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In the wake of the opioid epidemic, federal and state 
prosecutors are becoming increasingly aggressive in 
investigating and prosecuting DEA registrants who 

deviate from professional norms.1 If a physician pre-
scribes controlled substances “for other than a legitimate 
medical purpose” or “outside the course of professional 
practice,”2 21 U.S.C. § 841(a) and 21 C.F.R. § 1306.04 
make it a felony punishable by up to 20 years in prison. 

United States v. Moore was the first case in which the 
Supreme Court determined that a physician could be pros-
ecuted under the Controlled Substances Act (“CSA”).3 In 
Moore, the Supreme Court held that physicians were not 
exempt from prosecution under the conventional drug 
delivery prohibition of 21 U.S.C. § 841(a)(1) and could be 
convicted for prescribing “outside the usual course of pro-
fessional practice.”4 The court’s opinion in Moore hinged on 
the fact that Dr. Moore clearly was not acting in any way as 
a physician.5 The court did not go so far as to say that Dr. 
Moore could be prosecuted for departing from ordinary 
standards of medical practice.6 In the wake of Moore, federal 
circuits have struggled with the phrases “legitimate medical 
purpose” and “usual course of professional practice.” This 
misunderstanding has led to the judicial creation of a crim-
inal “standard of care” for appropriate prescribing.  

The Supreme Court stayed relatively silent regarding 
the standard required to convict a physician of unlawful 
distribution until 2005. That year the Court decided 
Gonzales v. Oregon and reaffirmed that the regulation of 
medical practice is reserved for the states and that the 
CSA does not regulate the practice of medicine beyond 
prohibiting a doctor from acting as a “pusher” instead of 
a physician.7 The Supreme Court determined that states’ 
rights to regulate the practice of medicine were only pre-
empted insofar as the CSA prevents doctors from using 
their prescription-writing powers as a means to engage in 
illicit drug trafficking as conventionally understood.8 
However, the Gonzales decision was pigeonholed by 
lower courts as merely a prohibition on the attorney gen-
eral’s authority to define the bounds of legitimate med-
ical practice and not a reminder by the Supreme Court 
that § 841 is only to be applied to doctors who abandon 
their medical role and become drug pushers.9 

Since Gonzales, varying federal circuit interpreta-
tions of the statutory language of 21 U.S.C. § 841(a)(1) 
regarding “legitimate medical purpose” and “course of 
usual professional practice” have held doctors to height-
ened, and often shifting, standards used to criminalize 
conduct such as failure to recognize signs of drug diver-
sion or failure to perform a physical exam.10 DEA guid-
ance suggests that the term “legitimate medical purpose” 
means “in accordance with a standard of medical prac-
tice generally recognized and accepted in the United 
States.”11 Other courts have disagreed with this approach, 
holding that mere violations of the standard of care do 
not equate to criminal conduct.12 The problem with the 
application of an objective “standard of care” to physi-
cian prescribing is that no objective empirical evidence 
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supports a specific standard of care, and 
physicians widely disagree about the 
propriety of administering narcotics for 
short term pain or to addicts.13 Even 
physicians in the pain management 
community struggle with the standard 
to be applied to prescribing practices.14 
As a result of the fundamental shift from 
the Supreme Court’s decision in United 
States v. Moore, federal drug trafficking 
cases against physicians are the only 
realm in which juries are tasked with 
applying complicated medical concepts 
to vague elements in order to determine 
if a physician should be convicted and 
sentenced to decades in prison due to a 
medical disagreement. 

Current interpretations of 21 U.S.C. 
§ 841(a) as applied to physicians provide 
prosecutors ample room to expand the 
conduct necessary to substantiate a vio-
lation of the statute.15 However, through 
pretrial motion practice, jury instruc-
tions, expert witness testimony, and 
additional strategies, practitioners can 
tip the scales by narrowing the applica-
ble standard and mitigating against the 
risk that a physician could be convicted 
for mere malpractice.16 

This article will provide practition-
ers with a thorough review of the appli-
cable standards applied to prescriber 
prosecutions, a discussion of both land-
mark Supreme Court cases and their 
impact, a discussion of the current trend 
in prescriber prosecutions, and strate-
gies to effectively litigate these very diffi-
cult cases. 

