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OPIOID LITIGATION IN TEXAS AND 

THE US 
 

INTRODUCTION 

Like most medication-related litigation, opioid 

litigation has existed for decades. However, the 

introduction of OxyContin and similar “controlled 

release” narcotics changed the landscape. Aggressive 

marketing campaigns by the opioid manufacturers 

ultimately led to an epidemic of opioid addiction.  

Since 2015, there has been a flood of opioid related 

litigation. The most notable lawsuits are those brought 

by governmental entities – cities and counties – against 

the opioid manufacturers. A similar increase in 

lawsuits by individuals is certain to follow. 

This article addresses the history of opioid usage 

in the United State and the marketing campaigns of 

certain drug companies that led to the widespread 

abuse of opioids. The article also focuses on trends in 

opioid litigation and the factors that likely will be 

utilized by counsel in prosecuting and defending opioid 

lawsuits. 

 

HISTORY OF OPIOIDS IN THE U.S. 

Historians believe that the use and abuse of 

opiates spread widely in the United States after the 

American Civil War primarily due to Civil War 

veterans’ use of morphine to treat physical and 

psychological pain caused by the war.
1
 

A verse from the Civil War era song, “Soldier’s 

Joy” exemplified its popularity: 

 

Twenty-five cents for whiskey, twenty-five 

cents for beer 

 

Twenty-five cents for morphine, get me out of 

here
2
 

 

Heroin was first introduced into the American market 

in 1898 by Bayer.
3
 At that time, tuberculosis and 

pneumonia were the leading causes of death, and Bayer 

marketed heroin as a cough suppressant.
4
 Bayer 

represented heroin to be safe and non-habit forming.
5
 It 

provided free samples to thousands of physicians in 

Europe and the US.
6
 The response was 

overwhelmingly positive and by 1899 Bayer was 

exporting heroin to 23 countries.
7
  However, rumors of 

Heroin’s addictiveness began to spread with numerous 

medical researchers cautioning of its addictiveness.
8
   

In 1906, the American Medical Association had 

strong reservations about heroin being habit forming.
9
  

By the early 1900s, the United States had a heroin 

epidemic.
10

 Heroin was restricted to prescription only 

in the U.S. by 1914 and was eventually banned by the 

passage of the Heroin Act in 1924.
11

 

OPIOID REGULATION 

The U.S. Food and Drug Administration (FDA) 

was given the authority to oversee the safety of food, 

drugs, and cosmetics with the passage of the Food, 

Drug, and Cosmetic Act in 1938.
12

 In 1970, the 

Controlled Substances Act (CSA) was enacted. It 

consolidated all of the regulated prescription 

narcotic/opioid drugs under existing federal law into 

five schedules.
13

 

Vicodin (hydrocodone and acetaminophen) 

became available as a generic in 1983.
14

  Nevertheless, 

most American physicians feared prescribing opioids 

for anything more than post-surgery pain or for cancer 

related pain.
15

 OxyContin (controlled release formula 

of oxycodone) changed the perception of prescription 

opioids by physicians. 

 

OPIOID MARKETING 

Purdue Pharma introduced OxyContin to the 

market in 1996 and aggressively marketed the drug.
16

 

Purdue Pharma marketed OxyContin for more than just 

acute pain or pain management for cancer patients; it 

specifically focused on chronic pain such as back pain, 

sporting injuries, fibromyalgia and arthritis.
17

 Much 

like the promotion of heroin, Purdue Pharma offered 

free samples of OxyContin via a coupon for a patient’s 

initial prescription.
18

 The coupons were not just for 

patients with financial constraints but a free supply to 

any new patient.
19

 Purdue Pharma also expanded its 

sales force to market OxyContin.
20

 It increased its sales 

force from 318 sales representatives to 671.
21

  The 

target audience for Purdue Pharma’s marketing 

strategy was primary care physicians.
22

   

From 1996 to 2001, Purdue Pharma hosted 40 

national pain-management and speaker training 

conferences, all expenses paid, for more than 5,000 

physicians, pharmacists and nurses.
23

 The marketing 

expenses paid off for Purdue Pharma: by 2003, nearly 

half of all physicians prescribing OxyContin were 

primary care physicians.
24

 This is especially notable 

because primary physicians do not have the expertise 

of pain management specialists to question the claims 

made by Purdue Pharma representatives.  By focusing 

on primary care physicians, Purdue Pharma broadened 

the market to the degree that by 1999, 86% of the total 

opioid consumers were persons who did not have post-

surgery or cancer related pain.
25

 

