of mild cognitive impairment (MCI) due to Alzheimer’s Disease 

(AD) or mild AD dementia; and 
b. Confirmation that the member has presence of amyloid beta pathology consistent with AD prior to initiating 

treatment; and 
c. Prescribing physician participates in a qualifying registry with an appropriate clinical team and follow-up 

care. 
 
 

2. REAUTHORIZATION CRITERIA: CCA may re-authorize coverage of Leqembi when all the following criteria are 
met: 

 
Re-authorized for an additional 12 months beyond the initial 6-month authorization 

 
a. Member has met all initial authorization criteria at the time of initial approval; and 
b. Member is monitored for ARIA (amyloid-related imaging abnormalities): 

i.  Member has been evaluated for evidence of ARIA on MRI prior to the 5th dose, 7th dose, and 14th dose; 
and 

ii. If member experiences symptoms suggestive of ARIA, clinical evaluation, including an MRI if indicated, 
has been performed; and 

iii. Recommendations for Dosing Interruptions in Patients with ARIA per FDA prescribing information are 
followed as applicable 

 
 
LIMITATIONS/EXCLUSIONS: CCA will not cover 
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1. Leqembi for an earlier or later stages of Alzheimer’s Disease 
2. Monoclonal antibodies directed against amyloid for the treatment of AD provided outside of an FDA approved 

randomized controlled trial, CMS-approved studies, or studies supported by the NIH, are nationally non-covered. 
3. Leqembi for suspected or confirmed neurodegenerative diseases of cognitive impairment other than Alzheimer’s 

disease (AD), including but not limited to frontotemporal lobar degeneration (FTLD) or Lewy body disease (i.e., 
meeting consensus criteria for possible or probable dementia with Lewy bodies). 

4. Leqembi will not be used in combination with any other amyloid beta-directed antibodies  
 

CODING:  
When applicable, a list(s) of codes requiring prior authorization is provided. This list is for reference purposes only and may 
not be all inclusive. The inclusion of a code does not imply any right to reimbursement or guarantee claim payment.  

 
CPT/HCPCS CODE CODE DESCRIPTION 
J0174 Injection, lecanemab-irmb, 1mg 

 
Disclaimer 
Commonwealth Care Alliance (CCA) follows applicable Medicare and Medicaid regulations and uses evidence based 
InterQual© criteria, when available, to review prior authorization requests for medical necessity. This Medical Necessity 
Guideline (MNG) applies to all CCA Products unless a more expansive and applicable CMS National Coverage Determinations 
(NCDs), Local Coverage Determinations (LCDs), or state-specific medical necessity guideline exists. Medical Necessity 
Guidelines are published to provide a better understanding of the basis upon which coverage decisions are made. CCA 
makes coverage decisions on a case-by-case basis by considering the individual member's health care needs. If at any time 
an applicable CMS LCD or NCD or state-specific MNG is more expansive than the criteria set forth herein, the NCD, LCD, or 
state-specific MNG criteria shall supersede these criteria. 
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. This Medical Necessity Guideline is subject to all applicable Plan Policies and 
Guidelines, including requirements for prior authorization and other requirements in Provider’s agreement with the Plan 
(including complying with Plan’s Provider Manual specifications). 
This Medical Necessity Guideline is not a rigid rule. As with all CCA’s criteria, the fact that a member does not meet these 
criteria does not, in and of itself, indicate that no coverage can be issued for these services. Providers are advised, however, 
that if they request services for any member who they know does not meet our criteria, the request should be accompanied 
by clear and convincing documentation of medical necessity. The preferred type of documentation is the letter of medical 
necessity, indicating that a request should be covered either because there is supporting science indicating medical 
necessity [supporting literature (full text preferred) should be attached to the request], or describing the member’s unique 
clinical circumstances, and describing why this service or supply will be more effective and/or less costly than another 
service which would otherwise be covered. Note that both supporting scientific evidence and a description of the member’s 
unique clinical circumstances will generally be required. 
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