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B y  M a r k  H a r r i s 

The practice of medicine is a com-
plex activity that can involve many 
professional responsibilities. For 

physicians and other licensed medical prac-
titioners, one major area of clinical practice 
involves medication prescription.

The ability to prescribe medications, 
including controlled substances, is subject 
to an array of federal and state regulatory 
controls. The regulatory process includes 
federal oversight from the U.S. Food and 
Drug Administration (FDA), the Centers for 
Disease Control and Prevention, the Drug 
Enforcement Administration (DEA), and 
state agencies. The goal of this multifaceted 
regulatory system is to ensure prescription 
drugs that enter the market are safe, effective, 
and appropriately managed and dispensed.1

In the United States, the DEA is pri-
marily responsible for regulating the use 
of controlled substances. By definition, a 

controlled substance includes any drug, 
substance, or chemical for which legal access 
is restricted due to its potential to be abused 
or cause addiction. The DEA’s regulatory 
authority covers the manufacture, handling, 
storage, use, and distribution of all controlled 
substances. Notably, controlled substances 
can include both legal prescription drugs 
used for medical purposes (e.g., diazepam 
[Valium] and methylphenidate [Ritalin]) 
and illegal substances (e.g., heroin and LSD) 
with no known medical use.2

Classifications
The DEA’s regulatory authority originates 
in the Controlled Substances Act, which 
took effect in 1971 as part of broader drug 
abuse, prevention, and control legislation. 
Under the Controlled Substances Act, the 
DEA classifies drugs, substances, and certain 
chemicals according to five main categories, 



and ability to meet various certification 
requirements.

With DEA registration, a physician or 
other practitioner is assigned a DEA number 
that allows them to write prescriptions for 
legal controlled substances. This registra-
tion system also provides the DEA with 
the means to track and monitor prescribing 
activities, including tracking who is pre-
scribing the substances and the quantities 
prescribed. Notably, a DEA number follows 
a specific informational format comprised 
of two letters, six numbers, and one check 
digit. The format is designed to identify the 
prescriber and verify their registration status. 
Accordingly, pharmacies, health clinics, 
HMOs, and health insurers are required to 
use a provider’s DEA number to verify their 
eligibility to prescribe controlled substances.7

To clarify, a physician or other qualified 
clinician requires a DEA number to pre-
scribe controlled substances for medical use. 
But, of course, not all prescription medica-
tions are considered controlled substances. 
Antibiotics and blood pressure, cholesterol, 
and diabetes medications, for example, are 
categorized as noncontrolled substances. For 
this reason, a prescribing practitioner who 
does not prescribe controlled substances can 
legally practice without a DEA number. And 
yet, because most pharmacies and insurance 
companies use the DEA number to identify 
health care providers, working without one 
could be very difficult for a prescribing 
practitioner.8

Furthermore, in some instances, state 
pharmacy regulations might be interpreted 
to require a DEA number for all prescrip-
tions. Thus, while the use of the DEA 
number for identification purposes is not 
a DEA-approved practice, it has become a 
practical reality in the pharmacy corner of 
the health care system.

Additionally, individual health care pro-
viders use the National Provider Identifier 
as a unique health identifier. The National 
Provider Identifier is a standard identi-
fier issued by the Centers for Medicare & 
Medicaid Services for transactions or ser-
vices covered under the Health Insurance 
Portability and Accountability Act of 1996. 
When it comes to processing claims or fill-

which are also called schedules. The schedule 
a drug, substance, or chemical falls into 
is determined by various qualifying fac-
tors including—and most importantly—its 
accepted medical uses and potential for 
abuse or dependency in humans.3

The classification system the DEA uses 
for controlled substances is summarized 
into five parts:

• Schedule I. These drugs, substances, 
or chemicals have no accepted medical 
use and the highest potential for abuse 
and psychological or physical depen-
dence. Heroin, LSD, and methylene-
dioxymethamphetamine (ecstasy) are 
examples.4

• Schedule II. These drugs, substances, 
or chemicals are dangerous with a high 
potential for abuse or severe psycho-
logical or physical dependency. This 
classification includes cocaine, oxyco-
done (Oxycontin), methamphetamine 
(Desoxyn), fentanyl (Duragesic), 
amphetamine and dextroamphetamine 
(Adderall), and methylphenidate 
(Ritalin). Schedule II also includes 
combination products with less than 
15 milligrams of hydrocodone per dos-
age unit (Vicodin).4

