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Fentanyl Transdermal Patch Drugs Duration Limit 

 

Table of Contents 
 
National Formulary Medical Necessity ................ 1 
Conditions Not Covered....................................... 2 
Background .......................................................... 2 
References .......................................................... 3 
Revision History ................................................... 3 

Product Identifer(s) 
 
61579 

 
 
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. 

National Formulary Medical Necessity 
 
Drugs Affect 
• fentanyl transdermal system – 12 mcg/hr, 25 mcg/hr, 37.5 mcg/hr, 50 mcg/hr, 75 mcg/hr, 100 mcg/hr  

(Duragesic® - generics) 
• fentanyl transdermal system -  12 mcg/hr, 25 mcg/hr, 37.5 mcg/hr, 50 mcg/hr, 62.5 mcg/hr, 75 mcg/hr, 87.5 

mcg/hr, 100 mcg/hr -  generics) 
 
Table 1.  Quantity Limits1,2 

Medication Name and Strength Quantity per 30 days 
Duragesic (fentanyl) 12 mcg/hr, 25 mcg/hr, 37.5 mcg/hr, 50 mcg/hr, 75 
mcg/hr, 100 mcg/hr 

15 transdermal systems 
(patches)  

Fentanyl transdermal system 12 mcg/hr, 25 mcg/hr, 37.5 mcg/hr, 50 
mcg/hr, 62.5 mcg/hr, 75 mcg/hr, 87.5 mcg/hr, 100 mcg/hr 

15 transdermal systems 
(patches) 

 
Criteria 
 
Cigna covers quantities as medically necessary when the following criteria are met: 
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All approvals are provided for 12 months in duration unless otherwise noted below 
Duragesic (generic) 12 mcg/hr, 25 mcg/hr, 37.5 mcg/hr, 50 mcg/hr, 75 mcg/hr transdermal system 
No overrides recommended.  For individuals requesting greater quantities because they are titrating doses up, 
they should be referred to the next higher strength patch. 
 
Fentanyl transdermal system -  12 mcg/hr, 25 mcg/hr, 37.5 mcg/hr, 50 mcg/hr,  62.5 mcg/hr, 75 mcg/hr, 
87.5 mcg/hr 
No overrides recommended.  For individuals requesting greater quantities because they are titrating doses up, 
they should be referred to the next higher strength patch. 
 
Duragesic (generic) 100 mcg/hr transdermal system 
1. For individuals who need doses of greater than 100 mcg/hr, a sufficient quantity of the 100 mcg/hr 

transdermal systems may be approved to allow for up to 400 mcg/hr with every 48 hour dosing (60 
transdermal systems or patches per 30 days).   
 

2. For individuals needing greater than 400 mcg/hr every 48 hours, approve the requested quantity if: 
a. the prescribing physician confirms that the individual is currently on the requested dose and is 

stable, OR; 
b. the individual’s dose is being titrated up to the requested dose and the dose is necessary to control 

the individual’s pain. 
 
Conditions Not Covered 
 
Any other exception is considered not medically necessary. 

 
Background 
 
Overview 
The initial quantity limit supplies a sufficient quantity for the fentanyl transdermal system products to be utilized 
for the management of pain in individuals, severe enough to require daily, around-the-clock, long-term opioid 
treatment in individuals with a cancer diagnosis.  
 
The fentanyl transdermal system products are intended to be used only by healthcare professionals (oncologists 
and pain specialists) who are knowledgeable of and skilled in the use of Schedule II opioids to treat cancer pain.  
Fentanyl transdermal system products are contraindicated in the management of acute or postoperative pain 
and in non-opioid tolerant individuals.1-2   
 
The recommended starting dose when converting from other opioids to Duragesic is intended to 
minimize the potential for overdosing individuals with the first dose. Concomitant use of opioids with 
benzodiazepines or other central nervous system (CNS) depressants, including alcohol, may result in profound 
sedation, respiratory depression, coma, and death. Concomitant prescribing of Duragesic/fentanyl transdermal 
systems and benzodiazepines or other CNS depressants should be reserved for use in individuals for whom 
alternative treatment options are inadequate. Dosages and durations should be limited to the minimum effective. 
Individuals should be followed for signs and symptoms of respiratory depression and sedation. Discontinue all 
other around-the-clock opioid drugs when Duragesic/fentanyl transdermal system therapy is initiated. While there 
are useful tables of opioid equivalents readily available, there is substantial inter-patient variability in the relative 
potency of different opioid drugs and products. As such, it is preferable to underestimate an individual's 24-hour 
fentanyl requirements and provide rescue medication (e.g., immediate release opioid) than to overestimate the 
24-hour fentanyl requirements which could result in adverse reactions.  There are tables available within the 
prescribing information that assist in converting individuals from their existing opioid therapy to 
Duragesic/fentanyl transdermal system. 
 
The dosing interval for Duragesic/fentanyl transdermal system is 72 hours. Do not increase the dose for the first 
time until at least 3 days after the initial application. Titrate the dose based on the daily dose of 
supplemental opioid analgesics required by the individual on the second or third day of the initial 
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application. It may take up to 6 days for fentanyl levels to reach equilibrium on a new dose. Therefore, evaluate 
individuals for further titration after no less than two 3-day applications before any further increase in dosage is 
made. Base dosage increments on the daily dosage of supplementary opioids, using the ratio of 45 mg/24 hours 
of oral morphine to a 12 mcg/hour increase in Duragesic/fentanyl transdermal system dose. 
 
A small proportion of adult patients may not achieve adequate analgesia using a 72-hour dosing interval and 
may require systems to be applied at 48 hours rather than at 72 hours, only if adequate pain control cannot be 
achieved using a 72-hour regimen. An increase in the dose should be evaluated before changing dosing 
intervals in order to maintain patients on a 72-hour regimen.  Therefore, a quantity of fentanyl transdermal 
systems of 15 patches will be covered per 30 days without prior authorization. 
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