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REPLACES MEDICAL POLICIES: 
2.04.07 Urinary Biomarkers for Cancer Screening, Diagnosis, and Surveillance 
2.04.68 Laboratory and Genetic Testing for Use of 5-Fluorouracil in Patients with 

Cancer  
4.01.21 Noninvasive Prenatal Screening for Fetal Aneuploidies and Microdeletions 

using Cell-Free Fetal DNA 
12.04.13 Genetic Testing for Alzheimer Disease 
12.04.28 Genetic Testing for Predisposition to Inherited Hypertrophic 

Cardiomyopathy  
12.04.36 Assays of Genetic Expression in Tumor Tissue as a Technique to 

Determine Prognosis in Patients with Breast Cancer 
12.04.43 Genetic Testing for Cardiac Ion Channelopathies 
12.04.44 Genetic Testing for Familial Cutaneous Malignant Melanoma 
12.04.48 Genotype-Guided Warfarin Dosing 
12.04.51 Genetic Testing for Tamoxifen Treatment 
12.04.52 Molecular Testing for the Management of Pancreatic Cysts, Barrett 

Esophagus, and Solid Pancreaticobiliary Lesions 
12.04.54 Gene Expression-Based Assays for Cancers of Unknown Primary 
12.04.59 Genetic Testing for Developmental Delay/Intellectual Disability, Autism 

Spectrum Disorder, and Congenital Anomalies 
12.04.61 Multigene Expression Assay for Predicting Recurrence in Colon Cancer 
12.04.63 Use of Common Genetic Variants (Single Nucleotide Variants) to Predict 

Risk of Non-familial Breast Cancer 
12.04.72 Gene Expression Testing in the Evaluation of Patients with Stable Ischemic 

Heart Disease 
12.04.74 DNA-Based Testing for Adolescent Idiopathic Scoliosis 
12.04.75 Genetic Testing of CADASIL Syndrome 
12.04.81 Genetic Testing for Rett Syndrome 
12.04.86 Genetic Testing for Muscular Dystrophies 
12.04.87 Genetic Testing for Hereditary Hearing Loss 
12.04.88 Genetic Testing for PTEN Hamartoma Tumor Syndrome 
12.04.89 Genetic Testing for the Diagnosis of Inherited Peripheral Neuropathies 
12.04.91 General Approach to Genetic Testing 
12.04.93 Genetic Cancer Susceptibility Panels Using Next-Generation Sequencing 
12.04.97 Microarray-Based Gene Expression Profile Testing for Multiple Myeloma 

Risk Stratification 
12.04.99 Genetic Testing for Hereditary Pancreatitis 
12.04.102 Whole Exome and Whole Genome Sequencing for Diagnosis of Genetic 

Disorders 
12.04.103 Genetic Testing for Macular Degeneration 
12.04.108 Noninvasive Fetal RHD Genotyping Using Cell-Free Fetal DNA  
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12.04.111 Gene Expression Profiling and Protein Biomarkers for Prostate Cancer 
Management 

12.04.114 Genetic Testing for Dilated Cardiomyopathy 
12.04.115 Expanded Molecular Panel Testing of Cancers to Identify Targeted 

Therapies 
12.04.117 Genetic Testing for Mitochondrial Disorders 
12.04.120 Gene Expression Profiling for Uveal Melanoma 
12.04.121 Miscellaneous Genetic and Molecular Diagnostic Test 
12.04.122 Chromosomal Microarray Testing for the Evaluation of Pregnancy Loss 
12.04.126 Moderate Penetrance Variants Associated with Breast Cancer in 

Individuals at High Breast Cancer Risk 
12.04.129 Genetic Testing for Marfan Syndrome, Thoracic Aortic Aneurysms and 

Dissections, and Related Disorders 
12.04.131 Pharmacogenetic Testing for Pain Management 
12.04.139 Genetic Testing for Heterozygous Familial Hypercholesterolemia 
12.04.140 Proteogenomic Testing in Patients with Cancer  
12.04.141 Circulating Tumor DNA and Circulating Tumor Cells for Cancer 

Management (Liquid Biopsy) 
12.04.146 Gene Expression Profiling for Cutaneous Melanoma 
12.04.305 Preimplantation Genetic Testing in Embryos 
12.04.504 Genetic Testing for Hereditary Breast/Ovarian Cancer Syndrome 

(BRCA1/BRCA2) 
12.04.506 Genetic Testing for Lynch Syndrome and Other Inherited Colon Cancer 

