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[bookmark: _Toc225169099]Statement
[bookmark: b950953b-64cf-4462-b690-642aea4b88a0][bookmark: _Toc225169100]General Information
· [bookmark: f1c331b7-8c82-4b38-9267-dbf3a2971174]It is the policy of the Health Plan to maintain a prior authorization process that promotes appropriate utilization of specific drugs with potential for misuse or limited indications. This process involves a review using Food and Drug Administration (FDA) criteria to make a determination of Medical Necessity and approval by the Medical Policy Committee. 
· If the established criteria are not met, the request is referred to a Medical Director for review, if required for the plan and level of request. 
[bookmark: _Toc225169101]Purpose
[bookmark: 2516b3cf-d6fd-4050-8fd6-c17305a92c00]The purpose of this guideline is to define the prior authorization process for specialty drugs processed under the medical benefit for the following situations: 
· No existing drug-specific guideline or InterQual criteria
· Diagnoses/indications that are not included in an existing drug-specific guideline or InterQual criteria
[bookmark: _Toc225169102]Scope
[bookmark: 572d1d8c-e048-4c2c-827d-a8db7b225e7c]This guideline applies to all practitioners who are involved in providing the requested drug. This guideline is specific to the Health Plan’s medical benefit. 
[bookmark: _Toc225169103]Special Note 
[bookmark: 9ce5fd17-6328-4692-a9ff-ca93e447be2b]Additional uses are included in this guideline based on being supported by one or more compendia (e.g., Merative Micromedex®, UpToDate® Lexidrug™, Elsevier Clinical Pharmacology). 
[bookmark: _Toc225169104]INITIAL REVIEW CRITERIA
The request must meet all of the criteria below for the applicable scenario. 
[bookmark: _Toc225169105][bookmark: 59e66837-f347-4cba-ad06-9c8898541074]**PLEASE NOTE: For drugs being used as part of a clinical trial, please reference EVH_CG_2711.CC Clinical Trials for further guidance**
Drugs Used for Labeled (FDA-approved) Indications
· Must be prescribed for an FDA-approved indication
· Member must meet one of the following:
· Be included within the patient population identified in the indication OR
· Meet the eligibility criteria for the clinical studies
· Must be used consistently with manufacturer’s prescribing information (e.g., contraindications, limitations, recommended labs prior to initiation)
· Must be prescribed at a dose within the manufacturer’s dosing guidelines (based on diagnosis, weight, etc.) listed in the FDA-approved labeling 
[bookmark: _Toc225169106]Drugs Used for Off-Label (non-FDA-approved) Indications
· Must be prescribed for a compendia-supported indication OR must include literature that supports off-label use
· Examples of literature to support off-label use include articles from peer-reviewed medical journals, evidence-based guidelines published by the American Board of Medical Specialties and other medical associations, and articles from independent entities that asses and report on clinical care decisions, such as Up-To-Date, Cochrane Reviews, and the National Institute for Health and Care Excellence (NICE)
· If submitting journal articles, the provider must include TWO articles from major peer-reviewed professional medical journals that support the drug's safety and effectiveness for treatment of the indication for which it has been prescribed 
· In-house publications of entities whose business relates to the manufacture, sale, or distribution of pharmaceutical products are excluded from consideration.
· Abstracts (including meeting abstracts) are excluded from consideration.
· Member must be comparable to the patient population identified in the indication, clinical studies, or medical literature supporting the off-label use
· Must be prescribed at a dosing regimen that is in alignment with the indication, clinical studies, or medical literature supporting the off-label use, if applicable. 
· Even if a drug is considered reasonable and necessary, coverage may be limited if not dosed in alignment with the current standards of care.
· Must be used consistently with the manufacturer’s prescribing information, as applicable, in relation to the off-label use (e.g., general safety labs that are not diagnosis-specific may still be required)
· If clinically appropriate, must have documentation of a trial and failure, intolerance, or contraindication to medications considered either first-line therapy or the current standard of care for the requested use
[bookmark: _Toc225169107]Reauthorization Criteria
[bookmark: bf411eb6-39fd-4766-b04d-3f0de901e5e4]All prior authorization renewals are reviewed on an annual basis to determine the Medical Necessity for continuation of therapy. The request must meet all of the criteria listed below. 
· Must submit recent chart documentation from the prescriber that the member’s condition has improved or stabilized based upon the prescriber’s assessment while on therapy
· Labeled Indications ONLY: Must be prescribed at a dose within the manufacturer’s dosing guidelines (based on diagnosis, weight, etc.) listed in the FDA-approved labeling 
· Off-label Indications ONLY: Must be prescribed at a dosing regimen that is in alignment with the indication, clinical studies, or medical literature supporting the off-label use, if applicable 
[bookmark: _Toc189906977][bookmark: _Toc225169108]Approval Durations
	Initial Authorization 
	Up to one year


