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In its 2021-2022 term, the United States Supreme Court 
had more than one thing to say about the healthcare 
decisions of the country’s medical practitioners. A 

unanimous opinion released just three days after the 
Dobbs bombshell is certain to have an immediate 
chilling effect on Department of Justice prosecutions of 
doctors and nurses nationwide —most notably for those 
practicing in pain management. 

The consolidated case of Ruan v. United States1  examined 
the language and legislative intent of Section 841 of the 
Controlled Substance Act (“CSA”).2 More specifically, 
the Court scrutinized the opening clause of the statute, 
which prohibits medical practitioners from dispensing 
or prescribing narcotics “except as authorized.” At issue 
was the government’s burden of proof as applied to that 
phrase. To convict, must the government prove that a 
prescriber intended to break the law? Or was it sufficient 
to show that the relevant medical community would not 
condone the defendant’s practices? 

The ultimate holding in Ruan hardly seems earth-
shattering. The U.S. Supreme Court ruled that the CSA, 
a statute which imposes criminal liability on medical 
practitioners, criminalizes only intentional violations of the 
law. For decades, prosecutors, trial judges, and appellate 
courts had been operating under a flawed and relaxed 
interpretation, allowing convictions to stand on a quasi-
negligence standard. Indeed, in upholding Dr. Ruan’s 
conviction, the Eleventh Circuit cited a 1975 decision as 

precedent for an objective standard of reasonable medical 
practice.3 

In striking down past practices that endured for nearly 
fifty years, Ruan merged longstanding doctrines of 
common law with basic canons of statutory construction 
and legislative intent. Justice Breyer’s opinion, written 
with such commonsensical analysis that it feels virtually 
irrefutable, reads like a page out of a 1L textbook. But if 
the rationale and holding in Ruan now seem so obvious, 
what took so long to get here?

 
The Controlled Substance Act - 21 U.S.C.S. § 841

(a) Unlawful acts. Except as authorized by 
this title, it shall be unlawful for any person 
knowingly or intentionally—
(1) to manufacture, distribute, or dispense, or 
possess with intent to manufacture, distribute, 
or dispense, a controlled substance…

On appeal in Ruan, the parties agreed that the test for 
whether a prescription was “authorized” flowed through 
a federal regulation. Per the regulation, an authorized 
prescription is one that is “issued for a legitimate medical 
purpose by an individual practitioner acting in the usual 
course of his professional practice.”4 There was also no 
dispute on the general interpretation derived from that 
regulatory language: A medical practitioner must act in 
good faith when issuing a prescription.
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But how was a fact finder to determine whether a 
prescriber had crossed over the good-faith line? And who 
drew the line in the first place? On these questions, the 
parties diverged.

The government’s argument was twofold, though each 
argument centered on its burden of proof of a defendant’s 
culpable mental state. The government first argued that 
the mens rea component of the statute, “knowingly and 
intelligently”, was an exception to, not an element of, 
the offense. As an affirmative defense, the prosecution 
asserted it was relieved from carrying this burden at trial. 
Second, the government suggested that a grammatical 
reading of the statute showed that “knowingly or 
intentionally” did not modify “except as authorized.” 
According to the government, Congress intended for the 
mens rea component to attach to only the words following 
“knowingly or intentionally.” Besides, the “reasonable 
physician” standard had endured for decades. The DOJ 
had won innumerable convictions on that standard and 
had never been overturned.

The Eleventh Circuit in Ruan and Tenth in Kahn agreed 
with the prosecutors. According to the Circuits, the 
evaluation of whether a physician “acts in the usual course 
of his professional practice [is] based on an objective 
standard, not a subjective standard.’”5 It is proper, said 
the Circuits, for a trial court to define good faith on the 
practices of what a “reasonable physician should believe 
to be proper medical practice.”6 

The appellants countered that a jury instruction 
fashioned around an objective standard of accepted 
medical practices was against the plain language of the 
CSA. Doctors Ruan and Kahn insisted that they believed 
they were prescribing in good faith and, unless the 
government proved otherwise, it could not prevail under 
the statute of specific intent. To convict, the government 
had to prove that the doctors deliberately prescribed 
in bad faith. That is, that they intentionally issued 
prescriptions to their patients that they knew were not 
for legitimate medical purposes.

