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IMPORTANT REMINDER 

This Medical Policy has been developed through consideration of medical necessity, generally 
accepted standards of medical practice, and review of medical literature and government 
approval status. 

Benefit determinations should be based in all cases on the applicable contract language. To the 
extent there are any conflicts between these guidelines and the contract language, the contract 
language will control. 

The purpose of medical policy is to provide a guide to coverage. Medical Policy is not intended 
to dictate to providers how to practice medicine. Providers are expected to exercise their 
medical judgment in providing the most appropriate care. 

 

DESCRIPTION 

This policy applies only to "closed" pharmacy benefit design contracts where prior 
authorization needs to be approved for coverage of a non-formulary or non-preferred 
medication. Non-formulary or non-preferred means those self-administered medications not 
listed in the Regence formulary/preferred medication list.  

PLEASE NOTE: This policy does NOT apply to “open” or “tiered” pharmacy benefit design 
contracts where non-formulary or non-preferred medications are covered (typically at a higher 
copayment than formulary or preferred) either with or without prior authorization.  

There are not exceptions to the copayment structure for closed pharmacy benefits.  Specific 
prior authorization criteria in drug-specific policies take precedence over the general criteria 
listed in this policy.  
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Policy/Criteria  

I. A non-formulary or non-preferred medication may be prior authorized for coverage if 
there is a Regence medication policy and those criteria are met.  

  

II. A non-formulary or non-preferred medication for which there is no medication-specific 
policy may be prior authorized for coverage under closed benefit designs that require 
coverage of a non-formulary or non-preferred medication when one of the following 
criteria in A, B or C below is met:  

 A. For non-formulary or non-preferred medications that do not have a generic available:

   Treatment with at least two formulary/preferred medication alternatives was 
contraindicated, ineffective or not tolerated.  If only one alternative is 
available, only that treatment must have been contraindicated, ineffective or 
not tolerated.   

Formulary/preferred medication alternatives are defined as those alternatives 
specific to the non-formulary/non-preferred alternative listed on the 
Alternatives to Non-Formulary page of the www.regencerx.com web site. 
(http://www.regencerx.com/learn/alternatives/index.html)  

 OR   

 B. A non-formulary or non-preferred medication for which there is a generic equivalent 
available: 

  1. The generic equivalent was either ineffective or not tolerated. 

  AND  

  2. The provider submits a completed FDA MedWatch form (Appendix 1) 
documenting the intolerance or lack of efficacy of the generic product. The 
completed form will be faxed to the FDA for reporting of adverse events and 
product problems. 

   OR 

   C. There is no formulary/preferred or generic medication available. 
 
 
III. Limitations and Authorization Period 

 Authorization may be renewed as defined in the specific medication policy or at least 
annually to confirm continued eligibility. 



© 2009  The Regence Group.  All rights reserved. 

dru116.4  Page 3 of 7 

Position Statement 

The Regence Formulary/Preferred Medication List 

- A formulary/preferred medication list is a group of generic and selected brand-name 
medications that is established, reviewed and updated routinely by an external group of 
physicians and pharmacists called the Pharmacy and Therapeutics Committee.  

- The criteria for evaluating and selecting medications for the formulary/preferred 
medication list are based on published scientific evidence and include efficacy (a 
medication's ability to treat a condition or prevent a disease), safety (the incidence of side 
effects and medication interactions), outcomes (clinical value of the product), and cost-
effectiveness all relative to other available treatment options.  

- Medications that provide significant medical value, based on a rigorous review of both 
published and unpublished scientific data, are included on the formulary/preferred 
medication list when their benefit is worth their cost.  

- There is at least one or more medication available on the formulary/preferred medication 
list (either as a generic or preferred brand) for any condition that is a covered benefit. 

- Formulary/preferred medication choices are reviewed at least annually and regularly as 
new data become available. Medications may be removed from the formulary/preferred 
medication list when the brand name becomes generically available or when they are no 
longer cost-effective relative to other existing or newer products that come to market. 

  

Generic Medications 

- A generic medication is an identical copy of a brand name medication in dosage, safety, 
strength, route of administration, quality, performance and intended use. [1] 

- The FDA requires that generic manufacturers: [1] 

 * Adhere to the same stringent manufacturing standards and requirements as brand 
manufacturers for assuring quality, strength, purity and stability of medication 
products. 

 * Scientifically prove that their generic medication works the same way and in the 
same amount of time as the reference brand version (i.e., demonstrate 
bioequivalence). 

- Since generics have the same active ingredients and are shown to work the same way in 
the body, they have the same efficacy, safety, and risk-benefit profile as their brand-
name counter-parts. [1] 
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- As a result, the majority of FDA-approved generic medications may be considered 
therapeutically interchangeable with their brand name reference products. 

 

FDA MedWatch 

- The FDA MedWatch Program is designed to maintain the safety and post-marketing 
surveillance of all FDA-regulated medications. [2] 

- The FDA uses the MedWatch Program to: [2] 

 * Report medication adverse events and product quality problems.  

 * Maintain effective and quality medication products on the market. 

- Healthcare professionals have the clinical responsibility to report serious adverse events or 
product quality problems associated with a medication to the FDA MedWatch Program. 

- MedWatch reports filed by healthcare professionals serve as the basis that may prompt 
further regulatory actions to improve product safety and protect the public health, such as 
updating a product’s labeling information, sending out a “Dear Health Care Professional” 
letter, or re-evaluating an approval decision. [2] 
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Off-Label Use of FDA-Approved Drugs, dru031 

 

Codes  Number  Description  

None        
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Appendix 1: FDA MedWatch (Voluntary) Form & Instructions 
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