Syndromes 
12.04.510 Molecular Markers in Fine Needle Aspirates of the Thyroid 
12.04.512 Genetic Testing for Li-Fraumeni Syndrome 
12.04.514 Genetic Testing for Epilepsy 
12.04.515 Genetic Testing for Diagnosis and Management of Mental Health 

Conditions 
12.04.517 CYP450 Genotyping to Determine Drug Metabolizer Status 
12.04.518 Preconception Screening for Carrier Status of Genetic Diseases 
12.04.519 Genetic Testing for Alpha Thalassemia  
12.04.520 General Approach to Evaluating the Utility of Genetic Panels 
12.04.522 Genetic testing for Neurofibromatosis 
12.04.523 Invasive Prenatal (Fetal) Diagnostic Testing 
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Introduction 

Carelon Medical Benefits Management conducts reviews for molecular genetic testing. 
Guidelines for genetic testing, including for pharmacogenomics, prenatal diagnosis, cardiac 
disease, cancer susceptibility, tumors and malignancies as well as single-gene genetic testing, 
and whole exome and whole genome sequencing will be used to conduct clinical reviews. The 
link to Carelon’s Clinical Appropriateness Guidelines for Genetic Testing can be found below. To 
submit a request for services, providers will need to use the Carelon Medical Benefits 
Management provider portal, which is also provided below. 

 

Administrative Guideline  

 

Service Link 
Molecular genetic testing Carelon Clinical Appropriateness Guidelines for Genetic 

Testing encompass: 
• Genetic testing for hereditary cancer susceptibility 
• Genetic testing for hereditary cardiac disease 
• Genetic testing for multifactorial conditions 
• Genetic testing for reproductive carrier screening and prenatal 

diagnosis 
• Genetic testing for single-gene conditions 
• Genetic testing for thrombotic disorders 
• Molecular testing of solid and hematologic tumors and 

malignancies 
• Pharmacogenetic testing  
• Whole exome and whole genome sequencing 
 

View Carelon Medical Benefits Guidelines 
Request a review Carelon Provider Portal login 
Genetic counseling* Molecular genetic testing services reviewed by Carelon 

requires genetic counseling* for the tests described in the 
following Carelon Clinical Appropriateness Guidelines For 
Genetic Testing: 

http://guidelines.carelonmedicalbenefitsmanagement.com/
http://guidelines.carelonmedicalbenefitsmanagement.com/
http://guidelines.carelonmedicalbenefitsmanagement.com/
http://www.providerportal.com/
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Service Link 
• Genetic testing for hereditary cardiac disease 
• Genetic testing for hereditary cancer susceptibility 
• Whole exome and genome sequencing 

 
Note *See Related Information below for further information related to 

genetic counseling requirement. 

 

Related Information  

 

Pre-test genetic counseling is required as standard of care for individuals undergoing hereditary 
cancer susceptibility genetic testing, hereditary cardiac disease genetic testing, and whole 
exome sequencing (WES) and whole genome sequencing.1-6 Pre-test genetic counseling should 
be performed by a medical geneticist or genetic counselor and should include a formal 
informed consent process. 

 

Rationale   

 

Pre-test genetic counseling provides individuals seeking genetic testing the opportunity to 
make informed decisions about their genetic testing and subsequent medical management 
options. Genetic counseling combines expertise in obtaining and interpreting family history 
information, the ability to identify the most beneficial individual in a family to initiate testing, 
identification of most appropriate testing options, and proficiency in genetic variant 
interpretation to maximize the genetic testing experience for patients and their healthcare 
providers. Patients who receive genetic counseling report increased knowledge, understanding, 
and satisfaction regarding their genetic testing experience.7-8 The genetic counseling informed 
consent process also educates and empowers patients to consider the psychological, financial, 
employment, disability, and insurance implications of genetic testing results.4 

The advent of multi-gene panels and genome-scale sequencing have increased the complexity 
of the genetic testing landscape. Misuse of genetic testing increases the risk for adverse events 
and patient harm including missed opportunities for diagnosis and disease prevention.9-11 
Genetic information requires expert interpretation and ongoing re-evaluation to ensure the 
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most accurate interpretation is used for informing medical management decision making. The 
multitude of genetic testing options as well as the complex information revealed by genetic 
testing can make choosing the most appropriate test and interpretation of results difficult for 
non-genetics healthcare providers.12 Involvement of a clinical genetics provider has been shown 
to ensure the correct test is ordered, limits result misinterpretation and allows patients to make 
informed, evidence-based medical decisions with their healthcare providers.13 

