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 Facing an epidemic of opioid use disorder (OUD) throughout the 
United States, many communities are trying to address the public 
health crisis with evidence-based interventions.1 Prescribing 

buprenorphine (brand names: Suboxone, Subutex, and Zubsolv, among 
others) for OUD is one key strategy. Federal regulations surrounding  
the prescribing of buprenorphine for OUD are increasingly the target  
of scrutiny.2,3 In fact, the leaders of the departments of health for  
18 states, the District of Columbia, and Puerto Rico in April asked  
U.S. Secretary of Health and Human Services Alex Azar to push  
Congress to deregulate buprenorphine so that it is treated as any  
other controlled substance.4 

Family physicians and other primary care providers can play an 
important role in influencing what happens next, as primary care teams 
are on the front lines of dealing with the impact of substance use disor-

ders in our communities. So, should 
we in primary care encourage — or 
fear — the idea of buprenorphine 
deregulation? There is a strong 
case that deregulation would be 
safe and would make it simpler 
for physicians to treat people 
with OUD, without negative con-
sequences for those who do not 

plan to add this clinical area to their practice. Accordingly, this editorial 
makes the argument that primary care providers should actively advo-
cate for buprenorphine deregulation.

The current regulations for prescribing buprenorphine for OUD 
require physicians to get eight hours of training and certification prior 
to prescribing (the Drug Enforcement Administration’s “Drug Addiction 
Treatment Act of 2000 X-waiver”) and limit the number of patients for 
whom they may prescribe buprenorphine for OUD at a given time.5  
Current prescribing limits are 30 patients in the first year, 100 in the sec-
ond and subsequent years (after federal approval is granted), and up to 
275 if the physician is board-certified in addiction medicine. These limits 
are for actively engaged patients, so if a patient drops out of treatment, 
another patient can take that spot in the physician’s buprenorphine 
panel. By comparison, there are no training requirements or prescribing 
limits for buprenorphine when prescribed for pain management in the 
absence of OUD. 
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Family physicians should 
join the fight to remove 
limits on prescribing 
buprenorphine for 
opioid use disorder.

There is a strong case that deregulation would be 
safe and would make it simpler for physicians  

to treat people with OUD.
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In many cases, regulations help keep 
pharmaceuticals safe, set minimum stan-
dards for health care professionals, and 
mitigate the risks of inappropriate use. The 
essential questions regarding buprenor-
phine are whether the buprenorphine regu-
lations actually add value to individual or 
public health and whether they are useful 
to primary care providers. 

Others have provided a larger overview 
of the history of buprenorphine regula-
tions, their original intent, and a case for 
deregulation based on relative safety and 
other factors.2 Indeed, buprenorphine 
is far safer in terms of risk of overdose 
than full-opioid agonists, and those who 
divert buprenorphine appear to use it over-
whelmingly for its intended purposes of 
mitigating opioid withdrawal symptoms 
and reducing opioid cravings.6 And based 
on others’ experience, deregulation would 
likely result in expanded access and less 
stigma around using the medication, thus 
improving individual and public health 
outcomes.2 In addition, at the end of 2017, 
56 percent of rural U.S. counties did not 
have a single buprenorphine prescriber, so 
lowering the barriers to entry may have an 
outsized benefit for rural areas.7 

But how would deregulation affect your 
practice? If you already have an X-waiver, 
you would no longer have to worry about 
exceeding the limit on the number of 
patients who could receive buprenorphine 
prescriptions. These prescribing limits can 
harm family physicians’ ability to care for 
their community, especially in rural areas. 
I have also observed that the presence 
of such a limit appears to cause unneces-
sary apprehension among physicians who 
rarely reach their OUD-related limits. For 
group practices, deregulating buprenor-
phine would make cross-coverage more 
straightforward because any physician 
could continue a buprenorphine prescrip-
tion if the patient’s primary physician is 
not available. This may ease resistance 
from practice partners — a relatively small 
but notable barrier now.8

If you don’t yet have an X-waiver but are 
considering it, deregulation would also be 
positive. Many family physicians say they 
don’t adopt this clinical practice because 
the buprenorphine regulations are overly 
cumbersome.9 The additional eight hours of 

training would no longer be required, and 
it is hard to argue that treating OUD is any 
more complex than many common clinical 
scenarios in primary care such as treating 
heart failure or diabetes, managing preg-
nancy and delivery, or caring for patients 
with multiple chronic conditions. Further, 
initiating and continuing buprenorphine 
for OUD is medically straightforward 
enough that it lends itself to algorithms 
and clinical pathways to guide those enter-
ing the field. Undoubtedly, training would 
still be available, and it is possible the 
DEA could recommend or require briefer 
training for license renewal, but these 
requirements would likely be less onerous 
than the current ones. In the meantime, 
clinicians who are considering getting an 
X-waiver should continue with the training 
and not wait for possible deregulation.

Physicians who are not interested in 
treating OUD should not be concerned 
about buprenorphine deregulation. While 
you might fear an influx of buprenorphine-
seeking patients, you could address this  
by noting that you do not provide this 
clinical care and refer patients elsewhere — 
just as you currently do when patients seek 
other treatments or procedures you do  
not provide. 

Some  may worry that buprenorphine 
deregulation might lead to “pill mills” and 
other unscrupulous behavior. Yet the vast 
majority of states have prescription moni-
toring programs, so regulatory agencies or 
state departments of health could monitor 
concerning prescribing patterns. Some may 
be concerned that lesser-trained physi-
cians could inadvertently cause patients 
to experience precipitated withdrawal 
from buprenorphine, which could dissuade 
patients from future treatment attempts. 
While a valid fear, this is likely to be 
rare, given that buprenorphine education 
materials regularly caution against this 
and most physicians would do some form 
of review prior to prescribing. Education, 
medication labeling, and pharmacist inter-
ventions at the point of dispensing could 
also mitigate these concerns.

Buprenorphine deregulation will not 
solve the OUD epidemic — a multipronged 
approach is needed — but it is a step in the 
right direction and one that won’t require 
additional funding. The current regulations,  
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based on the research now available, do 
not appear to provide individual or public 
health benefits,2 making their continuance 
a disconcerting precedent at a time of great 
public health need.

As recently discussed in this journal, 
family physicians can be effective advo-
cates for legislative action10 and new leg-
islation has recently been introduced.11 
There is growing recognition of the need 
to remove the regulations that limit pre-
scribing buprenorphine for OUD. Family 
physicians, other primary care providers, 
and organized medical professional groups 
should join this chorus for change. 
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