• Schedule III. These drugs, substances, 
or chemicals pose a moderate-to-low 
potential for physical and psycho-
logical dependence. Examples include 
products that contain less than 90 
milligrams of codeine per dosage unit, 
such as Tylenol with codeine, as well 
as anabolic steroids, ketamine, and tes-

tosterone.4

• Schedule IV. These drugs, substances, 
or chemicals have a low potential 
for abuse or dependency. Examples 
include products used for anxiety or as 
sleep aids, such as alprazolam (Xanax), 
diazepam (Valium), and zolpidem 
(Ambien).4

• Schedule V. These drugs, substances, 
or chemicals have the least potential 
for abuse. This classification includes 
antidiarrheal, antitussive, and analge-
sic products with limited quantities 
of narcotics in the preparations. For 
example, some cough preparations 
with less than 200 milligrams of 
codeine, such as Robitussin AC, are 
classified under Schedule V.4

For the purposes of criminal prosecu-
tion, under DEA rules, a drug or substance 
does not have to be listed as a controlled 
substance to be classified as a Schedule I or 
Schedule II product. As such, a controlled 
substance analogue is a substance considered 
pharmacologically or structurally similar 
to a Schedule I or Schedule II product but 
is not approved for sale in the U.S. market.

DEA Registration
Controlled substances constitute about 10% 
of all prescriptions written in the United 
States. In 2017, 88% of physicians were 
reported to be prescribing controlled sub-
stances.5

Under the Controlled Substances Act, a 
closed system of drug distribution is estab-
lished for managing controlled substances by 
qualified medical practitioners. The federal 
statutory provisions are designed to create 
a legal distribution chain for controlled 
substances based on both the registration of 
licensed prescribers and documentation of 
prescribing and dispensing activity.6

To prescribe controlled substances for 
medical uses, physicians, dentists, nurse 
practitioners, optometrists, veterinarians, 
physician assistants, and other licensed prac-
titioners must apply for a DEA registration 
number. Such registration is granted by the 
DEA based on the applicant’s medical license 
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Prescription Drug 
Monitoring Programs
A prescription drug monitoring program 
(PDMP) is an electronic database that 
tracks controlled substance prescriptions. A 
PDMP can help identify patients who may 
be misusing prescription opioids or other 
prescription drugs and who may be at risk 
for overdose. Clinical practice guidelines en-
courage the use of a PDMP before prescrib-
ing to assess a patient’s history of controlled 
substance use.17



ing prescriptions, medical staff should not 
confuse the DEA number with the National 
Provider Identifier when identifying pre-
scribing physicians.9

Compliance Is Key
The management of prescription medica-
tions generally is a carefully regulated area 
of health care. With controlled substances 
especially, DEA rules combine with state 
requirements to create a rigorous regulatory 
tapestry that health care providers need to 
understand and comply with.

“In a medical practice, there can be both 
DEA rules and specific state rules for how to 
handle any kind of prescription controlled 
substance,” says David J. Zetter, lead consul-
tant at Zetter HealthCare in Mechanicsburg, 
Pennsylvania. “If a physician is still using 
prescription pads, for example, there have 
always been rules on where those have to 
be kept or locked up, and not just left out 
on someone’s desk. Of course, it’s different 
today with electronic health records and 
so much being done electronically, via fax 
into a pharmacy, and so on. But if you’re 
dispensing any prescription products from 
within your organization, there are certain 
rules and requirements the practice should 
be complying with.”

Indeed, when health care providers 
violate DEA rules, however inadvertently, 
problems can ensue. A cautionary tale is 
offered by Zetter of the consequences when 
even what can be considered a minor rule 
is violated. “A medical practice I worked 
with got in trouble with the DEA for not 
maintaining the original copies of the DEA 
registration certificates for each provider 
with a DEA number,” he reports. “This was 
a [medical] practice with a large number of 
providers and multiple tax IDs. The practice 
paid the DEA registration fees for each of 
their providers.”