In a resounding win for the defense, the U.S. Supreme 
Court rejected the holdings of the lower courts and 
arguments put forth by the DOJ. Once a defendant 
produces evidence of authorization, the government bears 
the burden of proving a prescription was unauthorized. 
And, to meet that burden, the U.S. Supreme Court held 
that the CSA requires proof of intent. Testimony about 
“reasonableness” among a segment of the relevant 
medical community will not suffice. Post-Ruan, the 
government must prove a subjective disregard for good 
faith medical practices if it is to convict a practitioner of 
unlawful prescribing under 21 U.S.C.S. § 841.

Writing for the majority, Justice Breyer reminded that 
criminal statutes, with few exceptions, are designed 
to punish “vicious will” and address the “duty of [an] 
individual to choose between good and evil.”7 Even 

where a criminal statute is silent on scienter, the Court 
has repeatedly “read into” those statutes a mens rea of 
‘knowing and intelligent’ conduct upon “a longstanding 
presumption…that Congress intends to require…a 
culpable mental state.”8  

But, here, where it included a general scienter provision 
proscribing willful conduct by a medical practitioner, 
Congress’s objective was unambiguous. To accept the 
DOJ’s position and apply the mens rea element to only 
the words that follow “knowingly and intentionally” 
makes little sense. In that scenario, the only intentional 
act that the government need prove is the issuance of a 
prescription by a practitioner-an act which occurs billions 
of times annually.  As a society, we “expect…doctors to 
prescribe medications to their patients,” and rarely “view 
such dispensations as inherently illegitimate.”9 Thus, only 
by applying the scienter requirement to “authorization” 
would the statute, and Congress’s intent, make sense. 
The CSA was designed to penalize practitioners who 
intentionally break the law by flouting the authorization 
to prescribe controlled substances in good faith. Here, 
application of the mens rea component to “except 
as authorized” “plays the critical role in separating a 
defendant’s wrongful from innocent conduct.”10  

Finally, the Court pointed to a similar case of statutory 
interpretation where the government proposed a 
“reasonableness” standard. In Elonis v. United States, the 
statute at issue criminalized threatening communication 
but contained no defined scienter component.11 Absent an 
explicit scienter component, the government suggested 
it need only prove whether “a reasonable person would 
find the communications threatening.” In that instance, 
and with the CSA here, the Supreme Court said that 
imposing criminal liability based upon what a reasonable 
person would think, “regardless of what the defendant 
thinks—reduces culpability on the all-important element 
of the crime to negligence.”12 

But in Ruan it was even clearer. The CSA wasn’t lacking 
a scienter component. Congress put it right there in 
black and white, and it comported with longstanding 
notions of criminal justice. So, in a context where medical 
practitioners were subject to criminal prosecution for 
potentially good-faith medical decisions, the U.S. Supreme 
Court showed no hesitation to eschew the “reasonable 
doctor” standard for good.

The CDC Endorses Individualized Patient Care

The Court’s decision in Ruan seems to be aligned, at 
least facially, with the Centers for Disease Control and 
Prevention’s (CDC) efforts to rebrand their 2016 Guideline 
for Prescribing Opioids for Chronic Pain. On February 10, 
2022, the CDC published a draft of its proposed Clinical 
Practice Guideline for Prescribing Opioids.13  It was meant 
to serve as a revision of the 2016 Guideline, encouraging 
doctors to take an individualized patient-centered 
approach to issuing opioid prescriptions, rather than 
following rigid standards. 
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Prior to the 2016 Guideline, many felt that opioids were 
being prescribed too liberally. In the 1990s, an increase in 
the number of opioid prescriptions issued translated to 
the first wave of opioid overdose deaths.14 To combat the 
rising opioid overdose epidemic, the CDC published the 
2016 Guideline. The purpose was to provide physicians 
with recommendations for safely and effectively 
prescribing opioids for patients with chronic pain 18 
years or older in outpatient settings. However, the word 
“recommendation” seemed to get lost in translation. The 
2016 Guideline included proposed ceilings on opioid doses. 
Though these ceilings were meant as suggestions, many 
states, insurers, doctors, and law enforcement agencies 
viewed them as rigid standards of care, and dozens of 
states codified the dosing ceilings. The misunderstanding 
and misapplication of the dosing ceilings had a ripple 
effect that created a wave of problems. Fearing civil or 
even criminal penalties, many doctors began tapering the 
doses given to their chronic pain patients too abruptly, 
or even more drastically, turned away their patients 
altogether.15 