 
The Meaning of Legitimate  
Medical Purpose and Usual  
Course of Professional Practice  

a. ‘Legitimate Medical Purpose’  
and ‘Outside the Course of 
Professional Practice’  

Pursuant to 21 C.F.R. § 1306.04(a), 
“[a] prescription for a controlled sub-
stance to be effective must be issued for 
a legitimate medical purpose by an indi-
vidual practitioner acting in the usual 
course of his professional practice.”17 
However, these definitions are hardly 
clear and leave a lot open for interpreta-
tion. DEA Administrative Law Judge 
John J. Mulrooney II provides the best 
illustration of the meaning and interplay 
of these two crucial phrases:  

 
By way of example, a practition-
er registrant who prescribes an 
opioid to someone who demon-
strates an etiology consistent 
with the need for pain treat-
ment (e.g., a broken back, recent 
surgery, intractable pain) may 

have prescribed the medication 
for a legitimate medical pur-
pose, but when it is done with-
out the establishment of a bona 
fide doctor-patient relationship, 
without the creation of a chart, 
or without the requisite docu-
mentation, it is likely to have 
been issued outside the course 
of a professional practice. 
Conversely, a practitioner who 
has a bona fide doctor-patient 
relationship with a patient and 
who keeps meticulous and 
detailed notes about controlled 
pain medications that the prac-
titioner prescribes where there is 
no apparent organic pain 
source, the potency and fre-
quency of the medication are 
unwarranted, or the patient has 
manifested objective indications 
of addiction, may well be pre-
scribing in the usual course of 
professional practice, but not 
for a legitimate medical pur-
pose. The two bases may be 
(and frequently are) co-morbid-
ly present, but that does not 
support the proposition that the 
phrases are interchangeable.18 
 
DEA agency decisions shed light on 

what the DEA believes constitutes pre-
scribing “outside the usual course of 
professional practice” or “for other than 
a legitimate medical purpose”:  

The prescribing of a controlled sub-
stance (and the continued prescribing of 
a controlled substance) under the fol-
lowing circumstances establishes that a 
physician lacked a legitimate medical 
purpose and acted outside of the usual 
course of professional practice and 
therefore violated the CSA:  

 
v   without performing an appropriate 

physical examination, 
 

v   without utilizing appropriate diag-
nostic testing,  

 
v   failing to devise and document a 

written treatment plan,  
 
v   failing to periodically reassess the 

effectiveness of the treatment, 
 
v   continuing to prescribe controlled 

substances without pursuing alter-
native therapies,  

 
v   repeatedly and continually prescrib-

ing without referring the patient to 
appropriate specialists, and 

v   failing to keep and maintain records 
which contain adequate findings to 
support a diagnosis and the need to 
prescribe one or more medications.19 
 
Circuit courts have also attempted 

to define examples of when a physician’s 
conduct fails to adhere to the standard in 
21 C.F.R. § 1306.04. Lack of a physical 
examination has been widely held as evi-
dence of a violation of the standard.20 In 
United States v. Rosen, the court held 
that conduct that suggests that a defen-
dant distributed a prescription without a 
legitimate medical purpose and outside 
the usual course of professional practice 
includes conduct when “an inordinately 
large quantity of controlled substances 
was prescribed; large numbers of pre-
scriptions were issued; no physical 
examination was given; the physician 
issued prescriptions to a patient known 
to be delivering the drugs to others, and 
there was no logical relationship 
between the drugs prescribed and treat-
ment of the condition.”21 The Eleventh 
Circuit upheld a conviction against a 
physician based on evidence that the 
prescriptions he issued were “excessive 
and inappropriate quantities and com-
binations of controlled substances” and 
that in doing so he acted “outside the 
usual course of professional practice.”22 

In United States v. Orta-Rosario, the 
Fourth Circuit found that the defen-
dants’ acts were beyond the bounds of 
professional practice, which was sup-
ported by evidence that the defendants 
did not conduct any physical examina-
tions before prescribing controlled sub-
stances over the internet, defendants 
permitted nonmedical personnel to 
write prescriptions with presigned 
blank prescription forms, the dosage 
amounts were questionable, and liberal 
prescription refills were not based on 
legitimate medical purposes.23 In United 
States v. McIver, the Fourth Circuit 
believed that inconsistent urine drug 
screens, ignoring signs of diversion, 
traveling significant distances, combi-
nations of medications there were “no 
reason to be prescribing,” and combina-
tions of high doses of medication were 
evidence of lack of legitimacy.24 Recent 
trends may establish a lower threshold 
for federal prosecutions. 

