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Overview
Recent litigation against opioid manufacturers and prescribers, and the uptick in drug 

overdose cases, behavioral health needs, and access to pain management solutions 
during the COVID-19 pandemic, continues to present frontline practitioners with daily 
practice challenges. 

Frontline practitioners cannot control healthcare access barriers resulting from the 
controlled substance prescribing and utilization choices of others, but they can control 
their response to them. 

Understanding stakeholder perspectives and applicable guidance materials is 
necessary to formulating a rationale response to 2021 challenges and beyond. 

Documentation is key!



Learning Objectives
• Summarize current stakeholder perspectives and 

oversight trends for opioid prescribing in 2021.OBJECTIVE 1

• Compare the tension between payor review of opioid 
prescribing patterns and risk mitigation and law 
enforcement or licensing board litigation of these topics.OBJECTIVE 2

• List three areas of medical record documentation 
ripe for improvement and necessary to communicate 
an appropriate and rationale approach to opioid 
prescribing.

OBJECTIVE 3
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Opioid Prescribing: Whose Perspective 
Matters in 2021?
Oversight trends and documentation challenges

Objective 1



YOURS
(but make sure it’s current and informed)



THE “ARMCHAIR” PERSPECTIVES

Payors

Regulators & Law 
Enforcement

Patients

IndustryPublic Organizations

Professional 
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Medical Malpractice 
and Business 

Liability Insurance 
Companies 



CMS OPIOID SAFETY 
ACTIVITY AND 2021 

PERSPECTIVES 

Centers for 
Medicare and Medicaid Services



2021 Perspectives – CMS and Payor Opioid Safety Edits

https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxUtilization



2021 Perspectives – CMS and Payor EDITS –
PURPOSE IS TO PROMPT PRESCRIBERS & PHARMACISTS TO CONDUCT 
ADDITIONAL SAFETY REVIEWS; EDITS ARE NOT PRESCRIBING LIMITS

https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxUtilization



2021 Perspectives – CMS and Payor EDITS –
TAPERS SHOULD NOT BE RAPID; CERTAIN BENEFICIARIES 
EXCLUDED FROM EDITS

https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxUtilization



2021 Perspectives –
CMS and Payor Opioid 

Safety Edits

https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxUtilization



Three Critical Edits And Tie To Documentation

Consider and record your thoughts and efforts 
at coordinating care over chronic opioid 
therapy and dose, treatment alternatives, 
potential adverse conditions (behavioral and 
substance abuse-focused).

Respond to communications you receive 
relative to each edit. Individualized and timely 
patient care must show in your records.

Hard edits will involve a more in-depth 
interaction with the prescriber.

Medical decision-making documented in detail; 
Examine licensing board directives; peer 
literature.

Care coordination edit at 90mg MME90mg 
MME

Hard edit and 200mg MME200mg 
MME

Soft edit for concurrent 
benzodiazepine and opioid use

BZO + 
OPI



2021 Perspectives – CMS and Payor Opioid Safety Edits –
Prescriber Information 90mg MME Edit

https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxUtilization



Vignette to Demonstrate Documentation Idea 
(90mg MME Alert Edit)
Dr. Joe received an alert on a Medicare 

Part D beneficiary alerting him to the fact 
that Jane Smith, a relatively new patient in 
his office, crossed the 90mg MME 
threshold because of his last prescription 
to her.

Dr. Joe wants to resolve the alert by 
making a short entry in Mrs. Smith’s 
medical record. 

What are the key points Dr. Joe should 
cover in his documentation?

https://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/RxUtilization



Vignette to Demonstrate Documentation Idea 
(90mg MME Alert Edit)
On ABC date, I learned from Medicare’s 

opioid MME alert system that patient Jane 
Smith is receiving 90mg MME or greater of 
an opioid medication. 
Our records show that Mrs. Smith is only 

receiving 50mg MME of hydrocodone from 
me. The reasons for this medication are well 
documented in her file. 
 To reconcile the MME reported for Mrs. 