	Reauthorization 
	Same as initial 


[bookmark: da639a29-a55e-49c4-8655-0f6eeb953c05][bookmark: _Toc225169109]Coding and Standards
[bookmark: df230bdd-98a3-4ba3-ae44-f9f8a8a15815][bookmark: _Toc225169110][bookmark: _Codes_(Table_below][bookmark: 8fb7bbad-f1f4-459f-87b7-b715a62bbcef]Codes 
The table below provides drug examples for which this guideline is applicable. This table is not all-inclusive. 
	Code 
	Brand 
	Description 

	J7171
	Adzynma
	Injection, adamts13, recombinant-krhn, 10iu

	J1931
	Aldurazyme
	Injection, laronidase, 0.1mg

	J0584 
	Crysvita
	Injection burosumab-twza 1mg

	J7351 
	Durysta
	Injection, bimatoprost, intracameral implant, 1 microgram

	J1743
	Elaprase
	Injection, idursulfase, 1mg

	J1458
	Naglazyme
	Injection, galsulfase, 1mg

	J1809
	Nulibry
	Injection, fosdenopterin, 1mg

	A9607
	Pluvicto
	Lutetium lu 177 vipivotide tetraxetan

	J1823
	Uplizna
	Injection, inebilizumab-cdon, 1 mg

	J1427
	Viltepso
	Injection, viltolarsen, 1mg

	J1322
	Vimizim
	Injection, elosulfase alfa, 10mg


[bookmark: _Toc225169111]Applicable Lines of Business
	☐
	CHIP (Children’s Health Insurance Program)

	☐
	Commercial

	☐
	Exchange/Marketplace

	☒
	Medicaid

	☐
	Medicare Advantage


[bookmark: bbdd6af5-83c0-477d-9a0b-290b2e0bb618][bookmark: _Toc225169112]Background
[bookmark: _Toc189738351][bookmark: _Toc225169113][bookmark: c8f46071-6a85-41b8-910e-ee88343077c4]Definitions
Compendia – Drug compendia are comprehensive collections of information about drugs, including indications, contraindications, side effects, etc. Compendia serve as authoritative references for health care professionals. Examples of common compendia utilized by the Utilization Management team include Merative Micromedex®, UpToDate®, LexidrugTM, and Elsevier Clinical Pharmacology.
NOC – Not Otherwise Classified Code (e.g., J3490, J3590, J9999). A NOC code is used when there is no specific Current Procedural Terminology (CPT) or Healthcare Common Procedure Coding System (HCPCS) code available to describe a service, procedure, or item.
Specialty Drug – A specialty drug is any high-cost drug, including injectables, infused products, oral agents or inhaled medications, that requires unique storage/shipment and additional education and support from a health care professional. Specialty drugs offer treatment for serious, chronic, life-threatening diseases and are covered under the medical benefit.  
[bookmark: _Toc225169114]Policy History
	Date
	Summary

	March 2026
	· Added dosing criterion to reauthorization section
· Removed Tepezza from applicable drugs

	October 2024
	· Updated criteria to address labeled and off-label indication reviews
· Added Adzynma to applicable drugs

	April 2024
	· Added several drugs to applicable drugs

	February 2023
	· Updated authorization durations to one year

	March 2022
	· New guideline


[bookmark: 4b512564-b43b-4807-b45a-5748be5b1408][bookmark: _Toc225169115]Legal and Compliance
[bookmark: 04291978-1a0a-4575-ba22-05363952021b][bookmark: _Toc225169116]Guideline Approval
[bookmark: b97fcac7-a717-42a2-b4fe-62c00859e1e4][bookmark: _Toc225169117]Committee
Reviewed / Approved by Evolent Administrative Services Medical Policy Committee
[bookmark: 2aca8366-a793-4f5d-9375-d9ccb446b05d][bookmark: _Toc225169118]Disclaimer
Evolent Clinical Guidelines do not constitute medical advice. Treating health care professionals are solely responsible for diagnosis, treatment, and medical advice. Evolent uses Clinical Guidelines in accordance with its contractual obligations to provide utilization management. Coverage for services varies for individual members according to the terms of their health care coverage or government program. Individual members’ health care coverage may not utilize some Evolent Clinical Guidelines. Evolent clinical guidelines contain guidance that requires prior authorization and service limitations. A list of procedure codes, services or drugs may not be all inclusive and does not imply that a service or drug is a covered or non-covered service or drug. Evolent reserves the right to review and update this Clinical Guideline in its sole discretion. Notice of any changes shall be provided as required by applicable provider agreements and laws or regulations. Members should contact their Plan customer service representative for specific coverage information. 

Evolent Clinical Guidelines are comprehensive and inclusive of various procedural applications for each service type. Our guidelines may be used to supplement Medicare criteria when such criteria is not fully established. When Medicare criteria is determined to not be fully established, we only reference the relevant portion of the corresponding Evolent Clinical Guideline that is applicable to the specific service or item requested in order to determine medical necessity. 
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