At the center of the controversy was the CDC’s 
recommendation that morphine doses be capped at 90 mg 
MME (morphine milligram equivalent units) for primary 
care and general practitioners. In the years following 
the 2016 Guidelines, many prosecutors have viewed 
the recommendation as a hard limit and considered 
any prescriptions above that amount to be improper 
or even illegal.16 The perception of the 2016 Guidelines 
as an objective standard for opioid dosing mirrors the 
Government’s argument in Ruan, which urged the Court 
to take a more objective approach in the interpretation of 
21 U.S.C.S § 841. However, the Court fired back, stating, 
“the Government’s standard would turn a defendant’s 
criminal liability on the mental state of a hypothetical 
“reasonable” doctor, not on the mental state of the 
defendant himself or herself,” in effect, endorsing 
the subjective approach that the CDC is attempting to 
champion with the 2022 revisions of the Guideline.17 

The 2022 Guideline draft includes twelve 
recommendations, with the most lauded change being 
the replacement of the recommended ceilings on opioid 
dosages for chronic pain with a “best judgment” approach 
to issuing prescriptions.18 The CDC also stresses that the 
updated guidelines do not apply to patients with cancer 
or sickle cell disease, or to those under palliative or end-
of-life care. It further drives home that, although opioids 
do serve a medical purpose in alleviating pain, due to 
their addictive nature and adverse side effects, nonopioid 
therapies should serve as the first course of treatment for 
both acute and chronic pain. Finally, in instances where 
chronic pain patients test positive for illicit substances, 
the CDC is recommending that physicians offer those 
patients counseling, treatment, and gradual tapering 
of their medications, rather than dismissing those 
patients altogether. With these revised guidelines, the 
CDC is hoping that communications between physicians 
and patients about the risks and benefits of opioid 
prescriptions will improve, that safer and more effective 
care for chronic pain patients will be rendered, and that 
opioid use disorder and overdoses will decrease. 

Though the changes appear to be a step in the right 
direction, the consensus amongst the medical community 
and chronic pain patients seems to be that they are too 
little, too late. The 2016 Guideline catalyzed a ripple 
effect that had tsunami-sized consequences on the 
community they were meant to serve. Several states 
took the dosage ceiling recommendations and codified 
them into law. For instance, Nevada and Arizona, Maine, 
and Rhode Island limited doses to 90, 100, and 50 MMEs 
per day, respectively.19 Pennsylvania, along with several 
other states, opted to limit the length of prescriptions 
rather than the dose. On November 2, 2016, Gov. Wolf 
signed into law seven-day limits on opioid prescriptions 
for emergency rooms, urgent care centers, and patients 
under 18 years of age.20 The issue with interpreting the 
2016 Guideline as an objective one-size-fits-all approach 
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is that it left the medical community teetering a fine line; 
administer the medications that their chronic pain patients 
needed (many of whom require more than 90 mg MME 
of morphine to feel any relief) or face the wrath of the 
DOJ. Feeling the looming threat of losing their careers, 
many chose to rapidly taper their patient’s medication, 
which can have devastating physical and psychological 
consequences. Some chose to cut their patients off and 
dismiss them from their practice outright. The number of 
opioid prescriptions written has been declining since 2012, 
but the decline escalated further after the 2016 Guideline 
was released. Which raises an essential question: If the 
number of opioid prescriptions is declining, why does the 
number of opioid related deaths continue to skyrocket?

