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Current Regulatory Challenges in Addiction Medicine

Telemedicine
• Flexibility of prescribing controlled substances (buprenorphine)
• Enhanced flexibility of take home methadone doses from opioid 

treatment programs
• Public Health Emergency set to expire on October 15; expecting HHS 

to extend for another 90 days
• Scrutiny around telemedicine prescribing brought into the spotlight
 ADHD and stimulant prescribing
 Published data related to buprenorphine and methadone telemedicine 

management has been positive



Current Regulatory Challenges in Addiction Medicine

Prescribing AND dispensing of buprenorphine
• Prescribers
 Concerns about being raided for improper buprenorphine prescribing habits 

on both local and federal levels
 Most waivered prescribers are not prescribing near their limits

• Pharmacists
 Stigma 
 Refusing to stock buprenorphine 
 Wholesaler/company established “par levels”



Buprenorphine “Misuse” & Diversion

• Several studies have evaluated buprenorphine misuse and abuse
 Estimated prevalence of approximately 25%1

• Most individuals that report non-medical use do so for at least 
one of the following reasons2

 Avoid/mitigate withdrawal symptoms
 Unable to access treatment
 Maintain abstinence from other opioids

1 Han B, et.al. Trends in and Characteristics of Buprenorphine Misuse Among Adults in the US. JAMA Netw Open. 2021;4(10):e2129409.
2 Howard D, et al. Buprenorphine in the United States: Motives for abuse, misuse, and diversion, Journal of Substance Abuse Treatment, Volume 104, 2019, Pages 148-157.



https://www.npr.org/sections/health-shots/2019/08/13/741113454/its-the-go-to-drug-for-
opioid-addiction-so-why-won-t-more-pharmacists-stock-it

https://www.npr.org/sections/health-shots/2021/11/08/1053579556/dea-suboxone-
subutex-pharmacies-addiction

https://www.npr.org/sections/health-shots/2019/08/13/741113454/its-the-go-to-drug-for-opioid-addiction-so-why-won-t-more-pharmacists-stock-it
https://www.npr.org/sections/health-shots/2021/11/08/1053579556/dea-suboxone-subutex-pharmacies-addiction


Pharmacists’ Attitudes Towards Dispensing Buprenorphine 

• 80% had no negative complaints about patients filling a prescription 
for buprenorphine/naloxone

• 12.5% of respondents stated not wanting opiate-dependent patients 
in their pharmacies

• 75% were not concerned with buprenorphine/naloxone prescription 
forgery

• 80% did not believe that diversion was an issue

Muzyk A, et al., Pharmacists' attitudes toward dispensing naloxone and medications for opioid use disorder: A scoping review of the literature. Subst Abus. 2019;40(4):476-483



Pharmacists’ Attitudes Towards Dispensing Buprenorphine 

• Telephonic “shopper survey” conducted in multiple US counties 
reporting higher than average opioid overdose rates

• Nearly 30% reported limitations on filling buprenorphine prescriptions
• One in five pharmacies would not fill buprenorphine prescriptions at 

all
• Limitations and refusal to fill was more common in independent 

pharmacies and those in the south

Kazerouni NJ, et. al., Pharmacy-related buprenorphine access barriers: An audit of pharmacies in counties with a high opioid overdose burden. Drug Alcohol Depend. 2021 Jul 
1;224:108729



Opportunities
• Administration of long-acting injectable formulations

https://centerforuspolicy.org/input-to-dea-on-injectable-buprenorphine-rules/

https://centerforuspolicy.org/input-to-dea-on-injectable-buprenorphine-rules/


Li-Tzy, W, et. al., Buprenorphine physician–pharmacist collaboration in the management of patients with opioid use disorder: results from a multisite study of the National 
Drug Abuse Treatment Clinical Trials Network. Addiction. Volume116, Issue7. July 2021. Pages 1805-1816

• 71 patients managed by community pharmacists
 Six physicians and six pharmacists

• 89% of patients remained in the six-month study
• 95.3% adhered to daily treatment regimen
• Proportion of negative drug screens was > 95%
• ZERO overdoses
• All patients stated that they would enroll again 



Opportunities

• National Association of Boards of Pharmacy (NABP) MAT initiative
 Requesting removal of the DATA 2000 waiver to allow states to decide what 

clinicians can prescribe MAT
 Allow pharmacists to obtain an individual controlled substance registration
 Allowing pharmacist-provided MAT for patients diagnosed with OUD and allowing 

control at the state level would build on recent efforts of the state boards of 
pharmacy to combat the opioid crisis

 Pharmacists could facilitate counseling and support services
 Whether urban or rural, patients generally live within a few miles of a pharmacy, 

whereas provider locations are not as accessible
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