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DISCLAIMER

This presentation is provided with the understanding that the presenters are not rendering legal
advice or services. Laws are constantly changing, and each federal law, state law, and regulation
should be checked by legal counsel for the most current version. We make no claims, promises, or
guarantees about the accuracy, completeness, or adequacy of the information contained in this
presentation. Do not act upon this information without seeking the advice of an attorney.

Any opinions expressed in this presentation are those of the presenters and not the Tennessee
Department of Health.
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This outline is intended to be informational. It does not
provide legal advice. Neither your attendance nor the
presenters answering a specific audience member question
creates an attorney-client relationship.
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OBJECTIVES

Discuss significant legal 
rulings in Opioid 
matters and their 
impact to your practice

1
Discuss significant 
disclosures obtained in 
the National Opioid 
Litigation

2
Discuss significant 
verdicts in Opioid 
Litigation

3
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OPIOID-RELATED LEGISLATION OVER THE 
LAST FEW YEARS

Creation of Guidelines Required of TDH and TDMHSAS

Pain Management Clinic Changes

Buprenorphine Limits Increased and Licensure Required 
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GUIDELINES 

The Department of Health was charged by the Addison Sharp Prescription 
Regulatory Act in 2013 with creating treatment guidelines.

The first edition of the Tennessee Chronic Pain Guidelines were published by the 
Department of Health in 2014.

Subsequent amendments have resulted in the promulgation of Pain Clinic 
Guidelines and more recently the Tennessee Nonresidential Buprenorphine 
Treatment Guidelines, written by the Department of Mental Health and Substance 
Abuse Services in collaboration with TDH.

T.C.A. § 63-1-402 requires all healthcare practitioners who hold a DEA license to 
take at least two hours of continuing education, including instruction in the 
Chronic Pain Guidelines.

PAIN MANAGEMENT CLINIC CHANGES

Summer 2017 pain management clinic statutes and rules changed 

The most significant change is related to the property interest.

Each pain management clinic location must be licensed by the medical director.  Medical 
directors can have up to four licensed locations.

Potential disciplinary action can be taken against each practitioner working in a pain 
management clinic for violations of the pain management clinic regulations.  
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MAT: BUPRENORPHINE 

The Substance Abuse and Mental Health Services Administration increased the cap on 
Buprenorphine patients to two hundred and seventy-five.

Tennessee now requires clinics that treat 50% or more of their patients or 150 or more 
patients, obtain a license from the Department of Mental Health and Substance Abuse 
Services.

NEW OPIOID-RELATED LEGISLATION IN 2018

Public Chapter 1039--TnTogether
Tenncare dispensing limits in rule spring 2018

Buprenorphine expansion for mid-levels

Schedule II scripts electronic requirement 
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PUBLIC CHAPTER 1039--TNTOGETHER

A part of the Governor’s legislation in 2018 to curb opioid abuse in TN.

It is focused on limiting exposure of patients who are new to opioid treatment by restricting 
dosage and duration.

It requires informed consent including counseling women of childbearing age and ability about 
neonatal abstinence syndrome prior to beginning a course of opioids for more than three days.

There are a number of exceptions to the dosage and duration limits, including opioids prescribed 
by pain management specialists or to those who were already on opioids for 90 days or longer, 
and patients with cancer, sickle cell, or in hospice. 

TENNCARE DISPENSING LIMITS 

Those patients who have not been prescribed opioids for 90 days or longer in the past 180 days, 
“non-chronic opioid users,” are only covered on opioid products for 15 days in any six-month 
period with a daily dosage limit of 60 MME’s. 

There are exceptions for cancer, hospice, and palliative care patients.

For Sickle Cell and sever burn victims, the limit is 60 MME for up to 45 days in a 90 day period. 

Rule 1200-13-13-.04
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MID-LEVEL PROVIDERS AND BUPRENORPHINE 

Public Chapter 674 allowed buprenorphine without naloxone to be directly administered, 
meaning on the premises, by a healthcare provider acting within their scope of practice. 

Public Chapter 1059 requires TDMHSAS to convene a working group to examine authorizing 
advanced practice registered nurses and physician assistants in TN to prescribe buprenorphine 
products for treatment of opioid use disorder.  Currently only MD’s and DO’s may do so in TN. 