 
Evidence of the Standard of  
Care Is Generally Admissible  
with a Cautionary Instruction  

Evidence of the applicable “stan-
dard of care” is admissible but should be 
accompanied by an instruction that a 
“deviation of the standard of care alone 
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is not sufficient to sustain a convic-
tion.”25 In the Sixth Circuit, Dr. Paul 
Volkman, a physician charged with drug 
trafficking under 21 U.S.C. § 841(a), 
challenged a requested jury instruction 
derived from Gonzales v. Oregon that 
would require the jury to find that Dr. 
Volkman used his prescription-writing 
power “as a means to engage in the illicit 
drug-dealing and trafficking as conven-
tionally understood” in order to 
convict.26 Despite the standard being 
specifically adopted from the Supreme 
Court’s only § 841 decision in the last 30 
years, the court rejected the language 
requested in Volkman and instead pivot-
ed back to the statutory language that 
“knowingly distributing prescriptions 
outside the course of professional prac-
tice is a sufficient condition to convict.”27 
However, the Sixth Circuit did uphold a 
cautionary instruction ultimately given 
to the jury, which read, “carelessness or 
negligence or foolishness on [Dr. 
Volkman’s] part is not the same as 
knowledge and is not enough to find 
him guilty on any of these counts.”28 The 
court went further to say as follows:  

 
You’ve heard the phrase “stan-
dard of care” used during the 
trial by several witnesses. When 
you go to see a doctor as a 
patient, the doctor must treat 
you in a manner that meets the 
applicable standard of care that 
physicians of similar training 
would have given to you under 
the same circumstances. If a 
doctor fails to provide you with 
that care, the doctor may be 
found negligent in a civil law-
suit. This case is not about 
whether the defendant acted 
negligently or whether he com-
mitted malpractice. Rather, in 
order for you to find the defen-
dant guilty, you must find that 
the government has provided to 
you beyond a reasonable doubt 
that the defendant’s action was 
not for a legitimate medical 
purpose in the usual course of 
professional practice.29 
 
The court stated, “We conclude 

that these instructions amply and 
accurately conveyed the meaning of 
legitimate medical purpose to the 
jury.”30 The Sixth Circuit, in upholding 
Volkman’s jury instruction, clearly 
believes that departure from a standard 
of care or the practice generally accept-
ed in the community does not render a 
prescription without a “legitimate 

medical purpose” or outside “course of 
professional practice.”31 The instruc-
tion in Volkman is a model instruction 
that should be given in every case. 

The Seventh Circuit aligns with the 
Sixth Circuit in the sense that the gov-
ernment must prove “something more 
than conduct below the usual standard 
of care to show an absence of a valid 
medical purpose.”32 In United States v. 
Chube (Chube II), Dr. Chube sought to 
exclude all expert testimony that sug-
gested a violation of the standard of 
care applicable to civil medical mal-
practice cases.33 The doctor argued that 
such testimony admitted during trial 
confused the jury and reduced the gov-
ernment’s burden from criminal intent 
to negligence.34 While the trial court did 
not grant the motion, the judge repeat-
edly spelled out the difference between 
the civil standard and criminal stan-
dard to the jury, and defense counsel 
was permitted to discuss the different 
standards during opening, closing, and 
cross-examination.35 

The Fourth Circuit in United States 
v. Alerre upheld a jury instruction 
much more similar to the Supreme 
Court’s dicta in Moore, which stated 
that the jury could “not convict on the 
distribution and drug conspiracy 
charges if it found only that defen-
dants’ practices fell below that line of 
what a reasonable physician would 
have done.”36 The court further stated, 
“In order to convict on the distribution 
and drug conspiracy charges, the jury 
was required to find beyond a reason-
able doubt that the defendants were 
selling drugs, or conspiring to do so, 
and not practicing medicine.”37 

