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Policy Summary 
 

 See Purpose 
Overview 
Alzheimer’s disease (AD) is a currently irreversible brain disorder that progressively degrades memory, cognitive function, and 
ability to carry out tasks of daily living. AD is the number one cause of dementia in older Americans. Antiamyloid-beta 
monoclonal antibodies (antiamyloid mAbs) are laboratory-made proteins designed to bind a specific substance in the body, 
with the goal of marking it for destruction by the body’s immune system. Scientists design various mAbs as treatments with the 
goal of targeting and neutralizing or clearing infections (like the COVID-19 virus), cancer cells, and in the case of AD, amyloid 
accumulation in the brain. 
 
Guidelines 
Nationally Covered Indication 
Effective April 7, 2022, the Centers for Medicare & Medicaid Services (CMS) covers Food and Drug Administration (FDA) 
approved monoclonal antibodies directed against amyloid for the treatment of AD when furnished in accordance with Section B 
under coverage with evidence development (CED) for patients who have a clinical diagnosis of mild cognitive impairment (MCI) 
due to AD or mild AD dementia, both with confirmed presence of amyloid beta pathology consistent with AD. 
 
Coverage Criteria 
1. Monoclonal antibodies directed against amyloid that are approved by the FDA for the treatment of AD based upon 

evidence of efficacy from a change in a surrogate endpoint (e.g., amyloid reduction) considered as reasonably likely to 
predict clinical benefit may be covered in a randomized controlled trial conducted under an investigational new drug (IND) 
application. 

2. Monoclonal antibodies directed against amyloid that are approved by the FDA for the treatment of AD based upon 
evidence of efficacy from a direct measure of clinical benefit may be covered in CMS-approved prospective comparative 
studies. Study data for CMS-approved prospective comparative studies may be collected in a registry. 

3. For CMS-approved studies, the protocol, including the analysis plan, must include: 
 

Related Medicare Advantage Policy Guidelines 
• Positron Emission Tomography (PET) Scan 
• Routine Costs in Clinical Trials (NCD 310.1) 
 

Related Medicare Advantage Coverage Summaries 
• Medications/Drugs (Outpatient/Part B) 
• Positron Emission Tomography (PET)/ Combined 

PET-CT(Computed Tomography) 

https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medadv-guidelines/p/positron-emission-tomography-pet-scan.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medadv-guidelines/r/routine-costs-clinical-trials.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medadv-coverage-sum/medications-drugs-outpatient-partb.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medadv-coverage-sum/positron-emission-tomography-pet-combined-pet-ct-computed-tomography.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medadv-coverage-sum/positron-emission-tomography-pet-combined-pet-ct-computed-tomography.pdf
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o A study population whose diversity of patients are representative of the national population with MCI due to AD or mild 
AD dementia. 

o A neurocognitive evaluation and a description of the instruments used to assess cognition and function for the clinical 
diagnosis of MCI due to AD or mild AD dementia for study enrollment and outcomes assessment. 

o A description of: The multidisciplinary dementia team and optimal medical management. 
o Study sites with clinical expertise and infrastructure to provide treatments consistent with the safety monitoring 

outlined in the FDA-approved label. 
4. CMS-approved studies of a monoclonal antibody directed against amyloid (antiamyloid mAb) approved by the FDA for the 

treatment of AD based upon evidence of efficacy from a direct measure of clinical benefit must address all of the questions 
below: 
o Does the antiamyloid mAb meaningfully improve health outcomes (i.e., slow the decline of cognition and function) for 

patients in broad community practice? 
o Do benefits, and harms such as brain hemorrhage and edema, associated with use of the antiamyloid mAb, depend on 

characteristics of patients, treating clinicians, and settings? 
o How do the benefits and harms change over time? 

