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INSTRUCTIONS FOR USE 
The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of 
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan 
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting 
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document 
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may 
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan 
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit 
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage 
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific 
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable 
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular 
situation. Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for 
treatment and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support 
medical necessity and other coverage determinations. 

Coverage Policy 
 
The effectiveness of Abilify Mycite® [aripiprazole tablets with an Ingestible Event Marker (IEM) sensor] 
has not been demonstrated as clinically superior to generic aripiprazole tablets. The alternatives 
(generic aripiprazole tablets) are less costly. Coverage of Abilify Mycite may depend on the applicable 
health benefit plan definition of medical necessity. Where that definition limits coverage to the most 
cost-effective equivalent treatment, Abilify Mycite is not considered medically necessary. 
  
There is insufficient evidence to demonstrate that Ingestible Event Marker (IEM) sensors have a 
discernable impact on patient compliance. Therefore, medications including IEMs are considered 
experimental, investigational and unproven. 
 
FDA Approved Indications  
 
FDA Approved Indication 
Abilify Mycite, a drug-device combination product comprised of aripiprazole tablets embedded with an Ingestible 
Event Marker (IEM) sensor intended to track drug ingestion, is indicated for the: 
• Treatment of adults with schizophrenia  
• Treatment of bipolar I disorder  
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o Acute treatment of adults with manic and mixed episodes as monotherapy and as adjunct to lithium or 
valproate 

o Maintenance treatment of adults as monotherapy and as adjunct to lithium or valproate 
• Adjunctive treatment of adults with major depressive disorder (MDD)  
 
Limitations of Use: 
• The ability of Abilify Mycite to improve patient compliance or modify aripiprazole dosage has not been 

established.  
• The use of Abilify Mycite to track drug ingestion in “real-time” or during an emergency is not recommended 

because detection may be delayed or not occur.  
 
Recommended Dosing 
 
FDA Recommended Dosing 

 Initial Dose Recommended Dose Maximum Dose 
Schizophrenia – adults 10 – 15 mg / day 10 – 15 mg / day 30 mg / day 
Bipolar mania – adults: monotherapy 15 mg / day 15 mg / day 30 mg / day 
Bipolar mania – adults: adjunct to 
lithium or valproate 10 – 15 mg / day 15 mg / day 30 mg / day 

Major Depressive Disorder – Adults 
adjunct to antidepressants 2 – 5 mg /day 5 – 10 mg / day 15 mg / day 

 
General Background 
 
Professional Societies/Organizations 
Clinical practice guidelines do not advocate the use of one product over another.  
 
Other Covered Uses  
AHFS Drug Information 2020 Edition does not support any off-label uses of Abilify Mycite. 
 
Experimental, Investigational, Unproven Uses  
Compendia and other published clinical studies do not currently support any uses other than the FDA indication. 
Criteria will be updated as new published data are available. 
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“Cigna Companies” refers to operating subsidiaries of Cigna Corporation. All products and services are provided exclusively by or through 
such operating subsidiaries, including Cigna Health and Life Insurance Company, Connecticut General Life Insurance Company, Cigna 
Behavioral Health, Inc., Cigna Health Management, Inc., QualCare, Inc., and HMO or service company subsidiaries of Cigna Health 
Corporation. The Cigna name, logo, and other Cigna marks are owned by Cigna Intellectual Property, Inc. © 2020 Cigna. 
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