When a health care provider success-
fully applies for a DEA number, the certifi-
cate from the DEA is mailed to the provider, 
says Zetter, who is also a past president of 
the National Society of Certified Healthcare 
Business Consultants. “The original docu-
ment from the DEA has to be maintained 
on-site at the practice,” he explains. “In 

this case, the practice wasn’t. … They were 
unaware of the requirement. Instead, they 
had duplicate copies of the DEA certifi-
cates downloaded from the DEA website. 
As a result, they ended up coming under a 
memorandum from the DEA that they were 
now being monitored.”

Consequently, every time the practice 
applies for a new DEA certificate, it must 
first communicate in writing their intention 
to do so to the regional DEA office in their 
state. The practice then has to wait 10 days 
before formally submitting the application 
for a new DEA registration number. This 
requirement will be maintained until a date 
determined by the DEA, says Zetter.

Insight on On-Site Storage
For clinics such as urgent care or other 
facilities that store controlled substances 
on-site, ensuring drugs are kept secure is a 
top priority. For example, Zetter describes an 
urgent care practice he visited at a newly built 
Florida facility. “All the drugs they prescribe 
are kept in a locked room,” he reports. “Every 
bin [identifies] exactly which drug is in it. 
All the drugs are logged, with lot numbers 
and other identifying information so the 
practice can track every bottle or drug that 
enters the facility. This is important because 
they’re always rotating their supplies, making 
sure nothing is getting old or out of date, and 
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tracking things of that nature. They are also 
monitoring access to the room, documenting 
who enters the room and at what time. No 
one can just go in and pull some drugs out. 
The practice is always making sure that the 
inventory is safe and secure.”

Practice procedures and protocols for 
managing on-site controlled medications 
should be formally documented in the pro-
cedure manual, advises Freda Miller, CMA 
(AAMA), a former administrator for an 
urgent care practice in Juneau, Alaska. “If 
and when things do change regarding any 
class of medication of drugs,” says Miller, 
“you can then change whatever you need to 
in your procedures manual to keep up with 
the compliance requirements.”

Miller describes the practice protocol 
she used to securely manage controlled 
substances: “We had a locked cabinet, and 
there were only two keys,” she says. “When 
the shift started in the morning, two people 
were assigned the keys to the locked cabinet 
where drugs were kept. It might be two 
different people the next day, but only two 
people ever had the keys so there was limited 
access. I also had a key because I would do a 
count of the drugs every week to make sure 
the counts I was receiving were accurate.”

As  an experienced administrator, Miller 
emphasizes the importance of up-to-date 
record keeping. “Don’t ever let the paper-

DEA Office Inspection Tips
The Drug Enforcement Administration (DEA) is authorized to inspect any physicians who met the 
requirements of the Drug Addiction Treatment Act of 2000 (DATA)15 to obtain waivers.

The DEA will inspect a DATA-waivered physician every 15 years from when they are approved 
to prescribe buprenorphine, with the first inspection usually taking place within the first three 
years after they are initially waivered. If a physician applies for a higher patient limit, then that 15-
year inspection period renews from the date their higher limit is approved, and they will likely be 
inspected again within the first three years after their patient increase.18

The DEA inspector may ask the DATA-waivered physician to provide the following details18:

o Current DEA registration denoting waivered status

o Patient prescription log

o Patient dispensing log (if dispensing)

o Safe and secure area where buprenorphine-naloxone combination and buprenorphine stock 
bottles are stored

o A list of patients receiving buprenorphine-naloxone or buprenorphine prescriptions (the list may 
identify patients by codes or numbers to protect patient privacy)

o Physician’s access to behavioral health professionals
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work on the drugs you manage get behind 
or be inaccurate,” she says. “If the paper-
work is behind or something doesn’t seem 
right, stop right then and go back and get 
it figured out before you let any time pass. 
You have to be able to show exactly what 
has happened to the drugs you manage for 
a two-year period. You don’t want to get into 
a situation where there might be a breach in 
your protocol that you didn’t discover right 
away just because you didn’t keep up with 
your end of the paperwork.”