In the promotional brochures, materials, and 

videos that it distributed, Purdue Pharma minimized 

the addiction risk of OxyContin.
26

 Purdue Pharma 

claimed that OxyContin was less addictive, less subject 

to abuse, and less likely to cause withdrawal though 

there was no medical research to support those 

claims.
27

 Purdue Pharma’s own market research had 

found that “the biggest negative of OxyContin was the 

abuse potential.”
28

 Indeed, MS Contin, Purdue 

Pharma’s predecessor to OxyContin, had been 
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significantly abused in the same way.
29

  Despite being 

aware of the addictive nature of OxyContin, Purdue 

Pharma trained its representatives to carry the message 

that the risk of addiction was “less than one percent.”
30

  

Representatives further claimed that the time release 

formulation of OxyContin reduced the abuse liability 

of the drug.
31

    

Purdue Pharma’s misrepresentations regarding the 

effectiveness of OxyContin and its diminished liability 

for abuse resulted in three high level executives 

pleading guilty to charges of misbranding of the drug 

in 2007.
32

  Purdue Pharma and its executives paid 

$634,515,475 in fines.
33

 

FDA officials admitted that they believed the 

controlled release formula of OxyContin would result 

in less abuse potential when taken properly.
34

 During 

the 1990s and continuing into the 2000s, controlled 

release formulations of Morphine, Fentanyl, and 

Hydromorphone were all manufactured and marketed 

to the public under similar representations.
35

 FDA 

officials further admitted that they were unaware that 

OxyContin could be abused by crushing it and 

dissolving it in water to extract 68% of the oxycodone 

from an OxyContin tablet.
36

 Yet OxyContin’s own 

warnings cautioned against crushing the tablet and 

dissolving it in water, which essentially provided an 

addict a roadmap to abuse the drug.
37

 

 

OPIOID MANUFACTURERS GONE WILD 

By 2011, the Center for Disease Control and 

Prevention (CDC) had formally declared an opioid 

epidemic.
38

 In 2016, the CDC revamped its existing 

guidelines for opioid prescribers to address its 

increasing concerns related to prescribing strong 

painkillers like OxyContin.
39

 Previous guidelines 

focused on safety precautions for “high risk patients.”   

The 2016 guidelines went a step further and recognized 

that opioids pose a risk to all patients, and that 

currently available tools cannot rule out a risk for 

opioid use disorder or other serious harm.
40

   “Opioids 

should not be considered first-line or routine therapy 

for chronic pain,” the guidelines said, recommending 

that doctors first consider “non-pharmacologic” 

approaches, such as physical therapy, and “non-opioid 

pharmacologic” treatments.
41

 

Meanwhile, the federal government began 

focusing on conduct of the opioid manufacturers.  The 

Controlled Substances Act of 1970 (CSA) requires 

drug companies to report unusually large or otherwise 

suspicious orders of controlled substances.
42

  The Drug 

Enforcement Agency (DEA) regularly brings civil 

actions against drug manufacturers for violating this 

reporting requirement of the CSA.  In 2008, 

McKesson, one of the largest distributors of 

pharmaceutical drugs, agreed to pay a civil penalty of 

$13.25 million in relation to an investigation that 

McKesson had misrepresented the risk of opioid 

addiction.
43

   

In January, 2017, McKesson agreed to pay a 

record $150 million for failing to report unusually 

large or suspicious orders and to follow procedures it 

was required to implement following the 2008 

settlement.
44

 Likewise, Cardinal Health, a large 

distributor of pharmaceutical drugs, agreed to pay $44 

million in civil penalties for failing to report to the 

DEA unusually large or suspicious orders from January 

1, 2009 to May 14, 2012.
45

 Cardinal Health had 

previously paid $34 million in penalties in 2008 for 

similar failures to report large orders of hydrocodone.
46

   

 

THE FIRST WAVE OF OPIOID LITIGATION: 

GOVERNMENTAL ENTITIES SUE BIG 

PHARMA
47

 

Opioid litigation has been around for decades.  

