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Introduction

Nutrient/nutritional panel testing looks for a lack of specific nutrients in the body. Blood and
urine samples are used to measure levels of vitamins, minerals, amino acids, fatty acids,
antioxidants, and other markers, depending on the test. Testing can be done on healthy people
and on people who have certain chronic medical conditions. This testing is intended to make
personal recommendations for nutritional supplements that may help maintain health or
improve certain medical conditions. Nutrient/nutritional panel testing to identify nutritional
deficiencies is unproven (investigational). More studies are needed to see if this testing improves
health outcomes.

Note: The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can
be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a
service may be covered.

Policy Coverage Criteria
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Testing Investigational

Nutrient/nutritional panel | Nutrient/nutritional panel testing is considered investigational
testing for all indications including but not limited to testing for
nutritional deficiencies in individuals with mood disorders,
fibromyalgia, unexplained fatigue, and healthy individuals.
(e.g., NutrEval FMV, NutrEval Plasma, Metabolomix+ [Genova

Diagnostics])

Note: There may not be one specific individual code for these panels, multiple individual codes

may be used. The following is not an exhaustive list of what may be used in billing for these

panel tests.
Description
82746 Folic acid; serum
83735 Magnesium
83785 Manganese
84590 Vitamin A
84630 Zinc
82128 Amino acids; multiple, qualitative, each specimen
82136 Amino acids, 2 to 5 amino acids, quantitative, each specimen

Note: CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

Related Information

When reviewing nutrient/nutritional panel testing, the entire panel is to be reviewed as whole
versus the individual elements of the panel.
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Evidence Review

Description

Multimarker nutritional panel testing is proposed for individuals with certain chronic conditions
(e.g., mood disorders, fibromyalgia, unexplained fatigue) as well as for healthy individuals
seeking to optimize health and/or fitness.

Background

Nutritional panel testing aims to identify nutritional deficiencies that will lead to personalized
nutritional supplement recommendations. Testing is proposed both for healthy individuals to
optimize health and for individuals with chronic conditions (e.g., mood disorders, fibromyalgia,
unexplained fatigue) to specify supplements that will ameliorate symptomes.

Genova Diagnostics offers nutritional/nutrient panel testing. Among the tests this company
offers is NutrEval FMV, which involves analysis of urine and blood samples and provides
information on more than 100 markers including organic acids, amino acids, fatty acids, markers
of oxidative stress (direct measurement of glutathione and CoQ10, and markers of oxidative
injury and DNA damage) and nutrient elements (see Table 1)." Genova Diagnostics produces a
report that includes test results categorized as minimal, moderate, or high need, along with
recommendations for supplements and dosages for items categorized as high need. NutrEval
FMV patient reports can recommend supplementation for any of the nutrients listed in Table 1
if they are found to be areas of high need.

NutrEval Plasma, also by Genova Diagnostics, is a similar test.? The only difference between
NutrEval FMV and NutrEval Plasma is that the former uses urine (first morning void) whereas the
latter uses plasma (fasting sample) to measure amino acids. Metabolomix+ provides analysis of
key nutritional biomarkers using non-invasive first morning void (FMV) urine collection with
optional add-on bloodspot finger stick and buccal swab. It is similar to NutrEval, but can be
collected entirely at home.

SpectraCell Laboratories offers a micronutrient test that measures functional deficiencies at the
cellular level.? The test assesses how well the body uses 31 vitamins, minerals, amino and fatty
acids, antioxidants, and metabolites (see Table 1). SpectraCell categorizes test results into
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adequate, borderline, and deficient, and offers supplementation suggestions based on each
individual's deficiencies.