5. CMS-approved studies must adhere to the following standards of scientific integrity that have been identified by the Agency 
for Healthcare Research and Quality (AHRQ): 
o The principal purpose of the study is to test whether the item or service meaningfully improves health outcomes of 

affected beneficiaries who are represented by the enrolled subjects. 
o The rationale for the study is well supported by available scientific and medical evidence. 
o The study results are not anticipated to unjustifiably duplicate existing knowledge. 
o The study design is methodologically appropriate and the anticipated number of enrolled subjects is sufficient to 

answer the research question(s) being asked in the National Coverage Determination (NCD). 
o The study is sponsored by an organization or individual capable of completing it successfully. 
o The research study is in compliance with all applicable Federal regulations concerning the protection of human 

subjects found in the Code of Federal Regulations (CFR) at 45 CFR Part 46. If a study is regulated by the FDA, it is also 
in compliance with 21 CFR Parts 50 and 56. In addition, to further enhance the protection of human subjects in studies 
conducted under CED, the study must provide and obtain meaningful informed consent from patients regarding the 
risks associated with the study items and/or services, and the use and eventual disposition of the collected data. 

o All aspects of the study are conducted according to appropriate standards of scientific integrity. 
o The study has a written protocol that clearly demonstrates adherence to the standards listed here as Medicare 

requirements. 
o The study is not designed to exclusively test toxicity or disease pathophysiology in healthy individuals. Such studies 

may meet this requirement only if the disease or condition being studied is life threatening as defined in 21 CFR 
§312.81(a) and the patient has no other viable treatment options. 

o The clinical research studies and registries are registered on the ClinicalTrials.gov website by the principal 
sponsor/investigator prior to the enrollment of the first study subject. Registries are also registered in the AHRQ 
Registry of Patient Registries (RoPR). 

o The research study protocol specifies the method and timing of public release of all prespecified outcomes to be 
measured including release of outcomes if outcomes are negative or study is terminated early. The results must be 
made public within 12 months of the study’s primary completion date, which is the date the final subject had final data 
collection for the primary endpoint, even if the trial does not achieve its primary aim. The results must include number 
started/completed, summary results for primary and secondary outcome measures, statistical analyses, and adverse 
events. Final results must be reported in a publicly accessible manner; either in a peer-reviewed scientific journal (in 
print or online), in an on-line publicly accessible registry dedicated to the dissemination of clinical trial information such 
as ClinicalTrials.gov, or in journals willing to publish in abbreviated format (e.g., for studies with negative or incomplete 
results). 

o The study protocol must explicitly discuss beneficiary subpopulations affected by the item or service under 
investigation, particularly traditionally underrepresented groups in clinical studies, how the inclusion and exclusion 
criteria effect enrollment of these populations, and a plan for the retention and reporting of said populations in the trial. 
If the inclusion and exclusion criteria are expected to have a negative effect on the recruitment or retention of 
underrepresented populations, the protocol must discuss why these criteria are necessary. 

o The study protocol explicitly discusses how the results are or are not expected to be generalizable to affected 
beneficiary subpopulations. Separate discussions in the protocol may be necessary for populations eligible for 
Medicare due to age, disability or Medicaid eligibility. 
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The principal investigator must submit the complete trial protocol, cite where the detailed analysis plan for the CMS CED 
questions occurs in the protocol, and provide a statement addressing how the study satisfies each of the standards of scientific 
integrity (a. through m. listed above), as well as the investigator’s contact information, to the email address below. The 
information will be reviewed, and approved trials will be identified on the CMS Website. 
 
The Email address for protocol submissions is: clinicalstudynotification@cms.hhs.gov. The Email subject line should be: "CED 
Monoclonal Antibodies for the Treatment of Alzheimer’s Disease [name of sponsor/primary investigator]" 
 
Monoclonal antibodies directed against amyloid indicated for the treatment of AD are covered when furnished according to the 
FDA approved indication in National Institutes of Health (NIH)-supported trials. 
 
For any CMS-approved study, or NIH-supported trial, that includes a beta amyloid positron emission tomography (PET) scan as 
part of the protocol, it has been determined that these trials or studies also meet the CED requirements included in the Beta 
Amyloid PET in Dementia and Neurodegenerative Disease NCD (220.6.20). 
 
Nationally Non-Covered 
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. 
 