Genetic counseling not only improves patient outcomes but also reduces unnecessary 
healthcare spending. Pre-test genetic counseling has been shown to reduce inappropriate test 
ordering and prevent unnecessary medical procedures and interventions from inaccurate result 
interpretation.14 While genetic testing is now available to providers in almost all clinical 
specialties, correct use and interpretation is necessary to prevent adverse outcomes. While 
genetic counseling may benefit any patient considering or undergoing genetic testing, tests that 
offer predictive information or have a higher chance of identifying uncertain variants often carry 
stronger recommendations in the form of consensus guidelines and professional statements for 
genetic counseling by trained genetics professionals. 

 

Genetic Counseling for WES 

There is consensus that involvement of trained genetics professionals in consulting with patients 
is essential prior to and after ordering such tests and can identify the appropriate patients for 
large multi-gene panels or WES.15 

Obtaining informed consent and providing pre-test genetic counseling by a trained genetics 
professional is an essential component of WES. The American College of Medical Genetics 
(ACMG) published specific recommendations6: 

• Pre-test counseling should be done by a medical geneticist or an affiliated genetic counselor 
and should include a formal consent process. 

• Prior to initiating whole genome sequencing (WGS)/WES, participants should be counseled 
regarding the expected outcomes of testing, the likelihood and type of incidental results 
that could be generated, and what results will or will not be disclosed. 

• As part of the pre-test counseling, a clear distinction should be made between clinical and 
research-based testing. In many cases, findings will include variants of unknown significance 
that might be the subject for research; in such instances a protocol approved by an 
institutional review board must be in place and appropriate prior informed consent obtained 
from the participant. 
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Genetic Counseling for Hereditary Cardiac Conditions 

Both the joint consortium of the American College of Cardiology/American Heart Association 
Task Force on Clinical Practice Guidelines and the Heart Rhythm Society (AHA/ACC/HRS) as well 
as the ACMG have issued strong recommendations for genetic counseling for individuals 
undergoing evaluation for inherited cardiac disease.  

In their Task Force publication from 20174, the AHA/ACC/HRS provided this recommendation: 

The decision to proceed with genetic testing requires discussion regarding the clinical use of 
genetic information to be obtained for both the proband and family members, as well as 
consideration of the important psychological, financial, employment, disability, and life 
insurance implications of positive genotyping. Balancing privacy of health care information 
for the proband with the “right to know” for family members, and the ability to provide 
appropriate communication of information to all potentially affected family members can be 
challenging on many levels, including family dynamics, geographic proximity, and access to 
healthcare. For these reasons, genetic counseling generally occurs before proceeding with 
genetic testing, and, from a patient’s perspective, is optimally provided by genetic 
counselors, if available, in collaboration with physicians. A combined approach of genetic 
counseling with medical guidance may appropriately balance the decision as to whether 
genetic testing would be beneficial on an individual basis. 

In the recent joint statement put forth by the ACMG and Heart Failure Society16, genetic 
counseling performed by a board-certified or board-eligible genetic specialist or specialized 
physician in the absence of a genetics professional is recommended as a key component of the 
evaluation of individuals with suspected familial cardiomyopathies with a level of evidence of A, 
their strongest recommendation. In addition, this recommendation includes a specific structure 
for genetic counseling that notes genetics professionals are specially trained to provide, 
including: review of medical records essential for phenotyping, obtaining a pedigree, patient 
and family education, evaluating genetic testing options, obtaining consent for genetic testing, 
facilitating family communication, and ordering and interpreting genetic test results while 
addressing psychosocial issues. 

 

Genetic Counseling for Hereditary Cancer Conditions 

Finally, the field of genetics that has included the broadest support for genetic counseling is 
hereditary cancer susceptibility. Many consensus organizations including the American Society 



Page | 7 of 9  ∞ 

of Clinical Oncology (ASCO)17, the National Comprehensive Cancer Network (NCCN)1,2, the 
American College of Obstetricians and Gynecologists (ACOG)18 and the U.S. Preventive Services 
Task Force (USPSTF)19 recommend genetic counseling as an integral part of the evaluation of 
individuals at risk for hereditary cancer susceptibility syndromes. Additionally, the Affordable 
Care Act 20 has established that counseling prior to mutation testing is an established essential 
health benefit appropriate for individuals with breast cancer.  