However the current wave of litigation primarily 

involves state and local governments attempting to 

recoup from Big Pharma manufacturers and 

distributors the costs that have been expended in 

battling the opioid epidemic.  Since 2014, nearly 200 

lawsuits have been filed by local governments and 

states’ attorneys against Big Pharma.
48

  New cases are 

being filed by governmental entities across the country 

on a weekly basis. 

Upshur County was the first governmental entity 

in Texas to file a lawsuit against the pharmaceutical 

companies that manufacture, market and distribute 

opioids. This lawsuit was removed and consolidated in 

the Northern District of Ohio before Judge Dan Polster. 

The primary claim in the Upshur County litigation is 

that “[d]efendants’ fraudulent marketing and sales of 

prescription opioids” caused the current opioid 

epidemic in the United States.
49

  Upshur County has 

raised causes of action against defendants for public 

nuisance, common law fraud, negligence and gross 

negligence, violations of RICO (Racketeering 

Influenced and Corrupt Organizations Act), unjust 

enrichment, and violations of the Texas Controlled 

Substances Act.
50

   

On December 13, 2017, Harris County filed its 

own lawsuit against 19 pharmaceutical companies, 

including Purdue Pharma, and distributors McKesson, 

Cardinal Health and AmerisourceBergen.
51

 Harris 

County’s lawsuit also identifies five individual doctors 

and pharmacists as defendants.
52

 The lawsuit, much 

like those filed around the nation, alleges that the 

defendants created an environment that fostered opioid 

abuse through marketing misrepresentations.
53

  Harris 

County alleges that individual defendants 

overprescribed or operated a “pill mill.”
54

 The causes 

of actions against all of the defendants are that of 

public nuisance, civil conspiracy and negligence.
55

 In 

February 2018, this matter also was brought into the 

fold of opioid lawsuits consolidated in the Northern 
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District of Ohio.  Settlement negotiations in these cases 

are underway. 

 

THE NEXT WAIVE: MALPRACTICE CLAIMS 

BY INDIVIDUALS 

Lawsuits by Individuals Against Big Pharma. 

Individual lawsuits and class actions have not 

been particularly successful against Big Pharma when 

compared to similar lawsuits filed by governmental 

entities.
56

  Nevertheless, an increase in these lawsuits is 

anticipated as the plaintiff’s bar observes the success 

that governmental entities are starting to realize. 

Richard Ausness, is a noted authority on opioid 

litigation and has written on the subject of individual 

and class action claims against Big Pharma. Ausness 

notes the following liability theories:
57

   

 

 Negligence. General negligence is occasionally 

included in complaints against Big Pharma, but 

these complaints invariably are dismissed on 

summary judgment. 

 Defective Design. Plaintiffs reason that 

OxyContin (the principle opioid in the lawsuits) is 

defectively designed because it puts a dangerous 

opioid in the hands of a person at high risk for 

addiction.  The defense is that the high dose 

OxyContin contains a time-release feature that 

allows the therapeutic benefit to outweigh the 

increased risk of abuse.   

 Failure to Warn. The package inserts clearly 

warn that OxyContin is addictive.  This warning 

also is given to the prescribing physicians (aka 

learned intermediaries).   

 Breach of Implied Warranty. On those few 

occasions where this allegation was made, the 

claim was dismissed on other grounds, and the 

cause of action was never scrutinized by the court. 

 Violation of State Consumer Protection 

Statutes. This theory looks to state laws such as 

the Texas Deceptive Trade Practices Act for cause 

of action against Big Pharma. 

 Negligent Marketing. This argument stems from 

the theory that Big Pharma pursued marketing 

strategies that increased the risk users will injure 

themselves or injure others, especially in light of 

the fact that the pills could be crushed to avoid the 

time-release aspect and increase the “high.” In its 

defense, Big Pharma argues that the warnings 

specifically caution against crushing the pills. 

 Fraudulent Misrepresentation. The allegation is 

that sales representatives were trained to falsely 

promote control-release opioids as being less 

addictive, and that this false information was plied 

to prescribing physicians. 

 Civil Conspiracy. This claim is founded upon the 

premise that the manufacturing arm of Big 

Pharma conspired with the marketing arm to 

misrepresent the risks and benefits of OxyContin 

to the medical community. 

