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RATIONALE FOR INCLUSION IN PA PROGRAM 
 
Background 

Opioids are Schedule II-V controlled substances used in the treatment of chronic and acute pain. 

Opioids have a high potential for abuse. This should be considered when prescribing or dispensing 

them in a situation where misuse, abuse, or diversion are a concern. The prescriber should ensure 

that before prescribing opioids, the patient is assessed for a history of substance abuse. Patients 

taking opioids chronically are at risk of suicide and should be screened for depression and suicidal 

ideation.  

 

Suboxone, Zubsolv, Bunavail, Probuphine and buprenorphine sublingual tablets are Schedule III 

narcotics with a single indication, the maintenance treatment of opioid dependence. Buprenorphine 

is a partial pain receptor agonist at mu-opioid receptors unlike typical opioids of dependence, 

which are full agonists. Naloxone is an opioid receptor antagonist. Treatment using buprenorphine 

with or without naloxone should occur only under the care of a physician who meets qualifying 

requirements per Health and Human Services (HHS). The use of buprenorphine with or without 

naloxone should also be part of a comprehensive plan which includes counseling and psychosocial 

support. They should not be used for analgesia or in opioid naïve patients (1).  

 

Methadone hydrochloride is a long-acting opioid agonist at mu-opioid receptors that is used to 

manage pain that requires long-term, daily opioid treatment when other pain treatments do not 

manage pain sufficiently or are not tolerated. It is also used for detoxification and maintenance 

treatment of opioid addiction, such as heroin or other morphine-like drugs, as part of a 

comprehensive plan that includes appropriate medical and social services (2). 

 

Opioids and opioid dependence therapy medications should not be taken together because of the 

following: (1-7) 

 Respiratory depression is the chief hazard of opioid agonists, which if not immediately 

recognized and treated, may lead to respiratory arrest and death. Risk is increased in 

patients receiving concurrent CNS depressants (including alcohol), patients with chronic 

obstructive pulmonary disease, orthostatic hypotension, increased intracranial pressure, 

biliary tract diseases and/ or seizure disorders.  Proper dosing, titration and monitoring are 

essential to reduce the risk of respiratory depression. 
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 All patients treated with opioids require careful monitoring for signs of abuse and addiction, 

since use of opioid analgesic products carries the risk of addiction even with appropriate 

medical use. 

 

 Prolonged use of opioid agonists during pregnancy can result in neonatal opioid withdrawal 

syndrome, which may be life-threatening.  

 

 Patients should not consume alcohol or any products containing alcohol. 

 

Regulatory Status 

FDA-approved indication:  

1. Extended release opioids are indicated for the management of pain severe enough to 

require daily, around-the-clock, long term opioid treatment and for which alternative 

treatment options are inadequate (3). 

2. Immediate-release opioids are indicated for the management of moderate to severe pain 

where the use of an opioid analgesic is appropriate (4). 

3. Opioid Dependence medications are indicated for maintenance treatment of opioid 

dependence.  Prescription use of these products are limited under the Drug Addiction 

Treatment Act (1-2).   

 

Opioids have the potential for misuse, abuse, and diversion.  Patient use should be monitored as 

part of a counseling and psychosocial support during treatment and precautions taken against 

potential abuse.  As with other opioids, physical dependence, respiratory depression, and 

overdose may also occur; hence monitoring and frequent patient evaluation should be used as 

part of an overall treatment plan (1-6).  

Methadone is a long acting opioid whose duration of analgesic action (typically 4 to 8 hours) 

approximates that of morphine and has an elimination half-life that is substantially longer (typically 

8 to 59 hours). Methadone's pharmacokinetic properties, coupled with high inter-patient variability 

in its absorption, metabolism, and relative analgesic potency necessitate a cautious and highly 

individualized approach to prescribing. The complexities associated with methadone dosing can 

contribute to cases of iatrogenic overdose, particularly during treatment initiation and dose titration. 

Studies indicate that methadone-related fatalities were primarily related to respiratory depression 

during initial treatment along with poly-substance use (8-11). 
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Safety and effectiveness in patients under the age 18 has not been established (1). 

  

Summary  

The maintenance treatment of opioid dependence use is limited under the Drug Addiction 

Treatment Act (DATA) to limited to physicians who meet certain qualifying requirements, have 

notified the Secretary of Health and Human Services (HHS), and have a unique identification 

number on each prescription. They have the potential for misuse, abuse, and diversion.  Patient 

use should be monitored as part of counseling and psychosocial support during treatment and 

precautions taken against potential abuse.  As with other opioids, physical dependence, 

respiratory depression, and overdose may also occur; hence monitoring and frequent patient 

evaluation should be used as part of an overall treatment plan. Safety and effectiveness in 

pediatric patients under the age of 18 has not been established (1-4).  

 

Prior approval is required to ensure the safe, clinically appropriate and cost effective use of opioids 

and opioid dependence medications while maintaining optimal therapeutic outcomes. 
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