The Ninth Circuit took the standard 
of care issue head on in United States v. 
Feingold.38 Dr. Feingold’s counsel argued 
that a physician should not be subject to 
prosecution for mere deviations of the 
standard of care, even if done intention-
ally, because it would permit the attor-
ney general to prosecute any physician 
who steps outside the bounds of conven-
tional medical protocols in order to pro-
vide some sort of special treatment for 
uniquely needy patients.39 In reviewing a 
line of its prior CSA precedent, the 
Ninth Circuit unequivocally held: 

 
An instruction is improper if it 
allows a jury to convict a 
licensed practitioner under  
§ 841(a) solely on a finding that 
he has committed malpractice, 
intentional or otherwise. 
Rather, the district court must 
ensure that the benchmark for 

criminal liability is the higher 
showing that the practitioner 
intentionally has distributed 
controlled substances for no 
legitimate medical purpose and 
outside the usual course of pro-
fessional practice.40 
 
The Ninth Circuit acknowledged 

that it previously refused to overturn 
practitioner convictions simply 
because jury instructions deferred to 
the national standard of care.41 
However, the court cautioned that by 
doing so, “a district court may imper-
missibly lower the standard for crimi-
nal liability by instructing the jury to 
determine whether a practitioner-
defendant has complied or attempted 
to comply with the standard of care.”42 
The Ninth Circuit ultimately held that 
an instruction is improper if it permits 
a jury to convict a practitioner solely 
on the finding that he has committed 
malpractice, intentional or other-
wise.43 The Ninth Circuit affirmatively 
stated that “a practitioner becomes a 
criminal not when he is a bad or negli-
gent physician, but when he ceases to 
be a physician at all.”44 

The U.S. Court of Appeals for the 
First Circuit believes that the term 
“usual course of professional practice” 
references violations of the “standard of 
care,” and the “good faith” instruction is 
the fundamental difference between 
malpractice and criminal liability.45 
While the First Circuit agrees with 
Feingold that a physician is insulated 
from prosecution as a result of a mere 
departure from the standard of care, it 
held that evidence that a physician con-
sistently failed to follow generally recog-
nized procedures “tends to show that in 
prescribing drugs he was not acting as a 
healer but as a seller of wares.”46 The 
court found it important, when assess-
ing whether under the current standard 
a physician could be convicted for mere 
malpractice, that the “good faith” 
instruction inoculates a defendant from 
being found guilty when he or she pre-
scribes in “good faith” because the 
“good faith” defense is not an available 
defense in malpractice cases.47 

Conversely, in the Second Circuit, 
the mistaken but well-intentioned physi-
cian can be convicted for a simple depar-
ture from the standard of care. The 
Second Circuit in United States v. Vamos 
reasoned that medical practitioners have 
limited authority to engage in the distri-
bution of controlled substances.48 
According to the Second Circuit, a prac-
titioner is stripped of that authority 
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when he or she acts in a manner that is 
not generally accepted in the medical 
community. The Second Circuit 
acknowledged the argument that “sub-
jecting physicians to an objective reason-
ableness standard exposes a physician to 
criminal responsibility for nothing more 
than malpractice,” but dismissed the 
argument on the basis that a jury must 
still find proof beyond a reasonable 
doubt that the physician acted outside 
the scope of medical practice. 

 
Evidence of ‘Red Flags’  

“Red flag” evidence has become a 
mainstay of physician prescribing pros-
ecutions and has acted as a de facto 
standard of care. The DEA began using 
“red flag” indicators to determine which 
doctors should be the subject of 
increased scrutiny by having undercover 
officers pose as patients who exhibit one 
or more “red flags.”49 However, “red 
flags” are not established using empiri-
cal data, but are rather an amalgamation 
of common “drug-seeking” characteris-
tics collected by DEA agents that are 
used as an investigative tactic to show 
knowledge on the part of the physician 
of the illegality of his or her practice.50 