Per the NCCN, cancer risk assessment and genetic counseling is highly recommended when 
genetic testing is offered (i.e., pre-test counseling) and after results are disclosed (i.e., post-test 
counseling), with assurance that the pre-test counseling includes collection of a comprehensive 
family history, evaluation of risk, full genetic differential review and education for the patient on 
the outcomes of testing, as well as full informed consent.  
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History  

 

Date Comments 
10/10/18 New Administrative Guideline, approved October 9, 2018.  

12/14/18 Interim Review, approved December 13, 2018. Clarified genetic counseling 
requirement rationale. 

11/01/19 Annual Review, approved October 4, 2019. References updated. Administrative 
guideline unchanged. 

09/01/20 Annual Review, approved August 20, 2020. Administrative guideline unchanged.  

08/01/21 Annual Review, approved July 22, 2021. References updated; administrative guideline 
remains unchanged. 

https://www.genomeweb.com/dxpgx/cleveland-clinic-explores-issues-associated-integrating-genomics-healthcare
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Date Comments 
08/01/22 Annual Review, approved July 25, 2022. Guideline reviewed; references updated. No 

content changes were made. 

03/01/23 Annual Review, approved February 20, 2023. Policy updated to reflect AIM Specialty 
Health name change to Carelon Medical Benefits Management. URL updated from 
AIMspecialtyhealth.com to carelon.com with no content changes made to the policy. 
This name change is effective March 1, 2023. 

 

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The 
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and 
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review 
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit 
booklet or contact a member service representative to determine coverage for a specific medical service or supply. 
CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2023 Premera 
All Rights Reserved. 

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when 
determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to 
the limits and conditions of the member benefit plan. Members and their providers should consult the member 
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations 
applicable to this service or supply. This medical policy does not apply to Medicare Advantage. 



Premera Blue Cross is an independent licensee of the Blue Cross Blue Shield Association serving businesses and residents of Alaska and Washington State, excluding Clark County.  

052493 (07-01-2021) 

Discrimination is Against the Law 

Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to 
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible 
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters 
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to 
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation, 
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592, 
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a 
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human 
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, 
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201, 
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.  

Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through 
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by 
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.  

Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state, 
outside Anchorage). 

Language Assistance 

ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711). 

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711). 

注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。 

CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn.  Gọi số 800-722-1471 (TTY: 711). 

주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오. 

ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711). 

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711). 

MO LOU SILAFIA: Afai e te tautala  Gagana fa'a Sāmoa, o loo iai auaunaga  fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711). 

ໂປດຊາບ: ຖ້າວ່າ ທ່ານເວ ້ າພາສາ ລາວ, ການບໍລິການຊ່ວຍເຫ ຼື ອດ້ານພາສາ, ໂດຍບ່ໍເສັຽຄ່າ, ແມ່ນມີພ້ອມໃຫ້ທ່ານ. ໂທຣ 800-722-1471 (TTY: 711). 

注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。 

PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam.  Awagan ti 800-722-1471 (TTY: 711). 

УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки.  Телефонуйте за 

номером 800-722-1471 (телетайп:  711). 

ប្រយ័ត្ន៖  បរើសិនជាអ្នកនិយាយ ភាសាខ្មែរ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្ន លួ គឺអាចមានសំរារ់រំបរ ើអ្នក។  ចូរ ទូរស័ព្ទ   800-722-1471 (TTY: 711)។ 

ማስታወሻ:  የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711). 

XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711). 

 (. 711)رقم هاتف الصم والبكم:    800-722-1471:  إذا كنت تتحدث اذكر اللغة، فإن خدمات المساعدة اللغوية تتوافر لك بالمجان.  اتصل برقم  ملحوظة

ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰਜਾਬੀ ਬੋਲਿੇ ਹ,ੋ ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹ।ੈ 800-722-1471 (TTY: 711) 'ਤ ੇਕਾਲ ਕਰੋ। 
เรียน: ถา้คุณพูดภาษาไทยคุณสามารถใชบ้ริการช่วยเหลือทางภาษาไดฟ้รี  โทร 800-722-1471 (TTY: 711). 

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711). 

UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711). 

ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou.  Rele 800-722-1471 (TTY: 711). 

ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711). 

ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis.  Ligue para 800-722-1471 (TTY: 711). 

ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero  800-722-1471 (TTY: 711).  

 تماس بگیريد.   1471-722-800 (TTY: 711): اگر به زبان فارسی گفتگو می کنید، تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد. با  توجه 
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