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 guideline 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 
J0172 Injection, aducanumab-avwa, 2 mg 

 
Modifier Description 

Q0 Investigational clinical service provided in a clinical research study that is in an approved clinical 
research study 

 
Diagnosis Code Description 

G30.0 Alzheimer's disease with early onset 

G30.1 Alzheimer's disease with late onset 

G30.8 Other Alzheimer's disease 

G30.9 Alzheimer's disease, unspecified 

G31.84 Mild cognitive impairment of uncertain or unknown etiology 

Covered Under Clinical Trial Only 

Z00.6 Encounter for examination for normal comparison and control in clinical research program 
 

References 
 
CMS National Coverage Determinations (NCDs) 
NCD 200.3 Monoclonal Antibodies Directed Against Amyloid for the Treatment of Alzheimer's Disease (AD) 
 

https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=375&ncdver=1&bc=0
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CMS Transmittal(s) 
Transmittal 11692, Change Request 12950, Dated 11/09/2022 (National Coverage Determination (NCD) 200.3 - Monoclonal 
Antibodies Directed Against Amyloid for the Treatment of Alzheimer’s Disease (AD)) 
 
UnitedHealthcare Commercial Policy 
Aduhelm™ (Aducanumab-Avwa) 
 
Other(s) 
Coverage with Evidence Development Amyloid PET 
FDA Grants Accelerated Approval for Alzheimer’s Disease Treatment | FDA 
Aducanumab - ClinicalTrials.gov 
 For the complete press release, refer to Medicare Coverage Policy for Monoclonal Antibodies Directed Against Amyloid for 

the Treatment of Alzheimer’s Disease. 
 For a fact sheet on Medicare coverage policy for monoclonal antibodies directed against amyloid for the treatment of 

Alzheimer’s disease, refer to Medicare Coverage Policy for Monoclonal Antibodies Directed Against Amyloid for the 
Treatment of Alzheimer’s Disease. 

 To read the final NCD CED decision memorandum, refer to Monoclonal Antibodies Directed Against Amyloid for the 
Treatment of Alzheimer’s Disease. 

 

Guideline History/Revision Information 
 
Revisions to this summary document do not in any way modify the requirement that services be provided and documented in 
accordance with the Medicare guidelines in effect on the date of service in question. 
 

Date Summary of Changes 
04/12/2023 Supporting Information 

 Updated References section to reflect the most current information; no change to guidelines 
 Archived previous policy version MPG393.01 

 

Purpose 
 
The Medicare Advantage Policy Guideline documents are generally used to support UnitedHealthcare Medicare Advantage 
claims processing activities and facilitate providers’ submission of accurate claims for the specified services. The document 
can be used as a guide to help determine applicable:  
 Medicare coding or billing requirements, and/or  
 Medical necessity coverage guidelines; including documentation requirements. 

 
UnitedHealthcare follows Medicare guidelines such as NCDs, LCDs, LCAs, and other Medicare manuals for the purposes of 
determining coverage. It is expected providers retain or have access to appropriate documentation when requested to support 
coverage. Please utilize the links in the References section below to view the Medicare source materials used to develop this 
resource document. This document is not a replacement for the Medicare source materials that outline Medicare coverage 
requirements. Where there is a conflict between this document and Medicare source materials, the Medicare source materials 
will apply. 
 

Terms and Conditions 
 
The Medicare Advantage Policy Guidelines are applicable to UnitedHealthcare Medicare Advantage Plans offered by 
UnitedHealthcare and its affiliates. 
 