At least one circuit has upheld the 
use of red flag evidence to establish 
deliberate ignorance. In 2007, the DEA 
investigated Dr. Johnston using an offi-
cer posing as a patient.51 The undercov-
er officer presented to Dr. Johnston’s 
practice and complained of pain radi-
ating down his leg. Dr. Johnston com-
mented on the long distance the 
patient traveled to see her and the 
undercover officer replied that he was 
living with his mother nearby. Dr. 
Johnston told the undercover officer 
that he had a herniated disc that was 
causing the pain and “sooner or later” 
he would need an MRI, which was not 
needed immediately. The officer later 
testified at trial that he attempted to 
exhibit numerous red flags, including 
the following: (1) he was the former 
patient of a doctor that was previously 
indicted; (2) he was using medication 
obtained from friends to self-treat his 
pain; (3) he traveled a long distance to 
Dr. Johnston’s office for care; (4) he 
exhibited some drug-seeking behavior 
including asking for the medication by 
name; and (5) he ran out of medica-
tion early.52 The DEA also sent another 
undercover officer posing as a patient 
who mirrored the conduct of the prior 
undercover officer and presented with 
several red flags. The government 
called a physician to testify as an 
expert, and the physician explained the 

concept of red flags. Dr. Johnston was 
convicted and appealed the conviction, 
arguing that the admission of testimo-
ny about red flags permitted the gov-

ernment’s expert to testify to legal con-
clusions and was contrary to the 
Supreme Court’s decision in Daubert 
because the government failed to 
establish that such testimony was reli-
able or relevant.53 The U.S. Court of 
Appeals for the Eleventh Circuit did 
not agree with Dr. Johnson’s argu-
ments, instead adopting the theory that 
the term “red flags” is synonymous 
with warning signs and was not used to 
create a medical standard.54 

A federal judge in the Eastern 
District of Michigan raised some skep-
ticism regarding the concept of red 
flags in the case of United States v. 
Binder. In Binder, the prosecution 
sought to present the evidence of a 
DEA agent who testified that a large 
number of Dr. Binder’s files contained 
red flags.55 The government did not 
present an expert physician to testify 
that the actual treatment of the 
patients evidenced lack of a legitimate 
medical purpose and compliance with 
the usual course of professional prac-
tice.56 Recognizing the lack of probative 
value of law enforcement-created “pro-
file evidence,” the trial judge dismissed 
the case, stating that “where the gov-
ernment presents only ‘pattern’ or ‘red 
flag‘ evidence sifted from a large num-
ber of patient files, particularly where 
no expert determination was made as 
to the suitability of the treatment in 
each case, the evidence is insufficient, 
without more, to demonstrate guilt 
beyond a reasonable doubt.”57 

In circular fashion, the DEA red 
flags are creeping into the common 
medical lexicon as the standard of care. 
In a 2017 article published in the 
Permanente Journal, Dr. Timothy 
Munzing sought to provide a definitive 
approach to the standard of care for 
prescribing opioids for noncancer 
pain.58 In his article, Dr. Munzing pres-
ents a list of red flags developed from a 
document published by “stakeholders” 
in the opioid market, such as the major 
pharmacy chains, several large insur-
ance companies, the Federation of 
State Medical Boards, various medical 

societies, and professional organiza-
tions.59 Despite the warning on the 
document clearly stating that the docu-
ment is not intended to inform or cre-

ate a standard of care, it finds its way in 
Dr. Munzing’s journal article that 
seeks, of all things, to establish a stan-
dard of care. Moreover, the “stakehold-
er” document does not provide any 
empirical data or support that the red 
flags are actual signs of apparent or 
drug-seeking behavior. In fact, no 
empirical study exists that shows a 
causal link between red flags and drug 
abuse, addiction, or overdose. The list 
contains the following red flags: 

 
v   Early refills/claims that the medica-

tions were lost or stolen — even with 
a police report. 

 
v   Age 35 years or younger, especially 

combined with other red flags. 
 
v  Concurrent use of multiple  

pharmacies. 
 
v   Obtaining controlled substances 

from multiple physicians or “doctor 
shopping.” 