Managing the Opioid Crisis
In recent decades, another area of concern 
for the DEA involves the rising incidence of 
opioid overdose deaths. From 1999 to 2019, 
nearly 500,000 people died from opioid 
overdoses. In 2019, more than 70% of the 
70,630 drug overdose deaths that occurred in 
the United States involved an opioid drug.10

This epidemic of opioid overdose deaths 
began in the 1990s with increased legal 
prescribing of opioid medications. In the 
past decade or more, however, there has 
been a shift toward an increase in deaths 
attributed to illegal heroin use. Since 2013, 
overdose deaths due to the use of fentanyl, 
an illicitly manufactured synthetic opioid, 
have significantly increased.10

“The misuse of opioids is a public 
health crisis,” says Shawn A. Ryan, MD, 
MBA, a member of the American Society of 
Addiction Medicine (ASAM) board of direc-
tors. Recognizing the scope of the opioid 
crisis in society, ASAM works to support an 
improved understanding of opioid addic-
tion and access to effective treatments for 

patients with opioid use disorder (OUD).
“Our organization is a physician and 

other clinician membership group of over 
6,000 members that’s focused on increasing 
access to evidence-based addiction treat-
ment and education around all facets of 
addiction medicine for medical staff and 
the public,” remarks Dr. Ryan. “We’re also 
involved in furthering improvement in the 
quality standards in addiction medicine, 
not just improving access to care.”

ASAM and other medical groups also 
advocate at the policy level for the medical 
needs of patients with OUD and substance 
use disorder. This includes addressing the 
impact of DEA rules and regulations on the 
management, availability, and dispensing of 
prescription medications used in treatment.

“The DEA and regulation of controlled 
substance prescribing and distribution is 
necessary,” says Dr. Ryan. “Of course, it’s not 
an exact science because humans and medi-
cine and patient care are so complicated. It’s 
a little tough to write rules that address all 
patients at all times in all scenarios. That 
being said, part of the opioid crisis is pres-
ent because of underregulation and limited 
oversight of opioid distribution from the 
1980s to the 2000s. For this reason, regula-
tion and oversight is a necessary component 
of controlled substance and prescribing 
distribution.”

Indeed, the regulatory role of the DEA 
in health care is a complex one—and not 
always without criticism or varying assess-
ments of its effectiveness. For this reason, Dr. 
Ryan says health care providers should not 
overlook opportunities to share their input 
and perspectives with health care regulators 
involved in setting health care policy.

“It is important for health care pro-
viders to share their expertise and experi-
ences working with drug addiction issues 
related to controlled substances with the 
DEA and other state boards,” says Dr. Ryan. 
“I’ve worked with them, and I have a lot of 
respect for the challenges in front of the 
DEA. Of course, some folks are very binary 
on the DEA—that it’s good or bad or what-
ever they may feel about it—but … its role is 
multidimensional. It’s complicated. I think 

what we need is to advocate for medical 
providers in every setting, including medical 
staff, to communicate as much as they can, 
within reason, the practice realities.”

As Dr. Ryan notes, invitations for public 
comment on regulatory rule changes are 
often part of the federal and state policy-
making process. “Medical practitioners 
should not ignore notices or invitations 
from the DEA or a state board of pharmacy 
medicine for public comment on issues 
related to how controlled substances will be 
prescribed or regulated, including concerns 
with telehealth policies,” he says. “We need 
to take the time to comment and not let that 
email from the DEA fly by. Whether it’s a 
single practitioner, a practice group manager, 
or a health system administrator involved in 
the pharmacy supply chain with responsibili-
ties related to controlled substances, they 
need to speak up and be heard.”

In its oversight capacity, the DEA—in 
collaboration with the FDA—establishes 
production quotas regulating the available 
supply of prescription opioid medications. 
In recent years, these production quotas have 
been steadily reduced for such medications. 
In fact, the production of widely used opioid 
pain medications such as oxycodone and 
hydrocodone has declined by more than 
half over the most recent five-year period. 
Concurrently, opioid prescriptions have 
also declined.11

Notably, the American Medical 
Association (AMA)12 and other medical 
leaders have expressed concerns that DEA 
efforts to contain misuse of opioids unfairly 
stigmatize the legitimate use of prescription 
opioid medications. In turn, these concerns 
spill over into related criticisms regarding 
opioid prescribing guidelines13 adopted 
by the Centers for Disease Control and 
Prevention in 2016. The AMA fears that 
arbitrary limits and other restrictions on 
opioid prescribing hurt patients who have 
legitimate needs for opioid medications.12

