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	DESCRIPTION: 



Zubsolv (buprenorphine and naloxone) is FDA approved for the treatment of opiate dependence. The buprenorphine component is a semisynthetic partial mu-receptor agonist and weak kappa antagonist activity. Buprenorphine has partial agonist activity, high affinity to the mu-receptor and a slow receptor dissociation which means it does not induce tolerance, can block the activities of additional opioids, and the withdrawal symptoms are milder than that of a full agonist respectively. Its partial agonist activity diminished some of the toxicities allowing higher doses to be used for the purpose of prolonging the action. Patients with opioid or cocaine drug dependence have increased kappa-receptor activity and are not likely to experience dysphoria with buprenorphine alone. Naloxone is a potent antagonist at the mu-opioid receptors and is used in combination with buprenorphine to deter any misuse potential with the buprenorphine tablet formulation while maintaining its efficacy. For the treatment of opioid dependence, Zubsolv is used as maintenance therapy.

	APPROVAL DURATION: 



Renewals: 9 months 
Initial authorizations: 3 months
QLs: 3 tablets per day 

	CRITERIA FOR ZUBSOLV



Requests for initial therapy:
I. Patient has had trial/failure or intolerance to both the buprenorphine/naloxone tablets (Suboxone)  AND buprenorphine/naloxone film (Suboxone Film) formulation
II. Patient has not been receiving Zubsolv
III. Patient is 16 years of age or older
IV. Patient has a diagnosis of opioid dependence
V. Patient is not pregnant 
VI. Prescriber is certified through SAMHSA (Substance Abuse and Mental Health Services Administration) to prescribe Subutex (buprenorphine) and provided registration number
VII. Prescription is part of an overall treatment program (e.g., self-help groups, counseling, provide ongoing care, vocational training)

Requests for renewal therapy:
I. Patient has been receiving Zubsolv
II. Patient is not receiving any other opioids
III. Prescriber is evaluating random urine drug screens and assessment of the patient’s progress (e.g., relapse, progress/accomplishment of treatment goals)
IV. Patient is 16 years of age or older
V. Patient has a diagnosis of opioid dependence
VI. Prescriber is certified through SAMHSA (Substance Abuse and Mental Health Services Administration) to prescribe Subutex (buprenorphine) and provided registration number
VII. Prescription is part of an overall treatment program (e.g., self-help groups, counseling, provide ongoing care, vocational training)

	CRITERIA QUESTIONS FOR ZUBSOLV



	1. What is the patient’s age?

	If 16 years or older = Go to Q2
If less than 16 years = DENY. The plan requires the member to be at least 16 years of age or older. Based on the information provided, this requirement was not met.

	2.  What is the member’s diagnosis?

	If opioid dependence = Go to Q3
If Other = DENY.  The plan provides coverage of the prescribed drug for the diagnosis of opioid dependence.  Based on the information provided, this requirement was not met.

	3.  Is the prescriber certified through SAMHSA (Substance Abuse and Mental Health Services Administration) to prescribe Zubsolv?

	If Yes = Go to Q4
If No = DENY. The plan provides coverage of the prescribed drug when the physician is certified through SAMHSA to prescribe Zubsolv. Based on the information provided, this requirement was not met.

	4.  What is the prescriber’s registration number? Please document:_______________________________

	If provided = Go to Q5
If not provided = DENY. The plan provides coverage of the prescribed drug when the physician is certified through SAMHSA to prescribe Zubsolv with a registration number. Based on the information provided, this requirement was not met.

	5.  What additional treatment programs is the patient participating in?
A. Self-help groups
B. Counseling 
C. Provide ongoing care
D. Vocational training
E. Other: _____________________________________

	If Yes to any = Go to Q6
If No = DENY. The plan provides coverage of the prescribed drug when Zubsolv is part of an overall treatment plan that includes self-help groups, counseling, vocational training, etc. Based on the information provided, this requirement was not met.

	6.  Is the patient pregnant? 

	If Yes = DENY.  The plan provides coverage of the prescribed drug used in non-pregnant patients. Based on the information provided, this requirement was not met.
If No = Go to Q7

	7.  Is this request for initial or renewal of therapy?
Note: initial therapy requires the member has not been receiving zubsolv
Renewal therapy requires the member has been receiving zubsolv

	If initial = Go to Q10
If renewal = Go to Q8

	8.  Is the patient receiving any other opioids? 

	If Yes = DENY. The plan provides coverage of the prescribed drug when the patient is not receiving other opioids concomitantly with Zubsolv. Based on the information provided, this requirement was not met.
If No = Go to Q9

	9.  Is the prescriber evaluating for the both of following?
A. Random urine drug screens 
B. Assessment of the patient’s progress (e.g., relapse, progress/accomplishment of treatment goals)

	If Yes = SUBMIT/APPROVE  x 9 months
If No = DENY.  The plan provides coverage of the prescribed drug when the patient is being evaluated on a continual basis with random urine drug screens and treatment progress. Based on the information provided, this requirement was not met.

	10. Has the patient had a trial/failure or intolerance to both the buprenorphine/naloxone tablets (Suboxone)  AND buprenorphine/naloxone film (Suboxone Film) formulation?

	If Yes = SUBMIT/APPROVE  x 3 months
If No = DENY.  The plan provides coverage of the prescribed drug when you have tried and failed both preferred formulations of buprenorphine/naloxone (Suboxone tablets and Suboxone film). Based on the information provided, this requirement was not met. Your prescriber will need to submit a new prior authorization for coverage of Suboxone tablets or film.



	
	CLIENT ADOPTION CERTIFICATION

	
The Participating Group signed below hereby accepts and adopts as its own the utilization management criteria presented above for use on prior authorization requests as administered by Catamaran.



____________________________________________	_________________
Signature	Date




____________________________________________
Client Name
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