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EXPLAINER

Background

Opioids were involved in more than 80,000 deaths in the United States in 2021, and between 3 million 

and 7.6 million Americans are living with or have had an opioid use disorder (OUD). Although medica琀椀on 
for opioid use disorder (MOUD) is currently considered the gold-standard treatment, access remains 

limited. Research indicates that only about one in four people living with an OUD receive targeted, 

medica琀椀on-based treatment. While many barriers to such treatment exist, ranging from the social  
s琀椀gma of drug use to limited geographic availability, overly strict regula琀椀on plays a key role in limi琀椀ng 
access and presents an area for interven琀椀on. 

The Medications

The U.S. Food and Drug Administra琀椀on (FDA) has approved three MOUDs: naltrexone, methadone and buprenorphine. 

How Each  
Medication Works

Reduces  
Withdrawal?

Reduces Illicit  
Opioid Use?

Reduces  
Overdose? Schedule

Naltrexone  

Opioid antagonist that binds 

to and blocks opioid receptors, 
stopping intoxica琀椀on and 
seda琀椀on

No Mixed; depends on  
route of administraion*

No Not Controlled

Methadone

Long-ac琀椀ng opioid agonist  
that binds to, occupies  
and slowly ac琀椀vates opioid  
receptors in the brain

Yes Yes Yes II†

Buprenorphine

Par琀椀al opioid agonist  
that binds to and weakly 

ac琀椀vates opioid receptors  
in the brain

Yes Yes Yes III‡

* Because naltrexone ini琀椀a琀椀on 昀椀rst requires full detoxi昀椀ca琀椀on and withdrawal from opioids, induc琀椀on rates are very low. Furthermore, oral  
naltrexone has poor adherence compared to other MOUDs. Extended-release injectable naltrexone has more promising outcomes among  
individuals who complete induc琀椀on, but ini琀椀al induc琀椀on remains di昀케cult. 

† Drugs listed as Schedule II under the Controlled Substances Act have an accepted medical use but are deemed to have a “high poten琀椀al for abuse  
which may lead to severe psychological or physical dependence.” 

‡ Schedule III substances have an accepted medical use and are deemed to have “a poten琀椀al for abuse less than substances in Schedules I or II  
and abuse may lead to moderate or low physical dependence or high psychological dependence.”

https://www.ncbi.nlm.nih.gov/books/NBK448203/#:~:text=Three%20million%20US%20citizens%20and,States%20are%20dependent%20on%20heroin.
https://www.sciencedirect.com/science/article/pii/S2772724622000300
https://substanceabusepolicy.biomedcentral.com/articles/10.1186/s13011-022-00510-1#:~:text=Medication%20for%20opioid%20use%20disorder%20(MOUD)%20with%20methadone%2C%20buprenorphine,mortality%20from%20overdose%20%5B48%5D.
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2790432
https://www.fda.gov/drugs/information-drug-class/information-about-medication-assisted-treatment-mat
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/how-do-medications-to-treat-opioid-addiction-work
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/how-do-medications-to-treat-opioid-addiction-work
https://www.health.harvard.edu/blog/comparing-treat-opioid-use-disorder-2018010313021
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/efficacy-medications-opioid-use-disorder
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/efficacy-medications-opioid-use-disorder
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/efficacy-medications-opioid-use-disorder
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2760032
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2760032
https://www.deadiversion.usdoj.gov/schedules/orangebook/c_cs_alpha.pdf
https://www.ncbi.nlm.nih.gov/books/NBK534811/#:~:text=Naltrexone%20is%20an%20FDA%2Dapproved,physiologic%20dependence%20on%20opioid%20users.
https://www.samhsa.gov/medications-substance-use-disorders/medications-counseling-related-conditions/naltrexone
https://www.samhsa.gov/medications-substance-use-disorders/medications-counseling-related-conditions/naltrexone
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/how-do-medications-to-treat-opioid-addiction-work
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/how-do-medications-to-treat-opioid-addiction-work
https://nida.nih.gov/publications/research-reports/medications-to-treat-opioid-addiction/how-do-medications-to-treat-opioid-addiction-work
https://onlinelibrary.wiley.com/doi/full/10.1111/add.14180?casa_token=fqSOiUTuR7AAAAAA%3AJnZZRJaLiqQrK5LQNlt9WV3wtsnTJ1Y1osKPatISyjvmbnWi7CNIh0Cx7nV3A-vhAEGvodOHYd2PDqhygw
https://www.deadiversion.usdoj.gov/schedules/#define
https://www.deadiversion.usdoj.gov/schedules/#define
https://www.deadiversion.usdoj.gov/schedules/
https://www.deadiversion.usdoj.gov/schedules/
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Restricted Access

Drug scheduling and addi琀椀onal federal and state regula琀椀ons a昀昀ect how and where MOUDs may be prescribed, dispensed  
and administered. 

Of昀椀ce-Based Prescribing Pharmacy Access Other Access

Naltrexone  

Yes. Any licensed health care provider (HCP) 
who can prescribe medica琀椀ons can o昀昀er 
naltrexone.

Yes. No special  
monitoring is  

required.

The injectable formula琀椀on may be administered by  
any HCP who can give intramuscular injec琀椀ons.

Methadone

No. Although HCPs registered with the  
Drug Enforcement Administra琀椀on (DEA)  
to prescribe Schedule II-V substances may 

prescribe methadone for certain condi琀椀ons—
for example, chronic pain—they may not  
prescribe it for OUD.