According to the National Center for Drug Abuse 
Statistics (NCDAS), more than 96,700 people die from 
drug overdoses each year, and opioids are a factor in 
approximately 72% of those deaths.21 The national opioid 
overdose death rate has increased 255.74% between 2000 
and 2019. Pennsylvania alone sees around 4,377 overdose 
death per year, 71.98% higher than the national average. 
The 2016 Guideline, meant only to serve as a suggestion, 
caused a wave of states to enact strict opioid prescription 
regulations. The new regulations left doctors with little 
choice but to severely restrict the prescriptions they 
doled out. Consequently, tens of thousands of chronic 
pain patients needed to search for relief elsewhere. The 
National Institute of Drug Abuse (NIDA) estimates that 
80% of heroin users start out using, and then misusing, 
prescription opioids.22 When doctors taper patients off 
their prescriptions too quickly, or cut them off altogether, 
the withdrawal symptoms can be unbearable. It is possible 
to find prescription opioids on the streets, but they are 
expensive. Many end up turning to heroin as a cheap 
alternative just to feel normal, when all they needed was 
a morphine prescription from their doctor that exceeded 
the 90 mg MME cut-off.

The 2016 Guidelines were likely well-intentioned, but 
the ripple effect is hard to ignore. This is why the revised 
2022 Guideline emphasizes that the approach to opioid 
prescriptions should be patient-centered and within each 
individual doctor’s best judgement, rather than following 
any rigid standard. In the 2022 draft, the CDC states, 
“Though not the intention of the 2016 CDC Guideline, 
design and implementation of new laws, regulations, and 
policies also drew from its recommendations…. While 
some laws, regulations, and policies that were derived 
from the 2016 CDC Guideline might have had positive 
results from some patients, a central tenent of the 
2016 CDC Guideline was that the recommendations are 
voluntary and are intended to be flexible to support, not 
supplant, individualized, patient-centered care.”23 

With the CDC championing a subjective approach to 
opioid prescriptions, and the U.S. Supreme Court holding in 
Ruan that the mens rea component to § 841 is a subjective 
standard as well, it will be interesting to see if states follow 
suit and modify existing rigid legislation. Doing so would 

return medical discretion to the practitioners who are 
most familiar with their individual patients, provide them 
with space to prescribe in a safe and controlled manner 
without fear of prosecution, and keep their patients who 
suffer from chronic pain from searching for relief in the 
dark and dangerous corners of the illicit drug market.

Potential Effect of Commonwealth Prosecutions

Although a major win for the defense in federal 
court, Ruan is unlikely to have any near-term effect on 
state prosecutions of medical practitioners within the 
Commonwealth. That is because, unlike Congress, the 
Pennsylvania General Assembly effectively wrote a 
“reasonable doctor” standard into the state law. 

The Commonwealth’s Controlled Substance, Drug, 
Device and Cosmetic Act (“Drug Act”) has language 
which mirrors the CSA in that it carves out an exception 
for practitioners to prescribe controlled substances “as 
authorized.”24 However, where the federal law requires 
general good faith, the state law further demands that 
prescriptions are issued “in accordance with the treatment 
principles accepted by a responsible segment of the 
medical profession.”25 

To convict a practitioner under the Drug Act, the 
Commonwealth must prove that no responsible segment 
of the medical profession exists which would find the 
prescription acceptable. As interpreted by the Superior 
Court, the Drug Act requires proof beyond a reasonable 
doubt that “all responsible segments of the profession 
[must] reject those methods” used by a defendant 
prescriber. 26

Yet, the government regularly carries this burden by 
presenting an expert doctor who is willing to testify that, 
industry-wide, no responsible practitioner would have 
prescribed in the allegedly bad-faith way the defendant 
had prescribed. In fact, even where the government 
presents no expert testimony about the accepted 
treatment principles for a particular patient or prescription, 
a jury can nonetheless infer from other evidence that a 
defendant doctor spurned the practices of all responsible 
segments of the profession.27 In any case, a Pennsylvania 
jury need not consider the practitioner’s subjective intent 
in issuing a prescription.