 Malicious Conduct.  While a claim for malicious 

conduct was alleged in one lawsuit, we found no 

evidence that the theory was ever addressed by the 

trial court. In that case, the lawsuit was dismissed 

before this cause of action was ever formally 

addressed.  

 

Ausness also outlines a host of defenses that may be 

utilized by Big Pharma.  They include the following:
58

 

 

 No Causation. Prescribing physicians typically 

know that the opioids they prescribe carry a risk 

for addiction, yet they prescribe the medication 

anyway.  This knowing conduct by the prescribing 

physician may break the causal link between Big 

Pharma and the patient’s outcome. 

 Misuse. The opioid labeling often contains 

specific restrictions on how the product should 

and should not be used.  The drug abuser who 

does not heed these instructions is liable for 

product misuse and his recovery may be barred. 

 Wrongful Conduct. In some states a plaintiff’s 

illegal conduct will bar recovery. That would 

include surreptitiously obtaining numerous opioid 

prescriptions from different physicians at the same 

time. Plaintiff may suffer an overdose from 

ingesting so many opioids, but his criminal 

conduct may bar his recovery. 

 Statute of Limitations. Assuming that the cause 

of action for opioid addiction starts when a 

reasonable person should have recognized the 

addiction, then the statute of limitations may pass 

before the addicted patient ever seeks treatment 

for that addiction. 

 

Medical Malpractice Litigation.   

Litigation research indicates a steady increase in 

the number of claims against health care professionals.  

In 2016, Coverys Insurance Company, a medical 

malpractice carrier, conducted an assessment of all 

claims against its insureds that were closed over a five 

year period (2012-2016).  More than 10,000 closed 

medical professional liability claims were assessed.  It 

noted that medication related claims are the fourth 

most common type of claims, and account for 8% of all 

claims made and 9% of all indemnity paid.
59

 The 

medications most frequently involved in these claims 

are opioids, which account for 24% of all medication 

related claims.
60

 

Nearly half of all opioid related malpractice 

claims involve primary care prescribers.
61

 The authors 

of the Coverys article surmised that the claims arose 

predominantly because the primary care prescribers 
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failed to appreciate when pain management is outside 

their scope of practice, and that most of the claims 

could have been avoided if patients with unresolved 

pain were referred to pain management specialists.
62

 

The subset of opioid litigation that gets the most 

attention involves pill mills.  One of the larger opioid 

prescription verdicts in the U.S. against physicians was 

handed down in Houston when a jury awarded 

$10,700,000 against several doctors who were part of a 

pill mill.
63

  This “medical clinic” specialized in the 

Houston Cocktail, which uses the combination of 

Vicodin, Soma and Xanax to create a heroin-like 

high.
64

   

While pill mills are an easy target, they probably 

do not reflect the direction that opioid litigation is 

proceeding. National databases that track prescription 

histories of patients and prescribing histories of 

physicians make it increasingly difficult for physicians 

at pill mills to prescribe controlled substances 

undetected. More important, physicians at pill mills 

usually are knowingly prescribing outside the 

boundaries of state and federal law, thereby voiding 

any professional liability insurance coverage that may 

otherwise be available. In the absence of insurance 

coverage, the incentive to sue pill mill prescribers is 

greatly reduced. As reflected in the Coverys article, 

opioid litigation is trending toward claims against the 

primary care provider who tries to treat chronic pain 

when circumstances merit referral to a pain 

management specialist. 

Physicians have numerous resources at their 

disposal to determine whether the opioids they 

prescribe are being misused. First, they can obtain 

records from and/or communicate from other treating 

physicians. Second, physicians can access prescription 

monitoring programs. The programs are electronic 

databases that function as depositories for information 

about patient prescription histories. 
65

 Third, physicians 

can verify opioid usage through drug testing. Drug 

testing can assess whether the patient is taking the 

controlled medication prescribed, taking too much 

medication, diverting the medication, or taking other 

controlled substances in addition to the medication 

prescribed by the treating physician. Fourth, the 

physician can exercise her own clinical judgment based 

on the patient’s presentation.  If any of these measures 

are not taken and a patient is harmed as a consequence, 

then the failure to take these measures could give rise 

to a cause of action against the physician for negligent 

prescribing. 

 

Nurse Practitioner / Physician Assistant 

Malpractice.   

