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 Introductions & Minutes Approval 

ÅDr. Sara Salek 

o Meeting Minutes review: January 16, 2018 

o Vote 
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Magellan Class Reviews 
Classes for Review: Supplemental Rebate Classes  

Å Opioid Dependence Treatment 

Å Hypoglycemics, Incretin Mimetics/Enhancers 

Å Hypoglycemics, Insulins & Related Agents 

Å COPD Agents 
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Magellan Class Reviews 
Classes for Review: Non -Supplemental Rebate Classes  

Å Antimigraine Agents, Other 

Å Antimigraine Agents, Triptans 

Å Bronchodilators, Inhaled 

Å Leukotriene Modifiers 

Å Phosphate Binders 

Å Sedative Hypnotics 

Å Topical Steroids ï Low, Medium, High & Very High Potency 
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Magellan Drug Class 
Reviews 
 
Chris Andrews, Pharm.D. 
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Opioid Dependence 
Treatment 
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Opioid Dependence Treatment 
Class Overview: Buprenorphine Products  

Å buprenorphine extended-release injection - (Sublocade) 

Å buprenorphine implant - (Probuphine) 

Å buprenorphine sublingual - (buprenorphine sublingual tablets) 

Class Overview: Buprenorphine/Naloxone Combination Products  

Å buprenorphine/naloxone buccal film - (Bunavail) 

Å buprenorphine/naloxone sublingual film - (Suboxone) 

Å buprenorphine/naloxone sublingual tablets - (buprenorphine/naloxone 
sublingual tablets; Zubsolv) 

 

 

7 Reaching across Arizona to provide comprehensive  
quality health care for those in need 



Opioid Dependence Treatment 
Class Overview: Naloxone Products  

Å naloxone HCl nasal spray - (Narcan) 

Å naloxone HCl injection - (naloxone syringe, vial) 

Å naloxone HCl tablets - (naloxone HCl tablets) 

Class Overview: Naltrexone Products  

Å naltrexone HCl tablets - (naltrexone HCl tablets) 

Å naltrexone extended-release microsphere injection - (Vivitrol)  
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Opioid Dependence Treatment 
Å Prescription opioids continue to become increasingly abused  

Å The 2016 National Survey on Drug Use and Health (NSDUH) reported 
there was an estimated 28.6 million Americans aged 12 years and older 
who were current illicit drug users  

Å There were approximately 11.8 million people aged 12 or older in the 
United States (U.S.) who misused opioids in the past year 

Å Approximately 20.1 million people aged 12 or older in 2016 were 
considered to have a substance use disorder (SUD) 

Å This includes 15.1 million people with an alcohol use disorder, 7.4 
million people with an illicit drug use disorder, and 2.1 million had an 
opioid use disorder  

Å Despite the availability of multiple guidelines and resources for the 
initiation and management of medications for opioid dependency, there 
is no consensus on the ideal duration of maintenance therapy 
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Opioid Dependence Treatment 
Å Buprenorphine is a partial agonist at the mu -opioid receptor and an 

antagonist at the kappa-opioid receptor 

Å Naloxone is an antagonist at the mu-opioid receptor. 
Buprenorphine/naloxone was co-formulated in order to prevent patients 
from abusing buprenorphine in combination with other opioids  

Å Naltrexone is an opioid antagonist with highest affinity for the mu opioid 
receptor. Naltrexone blocks the effects of opioids by competitive binding 
at opioid receptors 

Å There is a risk for opioid withdrawal symptoms during the transition of 
patients from full opioid agonists to a partial opioid agonist like 
buprenorphine 
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Opioid Dependence Treatment 
Å In clinical trials, few differences in the adverse event profile were noted 

among Suboxone sublingual film, Zubsolv sublingual tablets, Bunavail 
buccal film and buprenorphine sublingual tablets. Comparative data 
between formulations for induction or maintenance treatment are 
limited  

Å There is no maximum duration of maintenance treatment for 
buprenorphine extended-release injection (Sublocade) or 
buprenorphine/naloxone sublingual tablet and sublingual and buccal film 
(Bunavail, Suboxone, Zubsolv, generic) 

Å For some patients, treatment may continue indefinitely  

Å Bunavail, Suboxone, Zubsolv and the generic should be prescribed 
based consideration of visit frequency; provision for multiple refills are 
not recommended early in treatment or without appropriate follow -up 
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Opioid Dependence Treatment 
Å Medication-assisted treatment (MAT) for opioid addiction using a 

buprenorphine-containing product or naltrexone formulation should be 
accompanied by counseling and psychosocial support 

Å Naloxone hydrochloride nasal spray (Narcan) offers a method for 
emergency treatment for opioid overdose until medical treatment is 
obtained; however it is not a substitute for emergency medical care  
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Opioid Dependence Treatment 
New Product:  Sublocade  (buprenorphine microsphere extended -
release injection)  

