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PLANS IN SCOPE 
Aspirus Health Plan   
 
BACKGROUND & PURPOSE: 
Step therapy is a utilization management approach that establishes an order in which clinically 
appropriate therapies are accessed. For provider‑administered medications, including biologics 
and other complex therapies, direct comparative clinical evidence supporting mandatory 
sequencing between reference products is often limited. Nevertheless, step therapy frameworks 
are widely implemented across commercial markets to promote clinically appropriate use, 
encourage adoption of lower‑cost therapeutic alternatives such as FDA‑approved biosimilars or 
generics when available, and support operational consistency. 
 
Clinical practice guidelines and professional society recommendations describe evidence‑based 
treatment strategies within specific therapeutic areas, including initiation, escalation, and 
switching of therapies based on clinical response and patient‑specific factors. These guidelines 
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inform standards of care and clinical appropriateness but are not intended to dictate payer 
coverage, formulary placement, or utilization management requirements. 
 
FDA-approved biosimilars are highly similar to their respective reference products and have no 
clinically meaningful differences in safety, purity, or potency. Available clinical and 
postmarketing evidence supports comparable safety and effectiveness, including when clinically 
appropriate transitions occur between reference products and their biosimilars. FDA-approved 
generic drugs contain the same active ingredient as the corresponding reference listed drug and 
are required to meet applicable FDA standards for pharmaceutical equivalence and 
bioequivalence. 
 
At the same time, professional societies and other stakeholders have expressed concern 
regarding insurer‑mandated non‑medical switching, particularly for patients who are stable on 
established therapy. These concerns highlight the importance of preserving prescriber and 
patient decision‑making, ensuring continuity of care, and providing access to medical necessity 
exceptions. 
 
The purpose of this policy is to define principles, safeguards, and delegation standards for 
applying step therapy to provider‑administered medications while preserving clinical flexibility, 
continuity of care, and compliance with applicable state and federal requirements. 
 
POLICY STATEMENT: 
Step therapy may be applied to provider‑administered biologic medications when clinically 
appropriate and operationally supported. 
 
Step therapy must: 
 

• Be applied to new starts only 
• Allow for medical necessity exceptions 
• Preserve continuity of care for members stable on established therapy 
• Align with FDA‑approved labeling and recognized standards of care 

 
Step therapy must not: 
 

• Require switching of members who are stable on established therapy solely due to 
non‑clinical preferences 

• Override documented contraindications or intolerance 
• Delay medically necessary or urgent treatment 
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STEP THERAPY FRAMEWORK 
Preferred and Biosimilar Medications 
Preferred agents, biosimilars, and step‑through requirements for provider‑administered biologics 
are determined by Optum Rx medical policies adopted by Aspirus Health Plan, as published 
and maintained in the plan’s medical policy repository. 
 
These policies are incorporated by reference and may be updated independently of this 
framework policy. 
 
Default Biosimilar / Generic‑First Application 
For provider‑administered biologic medications not explicitly addressed in the Optum Rx / 
Aspirus medical policy framework: 
 
FDA‑approved biosimilars or generics should be used prior to reference biologic products when 
clinically appropriate. 
 
This approach applies to new starts only. 
Requests for reference products may be approved based on documented medical necessity. 
 
This default sequencing reflects commonly adopted utilization management practices in the 
commercial market and evidence that FDA-approved biosimilars are highly similar to their 
reference products with no clinically meaningful differences in safety, purity, or potency. It does 
not require switching stable patients already receiving a clinically effective therapy. 
 
Exceptions and Overrides 
Exceptions to step therapy requirements may be granted when one or more of the following 
apply: 
 

• Contraindication to the preferred or step‑through agent 
• Documented intolerance or adverse reaction 
• Prior inadequate response to the required step agent 
• Member is stable on established therapy 
• Urgent or emergent clinical circumstances where delay would risk harm 

 
Exception requests are evaluated through standard prior authorization processes. 
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Medical Records Documentation 
Benefit coverage is determined by review of member-specific benefit plan information and all 
applicable laws.  Medical records documentation may be required to assess if the member 
meets criteria; however, provision of records does not guarantee coverage.  
 
LIMITATIONS 
 
•  This policy does not establish disease-specific or drug-specific sequencing requirements.  
•  Detailed step therapy criteria are delegated to UM tools and drug-specific policies.  
•  This policy does not supersede FDA labeling, clinical judgment, or applicable regulatory 
requirements.  
•  Specialty society guidelines are referenced for clinical appropriateness but are not used as 
coverage mandates. 
 
DEFINITIONS 
 
Provider-Administered Biologic Medication 
A biologic drug administered by a healthcare professional and reimbursed under the medical 
benefit. 
Step Therapy 
A utilization management protocol requiring the use of one therapy before another therapy may 
be covered. 
Biosimilar 
An FDA-approved biologic product demonstrated to be highly similar to a reference biologic with 
no clinically meaningful differences in safety, purity, or potency. 
New Start A member who has not received the requested medication within the applicable 
continuity/lookback period established for the member’s line of business. The applicable 
lookback period and any continuity-of-care requirements must be applied in accordance with the 
governing benefit, utilization-management criteria, and applicable federal or state requirements. 
 
APPLICABLE CODES 
 
Applicable HCPCS, CPT, and J‑codes are determined operationally and are not exhaustively 
listed in this policy. 
 
REGULATORY AND LEGAL CONSIDERATIONS 
This policy is intended to comply with applicable federal and state step therapy requirements. 
Coverage determinations remain subject to benefit plan terms, ERISA considerations, and 
jurisdiction-specific regulations. 
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Nondiscrimination & Language Access Policy 
Discrimination is Against the Law. Aspirus Health Plan, Inc. complies with applicable Federal civil rights laws and does not discriminate on 
the basis of race, color, national origin, age, disability,  or sex, (including sex characteristics, including intersex traits; pregnancy or related 
conditions; sexual orientation, gender identity and sex stereotypes), consistent with the scope of sex discrimination described at 45 CFR 
§ 92.101(a)(2). Aspirus Health Plan, Inc. does  not exclude people or treat them less favorably because of race, color, national origin, age, 
disability, or sex.

Aspirus Health Plan, Inc.:
Provides people with disabilities reasonable modifications and free appropriate auxiliary aids and services to communicate effectively with 
us, such as:

-	 Qualified sign language interpreters.
-	 Written information in other formats (large print, audio, accessible electronic formats, other formats).

Provides free language assistance services to people whose primary language is not English, which may include:
-	 Qualified interpreters.
-	 Information written in other languages.

If you need reasonable modifications, appropriate auxiliary aids and services, or language assistance services, contact the Nondiscrimination 
Grievance Coordinator at the address, phone number, fax number, or email address below.

If you believe that Aspirus Health Plan, Inc. has  failed to provide these services or discriminated in another way on the basis of race, color, 
national origin, age, disability, or sex, you can file a grievance with:

Nondiscrimination Grievance Coordinator
Aspirus Health Plan, Inc.
PO Box 1890
Southampton, PA 18966-9998
Phone: 1-866-631-5404 (TTY: 711)
Fax: 763-847-4010
Email: customerservice@aspirushealthplan.com

You can file a grievance in person or by mail, fax, or email. If you need help filing a grievance, the Nondiscrimination Grievance 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 Avenue, 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. This notice is available at Aspirus Health Plan, Inc.’s website: 
https://aspirushealthplan.com/webdocs/70021-AHP-NonDiscrim_Lang-Assist-Notice.pdf.
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