 
v   Excessive amounts or drug combina-

tions. 
 
v   Obtaining or buying controlled sub-

stances from family, friends, or others. 
 
v   Giving or selling controlled sub-

stances to family, friends, or others. 
 
v   Use/abuse of alcohol or drugs — 

current or past. 
 
v  Use of tetrahydrocannabinol/mari-

juana, even with a medical mari-
juana card. 

 
v   Use of drug culture street lingo for 

the names of the medications or 
other drugs. 

 
v   Inconsistent results from urine drug 

screens or the prescription drug 
monitoring program report. 

 
v  Driving long distances to see the 

physician for controlled substances. 
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Can the mistaken but well-intentioned 
physician be convicted for a simple  
departure from the standard of care? 



v   Multiple family members or those 
residing in the same household 
receiving identical or similar con-
trolled substances. 

 
v   Similar or identical prescribing (e.g., 

medication selection, strengths) 
regardless of specifics of symptoms 
such as pain severity, examination 
findings, diagnosis, etc. (lack of indi-
vidual management plans). 

 
v   Failure to improve without adjust-

ment of management plan. 
 
v   Drug overdoses. 

 
Interestingly, the list of red flags 

developed in the “stakeholder chal-
lenges” document cite back to DEA deci-
sions spanning from 2008 to 2012, DEA 
guidance letters issued by the DEA’s 
deputy assistant administrator of the 
Office of Diversion Control, and the 
DEA Practitioner’s Manual wherein the 
DEA administrator discusses “warning 
signs” that physicians and pharmacists 
should recognize as possible evidence of 
diversion.60 The DEA administrative 
cases that support the use of red flags as 
evidence against physicians all have two 
things in common: (1) they are DEA 
decisions wherein the DEA administra-
tor determined that the practitioner 
issued controlled substances in violation 
of the CSA and 21 C.F.R. § 1306.04; and 
(2) they are cases against pharmacies 
where the DEA administrator alleged 
that the pharmacy distributed drugs 
despite “obvious warning signs,” i.e., red 
flags.61 The DEA’s decisions from 2008 to 
2012 have caused an echo chamber 
effect, ultimately causing a DEA-created 
standard to bleed into the common lexi-
con of physician prescribing. 

The term “red flag” is a concept 
created by law enforcement that has 
been adopted by the medical profes-
sion in an effort to remain in compli-
ance with DEA regulations. Despite 
this fact, red flags have been applied in 
cases against physicians as a quasi 
“standard of care” and physicians have 
been charged and even convicted for 
prescribing in the face of one or more 
red flags.62 However, no empirical evi-
dence exists to support the theory that 
red flags are signs of diversion. As such, 
red flags should not be entitled to any 
deference — as the late Justice Scalia 
noted: “The Justice Department, of 
course, has a very specific responsibili-
ty to determine for itself what [crimi-
nal statutes mean], in order to decide 
when to prosecute; but we have never 

thought that the interpretation of 
those charged with prosecuting crimi-
nal statutes is entitled to deference.”63 

Unfortunately, for physicians, the red 
flag model can easily ensnare honest and 
well-meaning physicians. The characteris-
tics used by law enforcement to portray 
“drug-seeking patients” are also qualities 
exhibited by legitimate patients that are 
undertreated.64 Deception is difficult to 
detect, and physicians as healers have an 
inherent truth bias.65 The lack of empirical 
data to support the theory that red flags 
are signs of drug-seeking patients and not 
legitimate patients places physicians in an 
untenable position. According to Dineen 
and DuBois, “labeling physicians as mis-
prescribers for merely being fooled is 
improper. … Physicians have inappropri-
ately faced sanctions simply for being 
fooled.”66 In fact, recent research has deter-
mined that even after training to detect 
fake pain complaints, people could not 
detect real pain versus faked pain more 
than 55 percent of the time.67 When it 
comes to something as intangible as 
“pain,” deceiving physicians and playing 
on their inherent “truth bias” and punish-
ing them for not recognizing law enforce-
ment-created, nonmedical signals exhibit-
ed by undercover officers create fear in the 
medical profession. Moreover, treating 
physicians this way does nothing to resolve 
the real cause of the “opioid epidemic.” 