Table 1. Components of the NutrEval FMV and Spectra Cell Tests

Category NutrEval FMV Spectra Cell Nutrient Testing

Vitamins and Vitamin A, vitamin C, vitamin E, alpha- Vitamin A, vitamin B1, vitamin B2, vitamin B3,

antioxidants lipoic acid, coenzyme Q10, glutathione, vitamin B6, vitamin B12, biotin, folate,
plant-based antioxidants, B vitamins pantothenate, vitamin C, vitamin D, vitamin K,
(thiamin B1, riboflavin B2, niacin B3, alpha-lipoic acid, coenzyme Q10, cysteine,
pyridoxine B6, biotin B7, folic acid B9, glutathione, selenium, vitamin E

cobalamin B12)

Minerals Magnesium, manganese, molybdenum, Calcium, magnesium, manganese, zinc, copper
zinc
Fatty acids Omega-3-oils

Digestive support | Probiotics, pancreatic enzymes

Other vitamins Vitamin D

Amino acids Arginine, asparagine, cysteine, glutamine, | Asparagine, glutamine, serine
glycine, histidine, isoleucine, leucine,
lysine, methionine, phenylalanine, serine,
taurine, threonine, tryptophan, tyrosine,
valine

Metabolites Choline, inositol, carnitine

Summary of Evidence

For individuals who have mood disorders, fibromyalgia, or unexplained fatigue, or healthy
individuals who seek to optimize health and fitness who receive nutritional panel testing, the
evidence includes several systematic reviews and randomized controlled trials (RCTs) on the
association between a single condition and a single nutrient and on the treatment of specific
conditions with nutritional supplements. Relevant outcomes are symptoms, change in disease
status, and functional outcomes. Systematic reviews have found statistically significant
associations between depression or fibromyalgia and levels of several nutrients; however, there
is little evidence that nutrient supplementation for individuals with depression improves health
outcomes. An RCT has also found statistically significant associations between fatigue and levels
of vitamin D. However, there is no direct evidence on the health benefits of nutritional panel
testing for any condition, including testing healthy individuals, and no evidence that nutritional
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panel testing is superior to testing for individual nutrients for any condition. The evidence is
insufficient to determine that the technology results in an improvement in the net health
outcome.

Ongoing and Unpublished Clinical Trials

A search of ClinicalTrials.gov in October 2023 did not identify any ongoing or unpublished
trials that would likely influence this review.

US Preventive Services Task Force Recommendations

The US Preventive Services Task Force (USPSTF) has not addressed nutritional panel testing. The
USPSTF has made several recommendations addressing screening for individual nutrients. The

USPSTF concluded that there is insufficient evidence to recommend for or against screening for
iron deficiency anemia in asymptomatic children, adolescents and pregnant women and vitamin

D deficiency in asymptomatic, nonpregnant adults.’'1

Medicare National Coverage

There is no national coverage determination.

Regulatory Status

Clinical laboratories may develop and validate tests in-house and market them as a laboratory
service; laboratory-developed tests must meet the general regulatory standards of the Clinical
Laboratory Improvement Amendments (CLIA). Nutrient/nutritional panel testing using urine
and/or blood samples is offered (e.g., NutrEval FMV , NutrEval Plasma, and Metabolomix+ by
Genova Diagnostics; micronutrient testing by SpectraCell) under the auspices of the CLIA.
Laboratories that offer laboratory-developed tests must be licensed by the CLIA for high-
complexity testing. To date, the US Food and Drug Administration has chosen not to require any
regulatory review of this test.
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02/01/21 New policy, approved January 12, 2021. Nutrient/nutritional panel testing is
considered investigational for all indications.

03/01/22 Annual Review, approved February 7, 2022. Policy updated with literature review
through October 19, 2021; no references added, reference to USPSTF vitamin D
recommendation updated. Policy statement unchanged.

02/01/23 Annual Review, approved January 23, 2023. Policy updated with literature review
through October 19, 2022; reference added. Minor editorial refinements to policy
statements; intent unchanged. Changed the wording from "patient” to "individual®
throughout the policy for standardization.

03/01/24 Annual Review, approved February 12, 2024. Policy updated with literature review
through October 23, 2023; no references added. Policy statement unchanged.