“The nation no longer has a prescrip-
tion-opioid-driven epidemic,” writes James 
L. Madara, MD, executive vice president and 
CEO of the AMA, in a 2020 commentary12 on 

National Prescription 
Drug Take Back Day
The Drug Enforcement Administration’s 
annual National Prescription Drug Take 
Back Day (April 30, 2022) aims to provide a 
safe, convenient, and responsible means of 
prescription drug disposal across the nation 
while also educating the public about the 
potential for medication abuse.19

 Drug Enforcement Administration
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the “CDC Guideline for Prescribing Opioids 
for Chronic Pain, 2016.”13 “We are now facing 
an unprecedented, multifactorial and much 
more dangerous overdose and drug epidemic 
driven by heroin and illicitly manufactured 
fentanyl, fentanyl analogs, and stimulants. 
We can no longer afford to view increasing 
drug-related mortality through a prescrip-
tion opioid-myopic lens.”12

Regulating Medication Assistance
Health care leaders will continue to assess 
these complex issues. The AMA, ASAM, and 
other advocates for addiction medicine sup-
port a comprehensive public health approach 
to effectively address the harms caused by 
the misuse of opioids. The urgency of this 
advocacy is apparent in the social costs of 
controlled-substances misuse evident in the 
epidemic of opioid overdoses, emergency 
room visits, deaths, and untreated substance 
use disorders.

One important treatment tool in the 
campaign against opioid addiction involves 
prescription buprenorphine. Approved by 
the FDA in 2002, buprenorphine relieves 
withdrawal symptoms and pain while also 
helping patients who have OUD to normal-
ize brain function. With methadone and 
naltrexone, buprenorphine is one of three 
FDA-approved medicines for treating opioid 
dependence.14

The use of buprenorphine is consid-
ered a medication-assisted treatment and 
medication for opioid use disorder. As such, 
buprenorphine is prescribed as part of a 
comprehensive treatment plan that typically 
includes counseling or other behavioral 
health services.

Notably, buprenorphine is the first 
medication for patients with OUD that can 
be legally prescribed or dispensed in medi-
cal practices, outside of opioid treatment 
programs. Buprenorphine’s availability in 
medical practices has increased access to 
treatment for many patients.15

Qualified practitioners who wish 
to administer, prescribe, and dispense 
buprenorphine in a practice setting 
are required to file an application for a 
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buprenorphine waiver certification with 
the Center for Substance Abuse Treatment 
of the Substance Abuse and Mental Health 
Services Administration. In turn, prescrib-
ing practitioners are subject to regulatory 
limits, depending on their level of training 
and how many patients they may treat with 
buprenorphine at any one time. Without a 
granted exemption, many practitioners are 
limited to treating no more than 30 patients 
at a time.15

Unfortunately, 1 in 5 pharmacies refuse 
to dispense buprenorphine to patients.14 

Some pharmacies reportedly are reluctant 
to dispense buprenorphine due to fears over 
the DEA’s reputation for what some con-
sider overzealous enforcement of controlled 
substance rules. Unfortunately, despite 
buprenorphine’s reputation as a valued medi-
cation for OUD, many patients encounter 
barriers in accessing this medication.16

“Regulation and oversight are neces-
sary parts of the system for prescribing and 
dispensing controlled substances,” says Dr. 
Ryan. “But it is also important that we recog-
nize the different controlled substances and 
how they need to be controlled and man-
aged. For example buprenorphine—the most 

popular brand name is Suboxone—should 
not be as restricted as the rest of the opioid 
controlled-substance family. Yet what we 
see at the patient level are challenges for 
patients when they go to the pharmacy to 
get their medications for their opioid addic-
tion. These are patients who need to stay 
on their medication-assisted treatment for 
OUD. This is because buprenorphine, which 
is a partial agonist opioid but an opioid 
nonetheless, gets caught up in the attempt 
to find the right regulatory framework in 
the management of opioids.”

All-Out Outreach
Obviously, opioid misuse constitutes a sig-
nificant public health issue. As the AMA, 
ASAM, and other health leaders acknowl-
edge, the goal of public health policy should 
be to ensure every patient in need has access 
to the full array of appropriate treatment 
options. In this context, the discussion of 
DEA rules and regulations for controlled 
substances invariably touches upon many 
larger public and community health issues.