Å Indicated for the treatment of moderate to severe opioid use disorder in 
patients who have initiated treatment with a transmucosal 
buprenorphine-containing product for a minimum of 7 days  

Å Should be used as part of a complete treatment program that includes 
counseling and psychiatric support 

Å Available as a prefilled syringe containing 300mg/1.5ml or 100mg/0.5ml  

Å Administered subcutaneously in the abdominal region by a healthcare 
provider with a recommended initial dose of 300 mg monthly for two 
doses, followed by a 100 mg monthly maintenance dose 

Å Safety and efficacy in pediatric patients have not been established  
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Opioid Dependence Treatment 
New Product:  Sublocade  (buprenorphine microsphere extended -
release injection)  

Å Severe, life-threatening respiratory depression can occur in children who 
are accidentally exposed to Sublocade. 

Å Patients with moderate to severe hepatic impairment are not candidates 
for treatment  

Å Monitor patients for indications of diversion or progression of opioid 
dependence/addictive behaviors 

Å Monitor patients who have discontinued Sublocade therapy for several 
months for withdrawal and treat appropriately  

Å Emergent acute pain should be treated with a non -opioid analgesic 
whenever possible 
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Opioid Dependence Treatment 
New Product:  Sublocade  (buprenorphine microsphere extended -
release injection)  

Å Two key studies for the use of Sublocade in moderate to severe opioid 
use disorder include a phase 3 double-blind efficacy and safety study 
(13-001) and a phase 2 opioid blockade study (13-002) 

Å Study 13-001 was a 24-week, phase 3, randomized, double-blind, 
placebo-controlled, multicenter trial in treatment -seeking patients who 
met Diagnostic and Statistical Manual of Mental Disorders, 5th Edition 
(DSM-5) criteria for moderate to severe opioid use disorder  

Å A total of 504 patients were randomized to one of the following groups: 
6 once-monthly 300 mg doses of Sublocade (n=201), 2 once-monthly 
300 mg doses followed by 4 once-monthly 100 mg doses of Sublocade 
(n=203), 6 once -monthly doses of placebo (n=100)  
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Opioid Dependence Treatment 
New Product:  Sublocade  (buprenorphine microsphere extended -
release injection)  

Å All patients received manual-guided psychosocial support at least once a 
week. Prior to the first dose, patients were initiated on treatment with 
buprenorphine/naloxone sublingual film with the dose titrated between 
8 mg to 24 mg of buprenorphine over a period of 7 to 14 days  

Å Patients were randomized after cravings and withdrawal symptoms were 
clinically controlled. After randomization, supplemental dosing with 
sublingual buprenorphine was not permitted.  

Å Treatment success was defined as Ó 80% opioid-free weeks. Efficacy 
was evaluated based upon weeks 5 through 24 weekly urine drug 
screens combined with self-reported use of illicit opioid use 
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Opioid Dependence Treatment 
New Product:  Sublocade  (buprenorphine microsphere extended -
release injection)  

Å Percent of patients who achieved treatment success was statistically 
significant in both treatment groups receiving Sublocade compared to 
placebo 

Å Study 13-002 was an opioid blockade study that evaluated the blockade 
of subjective opioid effects in 39 patients with opioid use disorder not 
treatment seeking. Patients were administered Sublocade 300 mg on 
days 1 and 29. Patients were given placebo or 6 mg or 18 mg of 
hydromorphone administered intramuscularly on 3 consecutive days in 
each study week before (baseline hydromorphone challenge) and after 
receiving Sublocade. All treatment demonstrated blockade for 
hydromorphone doses following Sublocade injections  
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Opioid Dependence Treatment 
Guideline Updates  

Å American College of Physicians (ACP) published a Position Paper on 
prevention and treatment of substance use disorders involving illicit and 
prescription drugs. Key pharmacologic recommendations include 
expansion of access to naloxone, expansion of access to medication-
assisted treatment for opioid use disorders, establishment of a national 
prescription drug monitoring program (PDMP), and use of evidence-
based guidelines for pain management 

Å The FDA advises buprenorphine and methadone should not be withheld 
from patients taking benzodiazepines or other drugs that cause CNS 
depression. The harm caused by untreated opioid addiction can 
outweigh these risks 
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Opioid Dependence Treatment 
Product Updates:  

Å Bunavail is now indicated for induction of buprenorphine treatment 
for opioid dependence 

Å There were revisions to Suboxone regarding duration of therapy. 
There is no maximum recommended duration and treatment should 
continue as long as it provides benefit 

Å Modifications were made to Zubsolv labeling regarding induction 
dosing.  It is now specified for use in patients dependent on heroin or 
other short-acting opioid, but not for patients dependent on 
methadone or long-acting opioids 
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Hypoglycemics, 
Incretin 
Mimetics/Enhancers 
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