05/01/24 Minor update to related policies. 2.04.100 was replaced with 2.04.509 Cardiovascular
Risk Panels.

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). ©2024 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.
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Discrimination is Against the Law

LifeWise Health Plan of Washington (LifeWise) 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. LifeWise does not
exclude people or treat them differently because of race, color, national origin, age, disability, sex, gender identity, or sexual orientation.
LifeWise 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). LifeWise 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 LifeWise 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: 855-332-6396, Fax: 425-918-5592, TTY: 711, Email AppealsDepartmentinquiries@LifeWiseHealth.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. 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.

Language Assistance
ATENCION: si habla espafiol, tiene a su disposicion servicios gratuitos de asistencia lingiiistica. Llame al 800-817-3056 (TTY: 711).
AR OREERERE P G B IESE SRR - 552(E 800-817-3056 (TTY : 711) -
CHU Y: Néu ban néi Tiéng Viét, c6 cac dich vu hd tro' ngdn ngtr mién phi danh cho ban. Goi s 800-817-3056 (TTY: 711).
F: =0 E MEBotAlE 2, A0 X HEIAE 222 080t = YASLICH 800-817-3056 (TTY: 711) HHO 2 Matoh FAA L.
BHWMAHWE: Ecnm BbI roBOpUTE Ha PYCCKOM S13bIKE, TO BaM AOCTYMHLI Becnnathble yenyru nepesoga. 3soHute 800-817-3056 (teneTaitn: 711).
PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-817-3056 (TTY: 711).
YBATA! fKL10 B/ PO3MOBAAETE YKPAIHCbKOIO MOBOIO, BU MOMKETE 3BEPHYTUCA A0 HE3KOLITOBHOI C/TY*KOM MOBHOT NiATPUMKN.

TenedoHyiite 3a Homepom 800-817-3056 (TeneTaiin: 711).
[utis: 1IGusSMERSunw Manisl wnESwiRsman INWESSSS WL SHICGESHNUUTESY G 190 §00-817-3056 (TTV: 711)4
AEZE  BAEZEINGGE, BHOSEIREZCARAVEETET, 800:817-3056 (TTY711) £T, FEEICTIEECLEL,
TNFOF; 0715t IR ATICE Pt PRCH® ACAF RCEFTE (1R ALIHPT HHOEHPA: OL “UntAD- ¢7C RO 800-817-3056 (oot AtAgFm- 711),
XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltidhaan ala, ni argama. Bilbilaa 800-817-3056 (TTY: 711).
(711 68015 aall e o)) 800-817-3056 a0 docall  lanalls ll ) 553 &, salll Bac lusall cland (i Arlll SO Ziaati € 1)) Ak sale
fimrs faB: 7 3t st 882 J, 3T 3 R ATfes™ AT 393 B8 He3 QusHEY J1 800-817-3056 (TTY: 711) '3 IS J3|
ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfiigung. Rufnummer: 800-817-3056 (TTY: 711).
W0990L: 1799 WedIwIZy 299, NMVLINMVgoecHGIWWIZ, Loetcdyan, cunlwenloivi. tns 800-817-3056 (TTY: 711).
ATANSYON: Si w pale Kreyol Ayisyen, gen sévis éd pou lang ki disponib gratis pou ou. Rele 800-817-3056 (TTY: 711).
ATTENTION : Si vous parlez francais, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-817-3056 (ATS : 711).
UWAGA: Jezeli mowisz po polsku, mozesz skorzysta¢ z bezptatnej pomocy jezykowej. Zadzwon pod numer 800-817-3056 (TTY: 711).
ATENCAQ: Se fala portugués, encontram-se disponiveis servicos linguisticos, gratis. Ligue para 800-817-3056 (TTY: 711).
ATTENZIONE: In caso la lingua parlata sia I'taliano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero 800-817-3056 (TTY: 711).
80 ol 800-817-3056 (TTY: 711) L 25l (o pal g L (50 Il ) gy (i) st S oo KSR i Jlb () 40 R Ao g
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