These Policy Guidelines are provided for informational purposes, and do not constitute medical advice. Treating physicians and 
healthcare providers are solely responsible for determining what care to provide to their patients. Members should always 
consult their physician before making any decisions about medical care. 

https://www.cms.gov/files/document/r11692ncd.pdf
https://www.cms.gov/files/document/r11692ncd.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-medical-drug/aduhelm.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-medical-drug/aduhelm.pdf
https://www.cms.gov/Medicare/Coverage/Coverage-with-Evidence-Development/Amyloid-PET
https://www.fda.gov/news-events/press-announcements/fda-grants-accelerated-approval-alzheimers-disease-treatment
https://clinicaltrials.gov/ct2/results?cond=&term=Aducanumab&cntry=&state=&city=&dist=
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJlbWFpbCI6ImFuZ2VsYV9tYXJ0ZW5zQHVoYy5jb20iLCJidWxsZXRpbl9saW5rX2lkIjoiMTAwIiwic3Vic2NyaWJlcl9pZCI6IjI1NjcwMjY1NyIsImxpbmtfaWQiOiIxOTQ3OTU2OTY3IiwidXJpIjoiYnAyOmRpZ2VzdCIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvbmV3c3Jvb20vcHJlc3MtcmVsZWFzZXMvY21zLWZpbmFsaXplcy1tZWRpY2FyZS1jb3ZlcmFnZS1wb2xpY3ktbW9ub2Nsb25hbC1hbnRpYm9kaWVzLWRpcmVjdGVkLWFnYWluc3QtYW15bG9pZC10cmVhdG1lbnQiLCJidWxsZXRpbl9pZCI6IjIwMjIwNDA4LjU2MTI5MTExIn0.I4TyJl5a8JLidxAXori5H-r32E1yFuG3cdTAXfElvUs
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJlbWFpbCI6ImFuZ2VsYV9tYXJ0ZW5zQHVoYy5jb20iLCJidWxsZXRpbl9saW5rX2lkIjoiMTAwIiwic3Vic2NyaWJlcl9pZCI6IjI1NjcwMjY1NyIsImxpbmtfaWQiOiIxOTQ3OTU2OTY3IiwidXJpIjoiYnAyOmRpZ2VzdCIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvbmV3c3Jvb20vcHJlc3MtcmVsZWFzZXMvY21zLWZpbmFsaXplcy1tZWRpY2FyZS1jb3ZlcmFnZS1wb2xpY3ktbW9ub2Nsb25hbC1hbnRpYm9kaWVzLWRpcmVjdGVkLWFnYWluc3QtYW15bG9pZC10cmVhdG1lbnQiLCJidWxsZXRpbl9pZCI6IjIwMjIwNDA4LjU2MTI5MTExIn0.I4TyJl5a8JLidxAXori5H-r32E1yFuG3cdTAXfElvUs
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJlbWFpbCI6ImFuZ2VsYV9tYXJ0ZW5zQHVoYy5jb20iLCJidWxsZXRpbl9saW5rX2lkIjoiMTAxIiwic3Vic2NyaWJlcl9pZCI6IjI1NjcwMjY1NyIsImxpbmtfaWQiOiIxOTQ3Nzc2MTQ3IiwidXJpIjoiYnAyOmRpZ2VzdCIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvbmV3c3Jvb20vZmFjdC1zaGVldHMvbWVkaWNhcmUtY292ZXJhZ2UtcG9saWN5LW1vbm9jbG9uYWwtYW50aWJvZGllcy1kaXJlY3RlZC1hZ2FpbnN0LWFteWxvaWQtdHJlYXRtZW50LWFsemhlaW1lcnMtZGlzZWFzZSIsImJ1bGxldGluX2lkIjoiMjAyMjA0MDguNTYxMjkxMTEifQ.QJw5sDmaX1f-Z2eBNFdCMMHfJQdUgnzYfi024_ESU-U
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJlbWFpbCI6ImFuZ2VsYV9tYXJ0ZW5zQHVoYy5jb20iLCJidWxsZXRpbl9saW5rX2lkIjoiMTAxIiwic3Vic2NyaWJlcl9pZCI6IjI1NjcwMjY1NyIsImxpbmtfaWQiOiIxOTQ3Nzc2MTQ3IiwidXJpIjoiYnAyOmRpZ2VzdCIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvbmV3c3Jvb20vZmFjdC1zaGVldHMvbWVkaWNhcmUtY292ZXJhZ2UtcG9saWN5LW1vbm9jbG9uYWwtYW50aWJvZGllcy1kaXJlY3RlZC1hZ2FpbnN0LWFteWxvaWQtdHJlYXRtZW50LWFsemhlaW1lcnMtZGlzZWFzZSIsImJ1bGxldGluX2lkIjoiMjAyMjA0MDguNTYxMjkxMTEifQ.QJw5sDmaX1f-Z2eBNFdCMMHfJQdUgnzYfi024_ESU-U
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJlbWFpbCI6ImFuZ2VsYV9tYXJ0ZW5zQHVoYy5jb20iLCJidWxsZXRpbl9saW5rX2lkIjoiMTAyIiwic3Vic2NyaWJlcl9pZCI6IjI1NjcwMjY1NyIsImxpbmtfaWQiOiIxOTQ3Nzc2MTIzIiwidXJpIjoiYnAyOmRpZ2VzdCIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvbWVkaWNhcmUtY292ZXJhZ2UtZGF0YWJhc2Uvdmlldy9uY2FjYWwtZGVjaXNpb24tbWVtby5hc3B4P3Byb3Bvc2VkPU4mbmNhaWQ9MzA1IiwiYnVsbGV0aW5faWQiOiIyMDIyMDQwOC41NjEyOTExMSJ9.6d298t0jITST-VV5bVMNHASbzlo2x97N0SiMay1JaSU
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJlbWFpbCI6ImFuZ2VsYV9tYXJ0ZW5zQHVoYy5jb20iLCJidWxsZXRpbl9saW5rX2lkIjoiMTAyIiwic3Vic2NyaWJlcl9pZCI6IjI1NjcwMjY1NyIsImxpbmtfaWQiOiIxOTQ3Nzc2MTIzIiwidXJpIjoiYnAyOmRpZ2VzdCIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvbWVkaWNhcmUtY292ZXJhZ2UtZGF0YWJhc2Uvdmlldy9uY2FjYWwtZGVjaXNpb24tbWVtby5hc3B4P3Byb3Bvc2VkPU4mbmNhaWQ9MzA1IiwiYnVsbGV0aW5faWQiOiIyMDIyMDQwOC41NjEyOTExMSJ9.6d298t0jITST-VV5bVMNHASbzlo2x97N0SiMay1JaSU
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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 member specific benefit plan document identifies which services are covered, 
which are excluded, and which are subject to limitations. In the event of a conflict, the member specific benefit plan document 
supersedes the Medicare Advantage Policy Guidelines. 
 