ELECTRONIC SCHEDULE II PRESCRIPTIONS 

Public Chapter 883 requires all Schedule II prescriptions to be “e-prescribed” by January 1, 2020.  
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I. Significant legal rulings in Opioid
matters and their impact to your practice
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HEALTHCARE EMPLOYEES

Traveling medical technician who was charged with 
causing an outbreak of Hep C in New Hampshire.

2003 Kwiatkowski became a Radiology Technician in his home state of Michigan.

2007 Kwiatkowski Began Working as a Travelling Technician

January 2007 - September 2007 Kwiatkowski Worked at Oakwood Annapolis Hospital in Wayne, 
Michigan as a medical technician.

November 2007 - February 2008 Kwiatkowski Worked at Saint Francis Hospital in Poughkeepsie, New 
York.

March 17, 2008 - May 7, 2008 (47 Days) Kwiatkowski worked at UMPC Presbyterian in Pittsburgh, 
Pennsylvania as a medical technician.

May 7, 2008 A UPMC hospital employee observed Kwiatkowski enter an operating room, lift his shirt, 
put a syringe in his pants, and exit the room. Officials report that empty syringes were found in his 
pockets and locker. His blood was tested and Fentanyl and other drugs were found in his 
system. Kwiatkowski was fired that day.
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May 2008 - November 2008 Kwiatkowski moved on to Maryland and worked at Baltimore Veterans 
Affairs Medical Center.

December 2008 - February 2009 Kwiatkowski Worked for Southern Maryland Hospital.

March 9, 2009 - June 27, 2009 Kwiatkowski Worked for Maryvale Hospital in Arizona. It is reported 
that he worked in the cath lab.

July 10, 2009 - January 9, 2010 Kwiatkowski Worked for Johns Hopkins in Baltimore, Maryland.

January 2010 - March 2010 Kwiatkowski Worked for Maryland General Hospital.

March 22, 2010 - April 2, 2010 Kwiatkowski Worked for Arizona Heart Hospital. An incident took 
place where Kwiatkowski was found passed out in bathroom stall with Fentanyl syringe floating in 
toilet. He was fired and the staffing agency that employed Kwiatkowski at the time, SpringBoard, 
reported the incident to the American Registry of Radiologic Technologists, according to a 
spokeswoman for the agency. The ARRT said that they did not punish Kwiatkowski because they did 
not have firsthand evidence of the 2010 incident. The director of the Arizona Radiation Regulatory 
Agency said officials stopped their investigation when Kwiatkowski moved out of state.

April 7, 2010 - April 30, 2010 Kwiatkowski Worked for Temple University Hospital in Philadelphia, 
Pennsylvania.

May 2010 - September 2010 Kwiatkowski Worked for Hays Medical Center, Hays, Kansas.

October 2010 - March 2011 Kwiatkowski Worked for Houston Medical Center in Warner Robins, 
Georgia.

April 2011 - May 2012 Kwiatkowski worked for Exeter Hospital in New Hampshire.
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Exeter & Hep C: 
32 of 33 cases 
settled
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TAKEAWAYS

Are your healthcare client(s) identifying & reporting diversion? 

What systems are in place? 

What are employers & insurers doing with respect to hiring screens for travelling employees?

Are any Tennessee regulations in process?  

REPORTING REQUIREMENTS

Healthcare practitioners are required to report indictments involving the sale or 
dispensing of controlled substances within seven days of obtaining knowledge 
of the indictment.  T.C.A. § 63-1-152

It is illegal for a patient to deceive or fail to disclose to a provider from whom 
he or she is receiving a controlled substance that the patient received one of 
similar therapeutic use from another provider within the last thirty days. 

Providers who have actual knowledge that a patient has knowingly and with 
intent to deceive, obtained or attempted to obtain, controlled substances, must 
report that patient within five business days of obtaining that knowledge. T.C.A. 
§ 53-11-309
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T.C.A. § 63-1-126  REFUSAL TO SUBMIT TO DRUG TEST OR TESTING 
POSITIVE FOR ANY DRUG VIOLATION OF PRACTITIONER’S PRACTICE 

ACT
Employers are required to report when a healthcare practitioner fails a drug test, including a pre-employment test, 

and neither has a lawful prescription for the drug in their system, nor goes to their peer assistance program.