On the heels of Ruan and forthcoming CDC guidance, 
one would hope that Pennsylvania lawmakers will 
reassess the bar for criminal liability imposed upon 
practitioners in the Commonwealth. But, in the short 
term, it is also conceivable that we will see an uptick in 
prosecutions of medical practitioners suspected of vio-
lating the Drug Act. Ruan has forced the DOJ to reevaluate 
an unknowable number of pending investigations into 
prescribing practices. Thus, where the Commonwealth 
can obtain a conviction upon a mere showing of objective 
bad faith, referrals for prosecution might very well flow 
back into state courts.
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NOTES:

1  Xiulu Ruan v. United States, Nos. 20-1410, 2022 U.S. LEXIS 
3089 (11th Cir. June 27, 2022), consolidated with Shakeel Kahn, v. 
United States, No. 21-5261 (10th Cir.).
2 21 U.S.C. § 841.
3 United States v. Ruan, 966 F.3d 1101, 1167 (11th Cir. 2020) citing 
United States v. Moore, 423 U.S. 122 (1975).
4 21 C.F.R. § 1306.04.
5 United States v. Ruan, 966 F.3d 1101, 1166 (11th Cir. 2020) 
(quoting United States v. Joseph, 709 F. 3d 1082, 1097 (CA11 
2013); emphasis added; alteration in original).
6 United States v. Khan, 989 F.3d 806, 823 (10th Cir. 2021).
7 Xiulu Ruan v. United States, Nos. 20-1410, 2022 U.S. LEXIS 3089, 
at *13 (June 27, 2022).
8 Id. at 14.
9 Id. 
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Discuss this waiver with your client with the same 
seriousness you would discuss the waiver of any 
constitutional right.30

• Request discovery early and in writing. That way,
if the Commonwealth fails to provide requested
discovery, any required continuance will be on
the prosecution. If you have to follow-up with the
Commonwealth about discovery they have failed to
hand over, be sure to memorialize such requests in
a writing such as an email.

• If a continuance is required due to the
Commonwealth’s failure of diligence, be sure to
put that on the record at the time the continuance
is requested. Even if the judge does not rule in
your favor, you have at least preserved the issue for
appeal.

• All motions to dismiss pursuant to Rule 600 must be
made in writing.31 File your client’s motion after the
365-day period has elapsed. If the trial judge rules
against you and subsequently the Commonwealth
causes another substantial period of delay, file
a new Rule 600 motion based on this additional
time and litigate it prior to any trial to preserve an
objection to the additional time period.

• At the Rule 600 hearing, after the defense has
made a prima facie showing that the defendant
has not been brought to trial within 365 days,
the Commonwealth bears the burden of proving
that they have nonetheless acted with diligence.
This means that after the defense has made such
a prima facie showing, it is the Commonwealth
who should be required to put on its evidence
and the defense should only argue after the
Commonwealth has done so. Essentially, a Rule 600
hearing should proceed in form almost identically
to a suppression hearing. If the judge asks you
to argue prior to the Commonwealth’s evidence,
make it clear that you could not possibly argue
on behalf of your client until you know what the
Commonwealth’s evidence of diligence is.

• If the Commonwealth appears at the Rule 600
hearing and does not present any evidence that
it acted with diligence—for instance, they did not
bring in the officer to testify to the attempts made
to find and apprehend the defendant—argue that
they have not met their burden because the burden
of proof includes the burden of production and
arguments of counsel are not evidence.

Using the strategy above, people both in and 
outside my office have had tremendous success with 
Rule 600 motions. Oftentimes, just making it plain 
to the Commonwealth that you intend to seriously 
litigate this issue can get you results. It is only one 
weapon in your arsenal, but because a win means 
discharge, it is a potent weapon that should never 
be overlooked.  

NOTES: 
  1 Commonwealth v. Mills, 162 A.3d 323 (Pa. 2017).
  2 U.S. ConSt. Amend. VI; PA. CONST. art. 1, § 9.
  3 Commonwealth v. DeBlase, 665 A.2d 427, 431 (Pa. 1995). 
  4 Barker v. Wingo, 407 U.S. 514, 530 (1972) (articulating the 

constitutional test); Commonwealth v. Preston, 904 A.2d 
1, 10 (Pa. Super. Ct. 2006) (the Barker test is an entirely 
separate analysis from Rule 600 and therefore needs to be 
raised separately). 

  5 Pa.R.Crim.P. Rule 600(2)(a); see also Commonwealth 
v. Kearse, 890 A.2d 388, 395 (Pa. Super. Ct. 2005) (no
“prejudice” need be shown to obtain Rule 600 dismissal).
While Rule 600 has a more definitive time period, the sole
focus of Rule 600 is on the action of the Commonwealth.
Thus, a constitutional argument should be forwarded
when a delay prejudices a defendant and that delay was
primarily caused by the courts.