In 2016, CNA and the Nurses Services 

Organization jointly published an analysis of claims 

against the nurse practitioners they insure. The analysis 

assessed payouts on malpractice claims against nurse 

practitioners.  The report found that claims related to 

opioid prescriptions had increased by 13% since 2012, 

and the average payout on those claims was 

$233,360.
66

 Like the Coverys research regarding 

physicians, the trend shows an increase in claims 

related to the prescriptions of controlled substances.  

While the law in Texas and other states requires nurse 

practitioners and physician assistants to work under the 

supervision of a physician, these non-physician 

prescribers expose themselves to liability separate and 

apart from their supervising physicians when they 

venture into pain management.
67

 

 

Pharmacist Malpractice.   

Generally, malpractice claims against pharmacists 

involve giving the wrong dose of a medication, giving 

the wrong medication or failing to provide the patient 

with warnings associated with the medication given. 

But a little known doctrine established in 1971 by the 

U.S. Drug Enforcement Administration (DEA), may 

give rise a civil cause of action against pharmacists 

related to opioid prescriptions. That provision states 

the following: 

 

A prescription for a controlled substance to 

be effective must be issued for a legitimate 

medical purpose by an individual practitioner 

acting in the usual course of his professional 

practice. The responsibility for the proper 

prescribing and dispensing of controlled 

substances is upon the prescribing 

practitioner, but a corresponding 

responsibility rests with the pharmacist who 

fills the prescription ... [T]he person 

knowingly filling such a purported 

prescription, as well as the person issuing it, 

shall be subject to the penalties provided for 

violations of the provisions of law relating to 

controlled substances.
68

  

 

This doctrine has become known as the Corresponding 

Responsibility doctrine, and has served as the basis for 

suspending the license of several pharmacists.
69

  In one 

matter the DEA established a list of “red flags” that it 

cited for a pharmacist’s corresponding responsibility in 

filling illicit prescriptions for controlled substances: 

 

 Ample evidence that the pharmacist repeatedly 

dispensed a combination of prescriptions well 

known for being used by prescription drug 

abusers; 

 No individualized dosing by the prescribing 

physician; 

 Filling multiple prescriptions for the strongest 

formulations of controlled substances; 

 Requests for early dispensing of refills; 
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 Filling prescriptions of patients or doctors located 

hundreds of miles away from the pharmacy; 

 The vast majority of prescriptions filled by the 

pharmacy were for controlled substances;  

 Failing to contact other pharmacists to determine 

why they are not filling a particular doctor’s 

prescriptions; 

 Filling prescriptions of patients that travelled to 

the pharmacist in groups; 

 Filling an inordinately large percentage of cash 

prescriptions; and 

 Presuming that a prescription is legitimate when 

the prescriber performed a paucity of lab work 

and imaging studies on the patients.
70

 

 

It would not be surprising if the Corresponding 

Responsibility doctrine was used to bootstrap a 

pharmacy into liability for filling a prescription 

negligently ordered by a physician. 

 

A ROADMAP FOR PROSECUTING THE 

OPIOID PRESCRIBER MALPRACTICE CASE 

The first step in determining whether an opioid 

prescriber met or violated the standard of care is to 

establish what the standard of care is. The old adage 

was that the standard of care is whatever an expert says 

it is.  Daubert
71

 and Robinson
72

 eliminated that line of 

reasoning. Now, the logical starting point for 

determining the standard of care may be the literature.  

With heightened interest in opioid addiction, it is not 

surprising that numerous entities have weighed in on 

establishing guidelines, policies and standards of care 

related to prescribing opioids. The following 

paragraphs highlight the most recognized publications 

for prescribing opioids for chronic pain. 