If the prosecution seeks to intro-
duce red flag evidence, defense counsel 
should object on the grounds that it is 
not based on reliable scientific or other 
specialized knowledge. If a court 
admits evidence of red flags, it should 
be accompanied by an appropriate cau-
tionary instruction. Moreover, the DEA 
agent proponent of red flag testimony 
should be thoroughly cross-examined 
on the lack of empirical data related to 
red flags. In addition, the defendant’s 
medical expert should testify that red 
flag behaviors are not determinative of 
apparent drug use or drug diversion. 

 
Trial Strategies 

a. Defense Expert 
Finding an expert who is willing 

to defend a physician facing scrutiny 
from the federal government is a diffi-
cult task. Many physicians are reluc-
tant to take the witness stand against 
the federal government for fear of fac-
ing scrutiny themselves. However, with 
some diligence and thorough research 
of literature supporting medical deci-
sion-making, experts can be found. 

It is important to ensure that the 
expert chosen is competent to testify 
about the standard for opioid prescrib-

ing and has significant experience pre-
scribing. Criminal health care matters 
are much different than civil malprac-
tice matters and are not bound by state 
statutes that require the expert to be of 
a certain specialty or spend a certain 
amount of time practicing in his or her 
field. However, if the defendant is a 
specialist, such as a pain management 
specialist or an interventional anesthe-
siologist, much can be made on cross-
examination of the government’s fail-
ure to call a physician that understands 
the complexity of the treatment offered 
to a particular patient. 

The government will likely have its 
expert review a small sample of “cherry 
picked” patient files that show the 
physician in the worst light. Files with 
inconsistent urine drug screens, little or 
no documentation, evidence of appar-
ent behaviors, and demographics 
inconsistent with legitimate pain treat-
ment. Conversely, the defense expert 
should review a statistically significant 
random sample set of patient files in 
addition to the patients specifically ref-
erenced in the indictment. This will 
ensure that the expert sees a valid cross 
section of the entire practice as 
opposed to the inherently biased sam-
ple chosen by the government. The gov-
ernment may attempt to argue that the 
discussion at trial of patients not made 
at issue in the indictment is irrelevant 
— however, this is rarely the case. 
Generally, the government chooses to 
offer evidence of patient treatment not 
included specifically in charged con-
duct by charging a violation of 21 
U.S.C. § 846 and alleging that the addi-
tional patient interactions are acts in 
furtherance of the conspiracy. 

Choosing a random sample of 
patients is particularly helpful in the 
event of a conviction because sentencing 
guidelines in drug cases are based on the 
total “weight” of the drugs attributed to 
the practitioner for relevant conduct 
purposes.68 Prosecutors generally base 
“relevant conduct” on all prescriptions 
issued by a physician during the “con-
spiracy” if they believe the practitioner 
was practicing in a “pill mill.” If the 
expert reviews a random sample, the 
expert report can be provided at sen-
tencing to attempt to reduce the “rele-
vant conduct” by arguing that even if the 
jury convicted the defendant based on a 
review of “cherry picked” files, not all 
patient interactions were unlawful. 

The defense expert should author 
a report thoroughly discussing his or 
her review of the patient files and the 
applicable standard for determining 
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whether conduct is “outside the usual 
course of professional practice” and 
“not for a legitimate medical purpose.” 
This can be accomplished by showing 
the difference between the different 
standards applicable in the medical 
community. (See Figure 1.)  

 
b. Opposing Expert  
The most successful attacks against 

the opposing expert testimony is the stan-
dard applied and the selection of patient 
files. Most government experts choose to 
point out red flags and deviations of the 
standard of care including failure to rec-
ognize inconsistent urine drug screens, 
poor documentation, failure to conduct a 
physical examination, and improper his-
tory and physical. While problematic, the 
issues outlined above are not determina-
tive of bad faith in prescribing. The 
expert’s methodology should be chal-
lenged during motions practice. The trial 
court must determine whether an 
expert’s testimony rests on a reliable 
foundation and is relevant to the “task at 
hand.”69 An expert witness who only relies 
on his or her own subjective view of 
proper medicine and does not adhere to a 
standard should not meet this test.70 
Moreover, Gonzales v. Oregon makes clear 
that the structure and operation of the 
CSA presume and rely upon a function-
ing medical profession regulated under 
the states’ police powers.71 Therefore, the 
government expert should adhere to a 
state standard for determining the 
bounds of professional practice.72 If the 
government expert fails to apply a com-
mon standard applicable to the defendant 
prescriber, the expert should be chal-
lenged on the fact that his or her subjec-
tive belief and independent review of lit-
erature are hardly the basis for a statewide 
minimum standard of practice. 