A healthcare practitioner violates the practitioner’s practice act by refusing to submit to a drug test, or by testing 
positive for any drug for which they do not have a lawful prescription. 

The practitioner has three days from refusal or failure to show his or her employer a prescription or report to peer 
assistance.

The licensing board must suspend the practitioner if they fail to obtain advocacy or fail to comply with terms of 
the peer assistance program. 

T.C.A. § 68-11-218

The Chief Administrative Officer of each hospital or health care facility is required to report 
disciplinary action taken against a health care provider if it involved professional ethics, 
profession incompetence or negligence, moral turpitude, or drug or alcohol abuse, in writing, 
within 60 days. 

The facility must make available to the Tennessee Department of Health all records pertaining to 
the action.  
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NEW RULE CHAPTER: 1200-10-03

DRUG TESTING AND REPORTING 

The rule combines the reporting requirements of T.C.A. § 63-1-126 and T.C.A. § 68-11-218, by allowing 

the drug testing report to contain a statement of the disciplinary action taken.

It allows employers 10 business days from the employee’s third day to submit a prescription or go to 

peer assistance, to make the report.

The report must contain the date of the drug test, a certified copy of positive results and notice given to 

the employee, and the employees last known address.  

The rule eases the reporting burden by directing all reports to the TDH Office of Investigations, rather 

than individual licensing boards. 

II. Significant disclosures obtained in the
National Opioid Litigation
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THE SPOKESMAN-REVIEW

State Attorney General: OxyContin maker Purdue 
pushed prescriptions Jan. 6, 2018

Vancouver nurse practitioner Kelly Bell prescribed more than $1.5 million worth of Oxycontin in a six- month 
span in 2008 - months before federal agents rated the Payette clinic, according to court documents filed 
Friday.

The scope of Bell's prescribing and her interactions with Oxycontin manufacturer Purdue Pharma were 
included in an unredacted complaint against Purdue filed by attorney general Bob Ferguson. In September, 
Ferguson filed a lawsuit against the drug manufacturer accusing Purdue of fueling the opioid epidemic in the 
state - but details from the company's internal documents were sealed. Purdue claimed the information was a 
trade secret. A King County Superior Court Judge recently unsealed the documents

…These newly unsealed details further illustrate the mechanics of Purdue's massive deception,"
[ B o b ] Ferguson said in a news release. "Purdue ignored warning signs and their own studies while
targeting high-prescribing doctors in Washington state…”

Among the targeted high-prescribing  providers is Bell,according to court documents. Bell held an
advanced nurse practitioner license - under which she was able to prescribe narcotic pain
medication - until Nov. 28, when she surrendered the license following an investigation by the
Washington Department of Health. She still holds a registered nurse license in the state, but it's
unclear whether she's currently practicing.
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According to the court documents, Purdue aggressively targeted Bell with materials designed to
persuade her to prescribe opioids for pain.

Internal notes also indicate Bell accepted Purdue's concept of "pseudoaddiction." The company
used the term to explain patient behaviors - including illicit drug use and deception - that may
occur when the patient's pain is untreated, according to court documents.

The court documents cite Purdue notes from an Oct. 1, 2008, sales call with Bell where the sales
representative asked Bell what she would do in a hypothetical situation where a patient was using
more of a medication than prescribed.

Bell, according to court documents, said she would "treat the pain" and explained that the most
common reason for this pseudoaddictive behavior is under-treatment.“ In short, Ms. Bell would
respond to the abuse of opioids by prescribing more opioids the court documents state.

The court documents also allege that Purdue’s education efforts successfully primed Bell to reject opioid 
prescribing recommendations set by the State. Bell told Purdue sales representatives she didn't believe 
the guidelines had any foundation in science, according to court documents. The result of all these 
efforts, the State argues, was huge amounts of opioids pumped into Mrs. Bells’ patients and the 
Vancouver Community …
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TAKEAWAYS

Is your healthcare provider a high prescriber? 