 

CDC Guidelines for Prescribing Opioids 

One of the more venerated organizations that 

publishes guidelines for prescribing opioids is the 

Center for Disease Control (CDC). In 2016, the CDC 

published recommendations it developed for primary 

care physicians using opioids to treat chronic pain in 

adults.
73

  These recommendations were an update to 

the CDC’s 2014 guidelines and were based on a 

systematic review of the effectiveness and the risks of 

opioids. The CDC came up with twelve 

recommendations. At the center of the CDC’s 

guidelines is the understanding that opioids are the last 

treatment of choice for chronic pain.
74

  Opioids should 

be used only when the benefits from pain control and 

function outweigh the inherent risk of addiction.  This 

benefit/risk assessment is an ongoing process that the 

CDC recommends should be reviewed with patients at 

least every three months.
75

  

It is important to note that the CDC guidelines 

have their shortcoming. The evidence used to develop 

the guidelines was characterized as “low quality” when 

assessed under the GRADE framework.
76,

 
77

 The 

American Academy of Family Practice Physicians 

(AAFP) conducted a peer review of the CDC 

guidelines to examine the methodology used, the 

recommendations made and the evidence supporting 

those recommendations.
78

 While the AAFP agreed 

with some of the recommendations, it expressed 

concerns about others based on questionable 

methodology and the lack of supporting evidence.
79

 

 

Federation of State Medical Boards’ Model Policy 

for Opioid Prescribers 

In 2003, the Federation of State Medical Boards 

(FSMB) first developed its model guidelines for 

treating chronic pain with opioid analgesics.
80

 The goal 

was to encourage state medical boards to adopt policies 

that encourage safe and effective treatment of chronic 

pain, including treatment with opioids, when 

necessary.
81

 This Model Policy has been updated 

periodically, with the latest policy adopted by the 

FSMB in 2017.
82

 According to the FSMB, the vast 

majority of state medical boards have policy, rules, 

regulations and/or statutes reflecting the FSMB’s 

guidelines.
83

  

The 2017 update in the FSMB’s guidelines for 

prescribing opioids was derived in part from a review 

of the FSMB’s prior polices as well as policies and 

guidelines promulgated by other state and federal 

bodies, including the CDC’s 2016 rendition of the its 

Guideline for Prescribing Opioids for Chronic Pain.
84

  

The goal was to create a policy sufficiently 

comprehensive to serve as a prescribing guideline and 

resource for state medical/osteopathic boards and 

clinicians.
85

 The 2017 FSMB policy for opioid 

prescribers also strived to be “in keeping with recent 

releases of advisories issued by the CDC and FDA.”
86

   

The FSMB policy is intended to provide guidance 

to state medical/osteopathic boards in assessing 

whether physicians are being prescribed by physicians 

in a medically appropriate manner.
87

 Insofar as a state 

medical board adopts the FSMB policy or creates its 

own policy, an argument can be made that the state 

medical board has established the standard of care for 

its physicians. The Texas Medical Board has its own 

adopted regulations for the treatment of chronic pain 

which speaks to minimum standards that a physician 

prescribing opioids must maintain.
88

 

 

Other Guidelines for Opioid Prescribers 

In addition to the guidelines promulgated by the 

CDC and the FSMB, there are several other 

organizations that have created their own policies for 

opioid policies. The proliferation of opioid guidelines 

has led to a publication that has reviewed the 

competing guidelines.
89

 The publication compared 

thirteen different full-text guidelines for opioid 
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prescribers.
90

 Every guideline included in the review 

had to meet the criteria established by the Institute of 

Medicine.
91

 That is, it had to “include 

recommendations intended to optimize patient care that 

are informed by a systematic review of evidence and 

an assessment of the benefits and harms of alternative 

care options.”
92

 Guidelines were excluded from the 

publication if they were derived from another guideline 

or they lacked details on how they were developed.
93

   

The organizations that created these guidelines 

include societies that cater to pain management 

specialists as well as other more general organizations. 

From a liability standpoint, the question arises whether 

these competing guidelines create competing standards 

of care.  

A recent publication on the standard of care 

applicable to prescribing controlled substances 

maintains that prescribers must utilize an “active 

verification and vigilance” approach to prescribing 

controlled substances.
94

 That means physicians who 

prescribe controlled substances have a duty to actively 

verify, on a case-by-case basis, that treatment with 

controlled substances is an appropriate option for their 

patients, diligently ensure that the patients remain 

suitable candidates after the patient is prescribed a 

controlled substance, and willingly change the course 

of treatment if the patient exhibits any signs of abuse.
95

 

The article defines “active verification” as (1) 

verifying a patient’s medical history, (2) checking 

prescription monitoring program databases, (3) 

determining whether other treatment that did not 

involve controlled substances were tried and failed by 

using drug tests before first prescribing, and (4) 

continuing to test and monitor patients throughout their 

treatment to ensure the patients do not use the 

controlled substance improperly.
96

 

These various guidelines create an onerous burden 

on the opioid prescribing physician to maintain 

diligence in a host of ways that likely is not required by 

the rest of that physician’s patient population. Yet 

those opioid prescribers who take shortcuts may find 

themselves explaining their lack of diligence in the 

legal arena should litigation ensue. 

