
 
  

 

CONFIDENTIAL & PROPRIETARY, VENTEGRA, INC. WWW.VENTEGRA.COM 

MEDICATION POLICY: 

Subsys® 

Generic Name: Fentanyl sublingual spray 

Therapeutic Class or Brand Name: Subsys®  

Applicable Drugs (if Therapeutic Class): N/A 

Preferred: N/A 

Non-preferred: N/A 

Date of Origin: 10/19/2015  

Date Last Reviewed / Revised: 12/8/2022 

 

PRIOR AUTHORIZATION CRITERIA 
(May be considered medically necessary when criteria I through VII are met) 

I. Documented diagnosis of breakthrough cancer pain. 

II. Documentation that patient is already receiving and is tolerant to around-the-clock opioid 
therapy for their cancer pain (i.e. patient has been taking one of the following medications 
around-the-clock for a minimum of one week: at least 60 mg of oral morphine daily, at least 25 
mcg of transdermal fentanyl/hour, at least 30 mg of oral oxycodone daily, at least 8 mg of oral 
hydromorphone daily or an equianalgesic dose of another opioid daily). 

III. Documented trial and failure of, intolerance to, or contraindication to, at least two generic short-
acting narcotics for breakthrough pain (i.e. concentrated morphine oral solution, 
hydromorphone, oxycodone, etc.). 

IV. Minimum age requirement: 18 years old. 

V. Patient is enrolled in the Transmucosal Immediate-Release Fentanyl (TIRF) REMS ACCESS Program. 

VI. Treatment must be prescribed by or in consultation with an oncologist or pain specialist enrolled in 
the TIRF REMS ACCESS program. 

VII. Refer to plan document for the list of preferred products. If requested agent is not listed as a 
preferred product, must have a documented failure, intolerance, or contraindication to the 
preferred product(s).  

EXCLUSION CRITERIA 

 Management of acute or postoperative pain, including headache/migraine, dental pain, 
and in opioid non-tolerant patients. 

OTHER CRITERIA 

 Subsys® is only available through a restricted program called the Transmucosal Immediate 
Release Fentanyl (TIRF) REMS Access program. Outpatients, healthcare professionals who 
prescribe to outpatients, pharmacies, and distributors must enroll in the program. Further 
information is available at www.TIRFREMSaccess.com or by calling 1-866-822-1483. 

 Subsys® is not bioequivalent with other fentanyl products. The initial dose of Subsys® is always 
100 mcg with the ONLY exception of patients already using Actiq®. 
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MEDICATION POLICY: 

Subsys® 

 The initial dose for patients already using Actiq® is outlined in the table below: 

Current Actiq® Dose Initial Subsys® Dose 
≤ 400 mcg 100 mcg spray 

600 mcg to 800 mcg 200 mcg spray 
≥ 1200 mcg 400 mcg spray 

 

QUANTITY / DAYS SUPPLY RESTRICTIONS 

 The quantity is limited to a maximum of 120 doses per 30 days. 

 APPROVAL LENGTH 

 Authorization: 6 months 

 Re-Authorization: An updated letter of medical necessity or progress notes showing current 
medical necessity criteria are met and that the medication is providing satisfactory pain 
control for the patient's breakthrough cancer pain. 

APPENDIX 

N/A 

 REFERENCES 

1. Subsys. Prescribing information. Renaissance Lakewood LLC. 2021. Accessed December 8, 
2022. https://subsys.com/wp-content/uploads/2021/05/Subsys-PI-2104221-April-2021.pdf.  

DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected 
medications. They offer a guide to coverage and are not intended to dictate to providers how to practice medicine. Refer 
to Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement 
in providing the most appropriate care for their patients.  

 