What has been their interaction/contact with sales agents? 

What is their position on “pseudoaddiction”?

HOW ARE THE OPIOID PRESCRIPTIONS LOOKING?

Of drug overdose deaths in 2016:

• 37% filled an opioid prescription within 60 days prior to their death
• 47% filled a controlled substance prescription within the 60 days prior to their death
• 66% filled a controlled prescription within the year prior to their death 

36% of those who died of a fentanyl overdose in 2016 filled a controlled 
substance prescription within 60 days of their death

34% of those who died of a heroin overdose in 2016 filled a controlled substance 
prescription within 60 days of their death

In 2016 1,631 Tennesseans died from a drug overdose 
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HOW ARE THE OPIOID PRESCRIPTIONS LOOKING?

Of drug overdose deaths in 2017:

• 34% filled an opioid prescription within 60 days prior to their death
• 43% filled a controlled substance prescription within the 60 days prior to their death
• 64% filled a controlled prescription within the year prior to their death 

30% of those who died of a fentanyl overdose in 2017 filled a controlled substance 
prescription within 60 days of their death

28% of those who died of a heroin overdose in 2017 filled a controlled substance 
prescription within 60 days of their death

50% of those who died of an overdose involving prescription pain relievers in 
2017 filled a controlled substance prescription within 60 days of their death

In 2017 1,776 Tennesseans died from a drug overdose 

III. Significant verdicts in Opioid Litigation
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Koons case
St. Louis Blockbuster Verdict

July 2016

One-week malpractice trial -- Verdict for the Plaintiffs. Husband awarded $1.4 million and the plaintiff wife
awarded $1.2 million in compensatory damages.

Defendants – the primary care physician and his employer.

Finding -- Defendants were negligent in prescribing and monitoring the use of opioids for the husband.

Allegation -- husband had been prescribed more than 37,000 narcotic pain pills between 2008 and 2012,
that left the man in a nearly zombie-like state, which strained the couple’s marriage and led to their present
divorce proceedings.

Facts -- Classic Rx Drug epidemic presentation -- The 45-year-old man originally had gone to the
defendant (his primary care physician), complaining of back pain. The defendant physician began
prescribing ever-increasing doses of opioid pain medications (the man’s average daily dosing of
morphine-equivalent milligrams of opioid drugs increased from 49 in 2008 to 1,555 in 2012 – the
most recent CDC guidelines regarding appropriate opioid dosing in the United States sets 100
milligrams of morphine-equivalent of opioids as the maximum recommended dosage).
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An expert witness for the Plaintiffs, Dr. Paul Genecin, director of Yale Health, called the doses 
“colossal and reckless.”

A key piece of evidence in the case was a letter written to the Federal Drug Administration in 
2012 by the Physicians for Responsible Opioid Prescribing. The letter was signed by Dr. Erik 
Gunderson, one of the expert witnesses for the defense.

“Unfortunately, many clinicians are under the false impression that chronic opioid therapy is an 
evidence-based treatment for chronic non-cancer pain and that dose-related toxicities can be 
avoided by slow upward titration. These misperceptions lead to over-prescribing and high dose 
prescribing,” the letter read.

The arguments in the letter could have come directly out of  Plaintiffs’ opening and closing 
arguments.

“Our country is in the middle of an opioid addiction epidemic,” the attorney said in his opening 
statements. He spouted off the numbers that are becoming well-known to anybody who has 
received a large bottle of powerful pain pills or noticed changes in a spouse after taking opioids for a 
period of time:

• More than 165,000 deaths since 1999.
• 19,000 deaths a year from opioid overdoses.
• 1 in 32 people prescribed more than a daily average of 200 morphine-equivalent milligrams will 
die.

“This is a doctor problem,” Counsel said. “The problem starts with the doctor, and we have to do 
something to end it.”

http://goo.gl/vjDI46
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QUESTIONS?

Alix C. Michel
Alix@MichelandWard.com

(423) 602-9522

David J. Ward
David@MichelandWard.com

(423) 602-9523

Mary Katherine Bratton
Mary.Bratton@tn.gov

615-741-1611