 

Looking to State Statutes for the Standard of Care 

As of July of 2017, more than 30 states have 

considered bills related to opioid prescribing, and 23 

states now have laws on the books that limit, provide 

guidance or set requirements related to opioid 

prescribing.
97

 A state-by-state assessment of the laws, 

regulations and guidelines for pain management is 

available online.
98

 Updated in 2015, the Texas Medical 

Board has its own law regarding the treatment of 

chronic pain.
99

 This statute sets forth a list of minimum 

requirements that must be met for the physician 

providing pain management to meet the “accepted 

standard of care.”
100

 Specific expectations are provided 

for the following:
101

 

 

 A patient evaluation including a documented 

history and physical that focuses on a thorough 

assessment of the patient’s pain, and the patient’s 

prescription history as reflected in the state’s 

Prescription Drug Monitoring Program. 

 A written treatment plan that assesses how the 

medication relates to the chief presenting 

complaint of chronic pain, the dosage and 

frequency of the drug(s) prescribed, testing and 

diagnostic evaluations to be ordered, other 

treatments that are planned or considered, periodic 

review of the treatment plan, and objectives that 

will be used to determine treatment success. 

 Informed consent, either signed by the patient or 

reflected in contemporaneous notes, which 

specifies the diagnosis, plan, anticipated results, 

ancillary therapies, side effects and adverse 

effects. 

 A written pain management agreement between 

the prescriber and the patient that outlines patient 

responsibilities, including periodic lab tests, 

limitations on refills, limiting who may provide 

refills to the prescriber with whom the agreement 

is entered, limiting refills to one pharmacy, and 

identifying reasons for which the drug therapy 

may be discontinued. 

 A documented periodic review of the treatment 

plan that tailors the review intervals to the 

individual circumstances of the patient, assesses 

progress toward reaching treatment objectives, 

and is adjusted based on the individual needs of 

the patient, including an assessment of whether 

the treatment is effective and treatment goals are 

being reached. 

 Referral to a pain management specialist as 

necessary, with special consideration given to 

patients at risk of addiction and patients with a 

history psychiatric disorder and/or substance 

abuse. 

 

This statute is not without its critics.
102

 The main 

concern is that the amendments to the statute in 2015 

changed the provisions from guidelines to standards of 

care.
103

 In doing so, physicians are exposed to potential 

liability for patient injury if the provisions are not 

strictly followed. 

 

The Role of Continuing Medical Education in 

Assessing Prescriber Liability 

As the overlord of the drug industry, the FDA is 

responsible for protecting the public health by ensuring 

the safety and efficacy of drugs sold in the United 

States. Since 2012, the FDA has required 
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manufacturers of extended release/long-acting 

formulations of opioids to make training available to 

prescribers of those products.
104

 These manufactures 

are tasked with providing unrestricted grants to 

accredited continuing education providers for the 

development of education courses for prescribers based 

on content outlined by the FDA, and which the FDA 

calls the “Blueprint.”
105

   

Last update in May, 2017, the “Blueprint” is 

meant to provide the core educational messages to be 

incorporated by accredited providers into continuing 

medical education (CME) courses for opioid 

prescribers.
106

  In 2017, the FDA announced that it will 

extend this same strategy to manufacturers of 

immediate release opioids.
107

 The FDA guidelines for 

CME courses related to prescribing immediate release 

opioids have not been published yet. 

Presumably, these continuing medical education 

courses are available for all opioid prescribers but are 

aimed at healthcare providers that do not specialize in 

pain management. The question arises as to whether 

every non-specialist who prescribes opioids for chronic 

pain is expected to attend these courses and, if they do, 

whether the materials offered at the courses can be 

used against the opioid prescribers who stray from the 

recommendations outlined by the courses. Materials 

from these courses ultimately may play a role in 

establishing standards of care and any breach thereof. 

