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Medical Guideline Disclaimer 

Property of EmblemHealth. All rights reserved. The treating physician or primary care provider must submit to EmblemHealth the clinical evidence that 
the patient meets the criteria for the treatment or surgical procedure. Without this documentation and information, EmblemHealth will not be able to 
properly review the request for prior authorization. The clinical review criteria expressed below reflects how EmblemHealth determines whether certain 
services or supplies are medically necessary. EmblemHealth established the clinical review criteria based upon a review of currently available clinical 
information (including clinical outcome studies in the peer reviewed published medical literature, regulatory status of the technology, evidence-based 
guidelines of public health and health research agencies, evidence-based guidelines and positions of leading national health professional organizations, 
views of physicians practicing in relevant clinical areas, and other relevant factors). EmblemHealth expressly reserves the right to revise these conclusions 
as clinical information changes and welcomes further relevant information. Each benefit program defines which services are covered. The conclusion that 
a particular service or supply is medically necessary does not constitute a representation or warranty that this service or supply is covered and/or paid for 
by EmblemHealth, as some programs exclude coverage for services or supplies that EmblemHealth considers medically necessary. If there is a discrepancy 
between this guideline and a member's benefits program, the benefits program will govern. In addition, coverage may be mandated by applicable legal 
requirements of a state, the Federal Government or the Centers for Medicare & Medicaid Services (CMS) for Medicare and Medicaid members. All coding 
and web site links are accurate at time of publication. EmblemHealth Services Company LLC, (“EmblemHealth”) has adopted the herein policy in providing 
management, administrative and other services to EmblemHealth Plan, Inc., EmblemHealth Insurance Company, EmblemHealth Services Company, LLC 
and Health Insurance Plan of Greater New York (HIP) related to health benefit plans offered by these entities. All of the aforementioned entities are 
affiliated companies under common control of EmblemHealth Inc.  
 

 
Definitions 
Mutations to the Phosphatidylinositol-4,5-bisphosphate 3-kinase, catalytic subunit alpha (PIK3CA) gene are 
suggested to be linked to the development of several cancers including breast cancer, colorectal cancer, 
endometrial cancer, gastric cancer and lung cancer. 
 
Related Medical Guidelines 
Gene Expression Profiling 
Genetic Counseling and Testing 
 
 
Guideline 
Analysis of PIK3CA status in tumor cells is considered investigational and not medically necessary for all 
indications. * 

* Note: Pharmacogenetic testing (using an FDA approved companion diagnostic test) may be considered medically necessary for 
members with PIK3CA-mutated, advanced or metastatic breast cancer, who are under consideration for treatment with Piqray® 
(alpelisib), as determined through the Pharmacy preauthorization process.     

 

Applicable Procedure Codes 

81404 Molecular pathology procedure, Level 5 (eg, analysis of 2-5 exons by DNA sequence analysis, mutation scanning or 
duplication/deletion variants of 6-10 exons, or characterization of a dynamic mutation disorder/triplet repeat by 
Southern blot analysis) 

81479 Unlisted molecular pathology procedure 

Revision History 
Feb. 14, 2020 — added PIK3CA pharmacogenetic testing for Piqray consideration as a covered exception. 

https://www.emblemhealth.com/content/dam/emblemhealth/pdfs/provider/medical_policies/g/MG_Gene_Expression_Profiling.pdf
https://www.emblemhealth.com/content/dam/emblemhealth/pdfs/provider/medical_policies/g/MG_Genetic_Counseling_Testing.pdf
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