Smith, I have asked my staff to contact Mrs. 
Smith and determine whether she has 
received opioid medication from another 
prescriber and to schedule her to come into 
the office to discuss this matter with me. 

https://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/RxUtilization



2021 Perspectives – CMS and Payor Opioid Safety Edits –
Concurrent Opioids and Benzodiazepine Use or Multiple Long-Acting Opioids

A couple of months after Dr. Joe 
handled the 90mg MME alert for Mrs. 
Smith, Dr. Joe receives a call from a 
local pharmacist, alerting him to the fact 
that Mrs. Smith is now receiving opioids 
from him and a benzodiazepine from a 
local psychiatrist, Dr. Green Life. 

What should the pharmacist do to fulfill 
the requirement that Mrs. Smith’s opioid 
use is safe and clinically appropriate?

What should Dr. Joe do and document?



CMS Educational Resource on Reducing Risk of Opioid Overdose Deaths by 
Avoiding and Reducing Co-Prescribing of Benzodiazepines

Available online at https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids, 
(bottom of page); accessed 08/11/21).

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


CMS Educational Resource on Reducing Risk of Opioid Overdose Deaths 
by Avoiding and Reducing Co-Prescribing of Benzodiazepines

Available online at https://www.cms.gov/About-CMS/Story-Page/prescribing-
opioids, (bottom of page); accessed 08/11/21).

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


CMS Educational Resource on Reducing Risk of Opioid Overdose Deaths 
by Avoiding and Reducing Co-Prescribing of Benzodiazepines

Available online at https://www.cms.gov/About-CMS/Story-Page/prescribing-
opioids, (bottom of page); accessed 08/11/21).

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


CMS Educational Resource on Reducing Risk of Opioid Overdose Deaths 
by Avoiding and Reducing Co-Prescribing of Benzodiazepines –
Vignette and Discussion 

Available online at https://www.cms.gov/About-CMS/Story-Page/prescribing-
opioids, (bottom of page); accessed 08/11/21).

George W. Zombie is a patient using opioids and benzodiazepines prescribed 
to him by Dr. Heretoday Gonetomorrow. Mr. Zombie is being transferred to 
your patient roster. 

What initial steps should you take to ensure you are taking reasonable steps 
to evaluate Mr. Zombie based on new directives from CMS and your licensing 
board regarding co-prescribing of benzodiazepines and opioid?

 If you receive pushback from the payer regarding your decision to perform 
periodic drug testing on Mr. Zombie as you navigate the BZO+OPI issue and 
possibly de-prescribing BZO, what should you focus on based on recent CMS 
guidance and DEA expectations?

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


CMS Educational 
Resource on Reducing 

Risk of Opioid Overdose 
Deaths by Avoiding and 

Reducing Co-Prescribing 
of Benzodiazepines

Vignette Considerations

Available online at https://www.cms.gov/About-CMS/Story-Page/prescribing-
opioids, (bottom of page); accessed 08/11/21).

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


2021 Perspectives on Opioid Prescribing –
Opioids and Benzodiazepines & Deferring Responsibility

 Hawkins EJ, Lott AM, Danner AN, Malte CA, Hagedorn HJ, Berger D, Donovan LM, Sayre GG, Mariano AJ, Saxon AJ. 
Primary Care and Mental Health Prescribers, Key Clinical Leaders, and Clinical Pharmacist Specialists' Perspectives on 
Opioids and Benzodiazepines. Pain Med. 2021 Jul 25;22(7):1559-1569. doi: 10.1093/pm/pnaa435. PMID: 33661287.



2021 Perspectives on Opioid Prescribing –
Opioids and Benzodiazepines & Collaboration

 Hawkins EJ, Lott AM, Danner AN, Malte CA, Hagedorn HJ, Berger D, Donovan LM, Sayre GG, Mariano AJ, Saxon AJ. Primary Care and 
Mental Health Prescribers, Key Clinical Leaders, and Clinical Pharmacist Specialists' Perspectives on Opioids and Benzodiazepines. Pain 
Med. 2021 Jul 25;22(7):1559-1569. doi: 10.1093/pm/pnaa435. PMID: 33661287.