 

OTHER CONSIDERATIONS 

Contributory Negligence May Not Be a Defense 

The argument for contributory negligence in an 

opioid prescription case is rather obvious: The doctor 

may have prescribed the medications, but the patient 

was negligent for seeking out those medications when 

she knew or should have known she was addicted.  

Typically, the doctor did not make the patient an addict 

who ultimately overdosed and died; that was the 

patient’s own doing. The doctor acted reasonably by 

trying, in good faith, to help the patient with her pain. 

This argument assumes the patient has control of her 

addiction and can make rational choices. The core 

problem of addiction is that it takes away the addict’s 

ability to make rationale choices. 

There are numerous examples of courts that 

denied the contributory negligence defense. An 

appellate court in Louisiana upheld a finding that the 

prescribing physician was negligent for a patient’s 

death due to opioid overdose.
108

 In that case, the doctor 

contended that the patient was contributorily negligent 

for being an addict. The court disagreed, holding that 

the patient’s negligence could not be both a foreseen 

risk that imposes a duty on the physician and, at the 

same time, a defense to an action for damages for 

breach of that duty. The court held that the doctor had 

a duty to verify the patient’s ongoing suitability for 

controlled substances before prescribing them.
109

 

Similarly, a North Carolina court found that 

contributory negligence was not a valid defense where 

the physician continued prescribing controlled 

substances to a patient who had developed an addiction 

and died from an overdose.
110

 Even though the patient 

knew she was an addict and actively sought the 

controlled substances, the court found no contributory 

negligence.
111

 

 

Walking the Fine Line: Litigating the Defendant 

Out of his Coverage  

Prescribers who work for pill mills likely are 

involved in criminal activity. Any professional liability 

insurance coverage they have may be voided by their 

unlawful conduct. Running a pill mill is a criminal act 

and, therefore, is not covered by insurance. Allegations 

that the physician or nurse practitioner was running a 

pill mill likely will erase the defendant’s insurance 

coverage. The same also may be said about accusing a 

defendant of prescribing certain combinations of 

narcotics, such as the Houston Cocktail. 

Even Big Pharma is not immune from losing its 

insurance coverage. In August, 2016, a Florida Court 

of Appeals ruled that Travelers Insurance Company 

had no duty to defend or indemnify its insured, Watson 

Pharmaceuticals in the opioid litigation pending in that 

state.
112

 In November, 2107, as California Court of 

Appeals made a similar ruling and held that all of the 

injuries alleged “arose out of Watson’s products or the 

alleged statements and misrepresentation made about 

those products, and therefore fall within the product 

exclusion clause of the polices.”
113

 

Insurance carriers for Big Pharma are using a 

similar defenses in denying coverage to opioid 

manufacturers and distributors who are being sued by 

county and local governments seeking to recover costs 

incurred addressing the opioid epidemic. General 

liability policies provide insurance for lawsuits seeking 

damages “because of ‘bodily injury,’” but do not 

provide coverage for lawsuits that only allege 

economic loss. In 2014, the Western District of 

Kentucky found that West Virginia’s claims against 

distributors did not trigger the duty to defend because 

the suit did not seek damages ‘‘because of ‘bodily 

injury’” suffered by a specific opioid user, but instead 

sought reimbursement for West Virginia’s public 

expenditures.
114

   

A contrary holding was reached by the United 

States Court of Appeals for the Seventh Circuit.
115

  

There the Federal Appeals Court concluded that West 

Virginia’s suit alleged that damages were sustained 

because of “bodily injury” to its citizens.
116

 The 

Seventh Circuit saw no need to distinguish between the 

opioid user that suffered the bodily injury and the state 

of West Virginia who sought to recover money 

expended to pay for treating the bodily injury. The 
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court reasoned that either payment would be for 

damages arising from bodily injury. 

 

CONCLUSION 

Opioid abuse has taken center stage in American 

Culture. As new information comes to light regarding 

what Big Pharma knew but failed to disclose regarding 

addiction to its products, the court of public opinion 

will continue to sour. Big Pharma has thus far managed 

to avoid sizable verdicts in lawsuits brought by private 

individuals. But the anticipated verdicts and/or 

settlements on behalf of the governmental entities 

suing Big Pharma may change the conversation. Those 

changes likely will increase the number of lawsuits 

against individual prescribers and the pharmacies that 

fill those prescriptions.  
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