 
c. Presenting Patient Data 
The number of patient files and the 

manner of presentation is likely to be a 
contentious issue at trial. Often the gov-
ernment picks a certain number of patient 
files for its expert to review and does not 
provide the defense notice of its selection 
until trial preparations are well underway 
or completed. Therefore, it is imperative 
for the defense to present its own selection 
of patient files (in conspiracy cases) in 
order to rebut the government’s use of 
“cherry picked” files introduced to show 
acts in furtherance of the conspiracy. 

At trial, patient files should be 
appropriately redacted and defense 
counsel should consider utilizing sum-
mary charts to display patient data in a 
way that the jury can understand. 

Summary charts should be prepared by 
a medical professional familiar with 
medical/legal terminology if significant 
interpretation is required to convert 
medical records into a usable format. 
Figure 2 shows an example that can be 
used to compile patient data into an 
understandable format. 

 
d. Prescription Drug Monitoring Evidence 
Most, if not all, drug prosecutions 

against prescribers involve some form 
of evidence from a prescription drug 
monitoring program. Prescription drug 
monitoring programs (“PDMP”) are 
databases kept by states and their med-
ical boards. PDMPs are designed to fer-
ret out drug-seeking patients by track-
ing all prescriptions filled by a patient. 
Pharmacies are required, generally by 
state statute, to report all controlled 
substance prescriptions to the database. 
The information is compiled in a read-
ily understood format and then can be 
accessed by prescribers and pharma-
cists to determine if a patient is filling a 
prescription. As of January 2018, 25 
states have required that all prescribers 
check their state’s PDMP before pre-
scribing a controlled substance.73 

Without PDMPs, the prosecution 
would need to subpoena each prescrip-
tion it intended to introduce into evi-
dence. The impact of PDMPs is that the 
prosecution has a powerful tool to aggre-

gate prescription data to determine an 
appropriate guideline amount under 
U.S.S.G. § 2D1.1 and to wow the jury with 
sordid stories of a physician prescribing 
hundreds of thousands of pills. Moreover, 
the government can use charts and graphs 
indicating the physician’s prescribing 
trends to show a drastic increase in pre-
scribing or a drastic decrease when the 
prescriber is facing government scrutiny. 

While PDMP data is certainly a tool 
that favors the government, the defense 
may find some benefit from strategic 
use of PDMP data. For instance, the 
defense can show that the physician 
weaned patients to lower doses, pre-
scribed nonaddictive alternatives, varied 
dosage and quantity to titrate patients, 
or cycled medications to achieve a 
greater therapeutic effect. Defense 
counsel should become intimately 
familiar with PDMP data and seek to 
make use of this valuable statistical tool 
at trial — the government certainly will. 

 
Conclusion 

A strong defense in any 21 U.S.C.  
§ 841 prosecution against a prescriber 
requires a narrowing of the standard, 
solid expert testimony, and a strong pres-
entation of the patient’s medical need for 
the prescriptions issued by the physician. 
Federal prosecutions are shifting toward 
prosecution for mere violations of the 
standard of care. It is imperative that the 
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Figure 1 

Date Visit Med Strength Quantity UDS Vitals Exam Physician

Figure 2 



defense bar reject any effort to charge 
and subsequently convict a physician for 
deviations from the standard of care. It 
must remain the case that to convict a 
physician for a violation if 21 U.S.C. § 
841(a), the physician must have ceased 
practicing medicine and instead engaged 
in illicit drug trafficking. 

© 2019, National Association of 
Criminal Defense Lawyers. All rights 
reserved. 
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