  6 Pa.R.Crim.P. Rule 600(D)(1).
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Post-Ruan

At the time of this writing, Dr. Ruan resides at FCI 
Oakdale where he could serve out the remainder of his 
23-year sentence. The U.S. Supreme Court vacated his 
conviction but directed the Court of Appeals to determine 
whether the instructions given complied with the 
subjective mens rea standard or, even if not, whether any 
instructional error was harmless. So, while the decision 
bearing Dr. Ruan’s name may have raised the bar for 
criminal prosecution of medical practitioners, there is still 
a bar. And the government can clear with circumstantial 
evidence.28 

On remand, the Eleventh Circuit could very well find the 
trial court’s “objective good faith” instruction was harm-
less. Among other evidence, the government had shown 
that Dr. Ruan prescribed to over 8,000 pain patients, was the 
number one prescriber in the country of Abstral (fentanyl), 
held over $1.6 million in stock in Abstral’s parent company, 
directed all prescriptions through his privately owned 
pharmacy, was receiving guaranteed kickbacks of $80,000 
per month from dispensary management companies, and 
used twenty-three different bank accounts to launder his 
money.  At sentencing, Dr. Ruan agreed to forfeit two 
vacation properties, eighteen luxury vehicles, various 
bank accounts, and pay a money judgment of $5,000,000. 
In other words, it may not have mattered whether the 
court sent an objective or subjective yardstick back to the 
deliberation room.

But for countless other medical practitioners, the U.S. 
Supreme Court just provided them with desperately 
needed breathing room to treat their patients in earnest 
good faith. Remarkably, Dr. Xiulu Ruan may be found 
to have caused immense harm through an apparent pill 
mill in Mobile, Alabama, but his legacy could well be an 
important, positive shift in the opioid epidemic. Only time 
will tell.

10 Xiulu Ruan v. United States, Nos. 20-1410, 2022 U.S. LEXIS 3089, 
at *4 (June 27, 2022).
11 Elonis v. United States, 575 U.S. 723, 734 (2015).
12 Id. at 738.
13 Proposed 2022 CDC Clinical Practice Guideline for Prescribing 
Opioids - United States, 87 Fed. Reg 7838 (Feb. 10, 2022), Federal 
Register :: Proposed 2022 CDC Clinical Practice Guideline for 
Prescribing Opioids.   
14 Understanding the Opioid Overdose Epidemic, Centers For DiseAse 
Control AnD preVention,  Understanding the Opioid Overdose 
Epidemic | CDC’s Response to the Opioid Overdose Epidemic | CDC.  
15 J. Hoffman, C.D.C. Proposes New Guidelines for Treating Pain, 
Including Opioid Use, ny times: https://tinyurl.com/4v524s5v .
16 M. Knowles,  P. Thompson,  J. Arnoff,  and A. Rodriguez,  Revised 
CDC Guidance for Prescribing Opioids Emphasizes Physician 
Judgment, Reflects Concerns about Misapplication of Earlier 
Guidance,  the nAt’l lAw reV.,  CDC Guidelines for Opioid Drug 
Prescription, Doctor Judgment (natlawreview.com).
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bring in the officer to testify to the attempts made 
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they have not met their burden because the burden 
of proof includes the burden of production and 
arguments of counsel are not evidence.
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to the Commonwealth that you intend to seriously 
litigate this issue can get you results. It is only one 
weapon in your arsenal, but because a win means 
discharge, it is a potent weapon that should never 
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separate analysis from Rule 600 and therefore needs to be 
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v. Kearse, 890 A.2d 388, 395 (Pa. Super. Ct. 2005) (no 
“prejudice” need be shown to obtain Rule 600 dismissal). 
While Rule 600 has a more definitive time period, the sole 
focus of Rule 600 is on the action of the Commonwealth. 
Thus, a constitutional argument should be forwarded 
when a delay prejudices a defendant and that delay was 
primarily caused by the courts.

  6 Pa.R.Crim.P. Rule 600(D)(1).
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