2021 Perspectives on Opioid Prescribing –
Opioids and Benzodiazepines & 
Time to Address Deprescribing

 Hawkins EJ, Lott AM, Danner AN, Malte CA, Hagedorn HJ, Berger D, Donovan 
LM, Sayre GG, Mariano AJ, Saxon AJ. Primary Care and Mental Health 
Prescribers, Key Clinical Leaders, and Clinical Pharmacist Specialists' 
Perspectives on Opioids and Benzodiazepines. Pain Med. 2021 Jul 
25;22(7):1559-1569. doi: 10.1093/pm/pnaa435. PMID: 33661287.



FDA material available on CMS website 
through links below

https://www.cms.gov/About-CMS/Story-
Page/prescribing-opioids

See also https://www.cms.gov/About-
CMS/Story-Page/opioid-misuse-
resources.

2021 Perspectives –
FDA and Gradual, 

Individualized Tapering

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


CMS and Resources on Prescribing Opioids for Providers

https://www.cms.gov/About-
CMS/Story-Page/prescribing-opioids

See also 
https://www.cms.gov/About-
CMS/Story-Page/opioid-misuse-
resources.

https://www.cms.gov/About-CMS/Story-Page/prescribing-opioids


DEA Administrative Case –
Co-Prescribing Opioids and 
Benzodiazepines

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Co-Prescribing Opioids and 
Benzodiazepines

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



2021 Perspectives on Opioid Prescribing –
Provider Opioid Knowledge Deficits

Dydyk AM, Sizemore DC, Trachsel LA, Dulebohn SC, Porter BR. Tennessee Controlled Substance Prescribing For Acute and 
Chronic Pain. 2021 Jul 12. In: StatPearls [Internet]. Treasure Island (FL): StatPearls Publishing; 2021 Jan–. PMID: 33620833.



Compare the tension between
payor review of opioid prescribing patterns 
and risk mitigation and law enforcement or 
licensing board litigation of these topics.

Objective #2



Rationale Response to Stakeholder Enforcement Efforts

DEA

PayorsBoards



Board
State Medical Licensing 
Board Guidelines and 
Position Statements

State Medical Licensing 
Board Rules and 

Regulations

State Controlled 
Substance Prescribing 

Laws



What does a licensing board “generally” expect from a controlled 
substance prescriber as part of the “Usual Course” process)

History & Physical 
Examination Risk Evaluation Diagnosis and 

Treatment Plan

Informed Consent and 
Treatment Agreement

Periodic Review and 
Risk Monitoring

Consultations and 
Referrals

Proper Documentation



DEA Expectations

Legitimate 
Medical Purpose

Usual Course 
of 

Professional 
Practice

Reasonable 
Steps to 

Prevent Abuse 
and Diversion



DEA Administrative Case –
Co-Prescribing of Opioids and 
Benzodiazepines with Insight to 
Licensing Board Position

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Core Standard of Care Issues

1. Medical Records
2. Urine Drug Testing
3. Co-prescribing of opioids and 
benzodiazepines

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Core Standard of Care Issues –
Urine Drug Testing in Chronic 
Opioid Therapy

https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Core Standard of Care Issues –
Urine Drug Testing in Chronic Opioid Therapy

·
https://www.federalregister.gov/documents/2021/06/25/2021-13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Core Standard of Care Issues –
Urine Drug Testing in Chronic 
Opioid Therapy

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Core Standard of Care Issues –
Urine Drug Testing in Chronic 
Opioid Therapy

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



DEA Administrative Case –
Core Standard of Care Issues –
Urine Drug Testing in Chronic 
Opioid Therapy

·
https://www.federalregister.gov/documents/2021/06/25/2021-
13526/carol-hippenmeyer-md-decision-and-order



Case Filed in 2019
Trial in July/Aug. 2021
Dr. Gutti was ACQUITTED OF ALL CHARGES on 08/11/21

Healthcare Fraud Case involving Urine Drug 
Testing via Physician Office Laboratory



Payor Policies May Conflict with DEA and Board 
Standard of Care Expectations

US v. Gutti, EDKY, NOT GUILTY VERDICT 08/11/21
–Government, through Medicare Administrative Contractor and a Medical Expert, claimed Dr. 

Gutti was “over-testing” because he performed and billed for both presumptive 
(immunoassay)of drug classes and definitive (LC/MS/MS) testing of specific prescribed 
opioids, benzodiazepines (by a family physician), and gabapentin. 