No. Pharmacies may not 

dispense methadone 
for OUD, although they 

may carry and dispense 
the medica琀椀on when 
prescribed for other 
approved condi琀椀ons.

Methadone for OUD is available only through 

opioid treatment programs (OTPs), which are 
regulated by state and federal governments.

Research shows that the majority of U.S. coun琀椀es 
lack an OTP. Thus, one-way drive 琀椀mes average 37 
minutes (49 minutes in rural areas)—more than 
twice the 琀椀me it takes to reach general providers.

Methadone pa琀椀ents must visit OTPs in person,  
up to six days per week, and take their medica琀椀on 

under direct supervision. Limited take-home doses 
are available, but only a昀琀er an individual is deemed 
“stable.” The criteria for this vary from state to state.

Buprenorphine

Any HCP with a DEA license to prescribe 
Schedule II-V substances, which requires 
comple琀椀on of at least eight hours of  
training on substance use disorders,  

can prescribe buprenorphine.
In addi琀椀on, a temporary rule permits 
providers to prescribe buprenorphine  
through telehealth. This permission  
is set to expire in December 2024. 

Yes, but it is monitored as 

a controlled substance. 

High-volume dispensing 
can trigger inves琀椀ga琀椀on, 
which dissuades some 

pharmacies from stocking 
the medica琀椀on.

Approved buprenorphine prescribers may 
administer injectable extended-release 

buprenorphine in the o昀케ce but must either 
acquire the medica琀椀on through a SUBLOCADE 

risk evalua琀椀on and mi琀椀ga琀椀on strategy (REMS)-
cer琀椀昀椀ed pharmacy immediately before each 
speci昀椀ed appointment or register themselves  
with the SUBLOCADE REMS to stock the product 
for more general use.

Pharmacies that stock injectable buprenorphine 
must register with the SUBLOCADE REMS program 

and may only dispense the product directly to HCPs.

Diversion

Proponents of the dispropor琀椀onate restric琀椀ons on and monitoring of buprenorphine and methadone frequently cite concerns about 

diversion, which is typically de昀椀ned as the medica琀椀ons being sold, purchased or used without the required prescrip琀椀on. However, research 
indicates that diversion fears are largely overstated. In fact, diversion rates for methadone and commonly prescribed buprenorphine 
formula琀椀ons are lower than those for prescrip琀椀on an琀椀bio琀椀cs. Furthermore, studies have found that many people who access MOUDs 

through informal channels are using the medica琀椀ons to alleviate withdrawal symptoms in the short term or to independently ini琀椀ate 
longer-term treatment, thereby 昀椀lling an access gap created by excessive regula琀椀on. This conclusion is supported by the fact that MOUDs’ 
involvement in overdoses did not increase when restric琀椀ons were temporarily relaxed during the COVID-19 pandemic.
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https://www.umassmed.edu/globalassets/center-for-integrated-primary-care/amber/fact-sheet-on-naltrexone.pdf
https://www.ncbi.nlm.nih.gov/books/NBK64031/#:~:text=Injectable%20naltrexone%20should%20be%20administered,administer%20IM%20(gluteal)%20injections.
https://www.statnews.com/2022/12/12/expand-methadone-access-opioid-use-disorder/
https://pubmed.ncbi.nlm.nih.gov/34606426/
https://pubmed.ncbi.nlm.nih.gov/34606426/
https://www.everycrsreport.com/reports/R45782.html#_Toc12284263
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6777265/
https://www.samhsa.gov/medications-substance-use-disorders/medications-counseling-related-conditions/methadone
https://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2022/09/overview-of-opioid-treatment-program-regulations-by-state
https://www.samhsa.gov/medication-assisted-treatment/find-treatment/treatment-practitioner-locator#:~:text=The%20Consolidated%20Appropriations%20Act%2C%202023,V%20on%20their%20DEA%20Registration.
https://www.psychiatry.org/psychiatrists/practice/professional-interests/addiction-psychiatry/buprenorphine-prescriber-training#:~:text=Engage%20in%20a%20total%20of,accredited%20group%2C%20including%20the%20APA.
https://www.samhsa.gov/newsroom/press-announcements/20230509/dea-extend-covid19-telemedicine-flexibilities-prescribing-controlled-medications
https://www.aha.org/news/headline/2023-10-06-agencies-extend-telehealth-prescribing-flexibilities-controlled-medications-through-2024
https://www.sciencedirect.com/science/article/abs/pii/S0955395920300426?casa_token=ReIdSAiqym8AAAAA:Lu1--pPbG6N3N3y56yyBPIAJOMm_QHmlBS7PIWFoQumtiGXLbIw81iPQPLGq7j8Z5iSR9Bz_Iu1msw
https://www.gao.gov/assets/gao-20-617-highlights.pdf
https://www.sublocaderems.com/#Main/Home
https://www.sublocaderems.com/#Main/Home
https://www.sublocaderems.com/#Main/Prescribers
https://www.sublocaderems.com/#Main/Home
https://www.jsatjournal.com/article/S0740-5472(18)30624-X/fulltext
https://www.tandfonline.com/doi/full/10.1080/10826084.2023.2177972
https://www.ncbi.nlm.nih.gov/books/NBK541389/
https://www.tandfonline.com/doi/full/10.1080/10826084.2023.2177972
https://www.sciencedirect.com/science/article/abs/pii/S037687162030123X
https://www.rstreet.org/wp-content/uploads/2023/05/Final-Study-No.-285.pdf
mailto:smckenna%40rstreet.org?subject=