Thanks to medical advocacy, for exam-
ple, community access to the overdose-
reversal drug naloxone (Narcan) has become 

an important component of the public health 
response to the opioid crisis. Medical and 
safety first responders, community health 
activists, and others are helping to bring 
this life-saving medication, which quickly 
and safely reverses an opioid overdose, into 
communities at risk for heroin and opioid 
addiction and misuse. Additionally, physi-
cians are able to co-prescribe naloxone, along 
with their regular opioid prescriptions, to 
patients in treatment for OUD.

One individual with experience 
addressing the challenge of community 
drug addiction is Lee Rusch, director of 
the West Side Heroin/Opioid Task Force in 
Chicago. The task force works in partner-
ship with community leaders, the Chicago 
Department of Public Health, area hospi-
tals, and others to improve direct access 
to health care services for people who use 
addictive drugs. This work includes train-
ing volunteers and distributing naxolone in 
communities hard-hit by opioid overdose 
and opioid-related deaths.

“About 40% of all opioid overdose 
deaths in Chicago occur in a group of 
neighborhoods on the city’s west side,” says 
Rusch. “Our response to opioid overdoses 

Medical Assistants’ Role in 
Opioid-Related Care
Earn 1 clinical/general AAMA CEU by completing the online course 
Patients’ Pain, Opioids, and Medical Assistants’ Role via the AAMA 
e-Learning Center. After an overview of pain management, opioids, 
and the overdose epidemic, learn how medical assistants can 
support patients by taking an active role in pain management, and 
examine the signs of opioid addiction and overdose.

 Drug Enforcement Administration
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in these neighborhoods has been to get 
naloxone, or its [brand-name] nasal spray 
version, Narcan, out into the community. 
The goal is to make its use ubiquitous in 
the community—to make the presence of 
naloxone almost like having smoke detec-
tors in homes.”

Community outreach initiatives such 
as this complement the work of health care 
providers who offer in-office clinical care 
for OUD and substance use disorder. As 
such, Rusch encourages health care provid-
ers, including staff who he notes often live 
in the same communities in which they 
work, to take the time to better understand 
the reality of drug addiction issues in their 
local community.

“I would encourage people working in 
health care to get out and see what’s happen-
ing in their community, meet the providers 
who are closest to the issue, and continually 
look at ways to improve care in the system,” 
he says. “It’s estimated that 60% of people 
who have OUD or substance use disorder 
have co-occurring disorders, and so it’s 
important to understand that we’re dealing 
with something much more complex than 
somebody who has a choice to ‘get high’ 

today. This is often part of a larger health 
challenge of trauma-informed care.”

While exploring the role of the DEA 
in the regulation of controlled substances, 
health care professionals should not lose 
sight of these larger medical and societal 
challenges. “In a sense, we are trying to tilt 
the system in a certain direction—to align 
community outreach more closely with those 
in health care who are already doing great 
work in harm reduction and destigmatizing 
addiction issues,” notes Rusch.

In the health care system, issues of 
regulatory responsibility for prescription 
controlled substances similarly intersect with 
the many patient care challenges involved in 
addiction medicine, pain management, and 
related clinical and treatment issues. In this 
sense, oversight of prescription medications 
classified as controlled substances requires 
an ongoing assessment of a complex balance 
of regulatory, policy, and medical concerns.

In the end, the management of pre-
scription controlled substances in ways that 
are safe and benefit patients and society 
requires cooperation and engagement from 
everyone—regulators, clinicians, community 
leaders, and patients—to prevail in this vital 

part of health care. ✦
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Live & Work in an  
Outdoor Playground

Cody Regional Health is Hiring Full-Time 
and Part-Time Medical Assistants
Join the Cody Regional Health family where our collective 
expertise and singular healthcare focus allow us to be the first 
choice for those who aspire to heal, be healed, and lead healthier 
lives. If quality of life is an important part of your career, we are 
located in some of the most beautiful areas of the world, where you 
can work alongside the most skilled and experienced team in the 
region using the latest advanced technology.

Apply today at CodyRegionalHealth.org!
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