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INSTRUCTIONS FOR USE 
The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of 
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan 
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting 
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document 
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may 
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan 
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit 
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage 
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific 
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable 
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular situation. 
Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for treatment 
and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support medical 
necessity and other coverage determinations. 

Overview 
 
This policy supports medical necessity review for drugs and biologics that require Prior Authorization. 
 
Cigna maintains individual and/or group topic Coverage Policies and Pharmacy Benefit Clinical Criteria 
describing medical necessity criteria under pharmacy benefit plans. Use the Pharmacy Index search box with a 
specific product name to locate additional coverage policies and clinical criteria. 
 
Coverage Policy 
 
Drugs and biologics, in accordance with benefit plan specifications, are medically necessary when 
BOTH of the following criteria are met: 
 

• ONE of the following: 
o Indication for use is approved and listed in the FDA product information (Label) and the dosage, 

frequency, site of administration, and duration of therapy is not contraindicated or otherwise not 
recommended in the Label, OR 

o Use is supported according to standard medical reference compendia [for example, American 
Hospital Formulary Service (AHFS) compendium], and is not contraindicated in the Label  
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• And where available, use of therapeutic alternatives 

o Unless otherwise specified or clinically inappropriate, prior use of all formulary or covered 
alternatives meets criteria, unless there are more than five alternatives available, where five will be 
the maximum required number of alternatives 

 
When coverage is available and medically necessary, the dosage, frequency, duration of therapy, and site of 
care should be reasonable, clinically appropriate, and supported by evidence-based literature and adjusted 
based upon severity, alternative available treatments, and previous response to therapy. 
 
Note: Receipt of sample product does not satisfy any criteria requirements for coverage. 
 
Approval duration is up to 12 months unless otherwise stated. 
 
Conditions Not Covered 
 
Drugs and Biologics are considered experimental, investigational, or unproven for ANY other use. 
 
Background 
Drugs intended for human use are evaluated by FDA’s Center for Drug Evaluation and Research (CDER) to 
ensure that drugs marketed in the United States are safe and effective. Biological products are evaluated by 
FDA’s Center for Biologics Evaluation and Research (CBER). Federal law generally requires that prescription 
drugs in the U.S. be shown to be both safe and effective prior to marketing for all indications or uses. FDA's 
review of the applicant's labeling insures that health care professionals and patients have the information 
necessary to understand a drug product's risks and its safe and effective use. 32 
 
Good medical practice and the best interests of the patient require that physicians use legally available drugs, 
biologics and devices according to their best knowledge and judgment. If physicians use a product for an 
indication not in the approved labeling, they have the responsibility to be well informed about the product, to 
base its use on firm scientific rationale and on sound medical evidence. This use is called “off-label” and the FDA 
generally allows an FDA-approved, marketed product used in this manner when the intent is the "practice of 
medicine". 32 
 
Employers and health care organizations have an interest in promoting positive patient outcomes. One resource 
employed to achieve this goal is the medication prior authorization process. This process takes into 
consideration evidence of a particular medication’s efficacy and safety to promote appropriate utilization and 
thereby minimize waste and error. 
 
Where Prior Authorization is a part of a pharmacy benefit plan, specific criteria must be met to promote 
appropriate use:  

• Benefit plan coverage parameters, including medical necessity 
• FDA approved ifndication(s) and accepted off-label uses 

o Accepted off-label uses in standard reference compendia (American Hospital Formulary Service 
Drug Information, AHFS) or 

Critically appraised, published, peer-reviewed, English-language, biomedical literature supporting both efficacy 
and safety. 
 
Standard Medical Reference Compendia 
Standard medical reference compendia utilized to establish frequency limitations include, but not limited to:  
American Hospital Formulary Service-Drug Information (AHFS), Truven Health Analytics Micromedex 
Drugpoints, and Wolters Kluwer Facts & Comparisons eAnswers. 
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