Medicare Advantage Policy Guidelines are developed as needed, are regularly reviewed and updated, and are subject to 
change. They represent a portion of the resources used to support UnitedHealthcare coverage decision making. 
UnitedHealthcare may modify these Policy Guidelines at any time by publishing a new version of the policy on this website. 
Medicare source materials used to develop these guidelines include, but are not limited to, CMS National Coverage 
Determinations (NCDs), Local Coverage Determinations (LCDs), Medicare Benefit Policy Manual, Medicare Claims Processing 
Manual, Medicare Program Integrity Manual, Medicare Managed Care Manual, etc. The information presented in the Medicare 
Advantage Policy Guidelines is believed to be accurate and current as of the date of publication and is provided on an "AS IS" 
basis. Where there is a conflict between this document and Medicare source materials, the Medicare source materials will 
apply. 
 
You are responsible for submission of accurate claims. Medicare Advantage Policy Guidelines are intended to ensure that 
coverage decisions are made accurately based on the code or codes that correctly describe the health care services provided. 
UnitedHealthcare Medicare Advantage Policy Guidelines use Current Procedural Terminology (CPT®), Centers for Medicare and 
Medicaid Services (CMS), or other coding guidelines. References to CPT® or other sources are for definitional purposes only 
and do not imply any right to reimbursement or guarantee claims payment. 
 
Medicare Advantage Policy Guidelines are the property of UnitedHealthcare. Unauthorized copying, use, and distribution of this 
information are strictly prohibited. 
 
*For more information on a specific member's benefit coverage, please call the customer service number on the back of the 
member ID card or refer to the Administrative Guide. 

https://www.uhcprovider.com/en/admin-guides.html
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