• Medical expert testified that presumptive testing was sufficient and that Dr. Gutti committed fraud by 
ordering definitive testing because his patients were on low dose opioid therapy, and some did not 
show aberrant behavior or problematic histories. 

–Dr. Gutti was NOT charged with inappropriate prescribing.
• Most of his patients were on low dose opioid therapy (50mg MME or less). However, not all of his patients 

were “low risk.” 



Case Filed in 2019
Trial in July/Aug. 2021
Dr. Gutti was ACQUITTED OF ALL CHARGES on 08/11/21

 The Government’s position on 
presumptive and definitive 
testing under Medicare and 
Medicaid coverage policies 
 (CGS, Medicare Administrative 

Contractor)

Excerpt from the Indictment in US v. Gutti, EDKY. 



Case Filed in 2019
Trial in July/Aug. 2021
Dr. Gutti was ACQUITTED OF ALL CHARGES on 08/11/21

 The Government’s charged 
conduct covering presumptive 
and definitive testing;

 JURY REJECTED THEIR 
POSITION WITH THE 
GUILTY VERDICT

Excerpt from the Indictment in US v. Gutti, EDKY. 



Kentucky Medical Board Rule Referencing 
Drug Testing (Baseline Drug Test)

• 201 KAR 9:260, Sec. 4(h)(4)
• “shall obtain and document a baseline drug screen”



Kentucky Medical Board Rule Referencing Drug 
Testing (Random Periodic Drug Testing)

• 201 KAR 9:260, Sec. 5(k)(1)
• “shall utilize drug screens appropriate to the [prescribed] controlled substance”



Kentucky Medical Board Rule Referencing Drug Testing –
FAQ on 201 KAR 9:260, Sections 4 and 5



Kentucky Medical 
Board Rule 

Referencing Drug 
Testing – FAQ on 
201 KAR 9:260, 
Sections 4 and 5



Kentucky 
Medical Board 

Rule Referencing 
Drug Testing –
FAQ on 201 
KAR 9:260, 

Sections 4 and 5



KENTUCKY 
BOARD OF 
MEDICAL 

LICENSURE 
WEBSITE 2017



FSMB 2017 Model Guidelines for the Use of 
Controlled Substances to Treat Pain



FSMB 2017 Model Guidelines for the Use of 
Controlled Substances to Treat Pain (at PDF pg. 11)



BALANCING ACT



Objective 3

List three areas of medical record 
documentation ripe for improvement and 

necessary to communicate an appropriate 
and rationale approach to opioid prescribing.



Three Key Documentation Areas Ripe for Improvement 

Review of 
Prior Medical 

Care

Risk Evaluation, 
Stratification, 
Monitoring

Coordination 
of Care and 

Exit Strategies



TEXAS & BASIC
MEDICAL RECORD-KEEPING 

REQUIREMENTS

https://casetext.com/regulation/texas-administrative-
code/title-22-examining-boards/part-9-texas-medical-
board/chapter-165-medical-records/section-1651-
medical-records

60Bolen-PainWeek-2021



NORTH CAROLINA

Basic Medical Record Documentation

Must also look to the state’s pain-specific rule or 
guideline on documentation associated with 
opioid prescribing.

NOTE: Caution about EMR pre-populating certain 
fields without updating information to reflect the 
medical record charting requirement of the 
board.

61
Bolen-PainWeek-2021Position statements available online at 

https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf. 

https://www.ncmedboard.org/images/uploads/other_pdfs/PS_October2015.pdf


Question:

Dr. Adams agreed to see Marcie Meddle as a favor to his 
good friend, Dr. Sneed, who is a general practitioner who 
treats some of his patients with chronic opioid therapy. 

Ms. Meddle has been receiving opioids from Dr. Sneed for 
two years, apparently for chronic pain associated with a fall 
off of a golf cart during a golf tournament. 

Ms. Meddle is asking you for a higher dose of opioid, 
complaining that Dr. Sneed never really believed her pain 
was real and limited her to 2 hydrocodone tablets per day. 



Answer: Which answer reflects a reasonable and rationale step to take prior 
to deciding whether to take Ms. Meddle on as a patient?

A. Check the Prescription Drug Monitoring Database and Perform a 
Urine Drug Screen prior to prescribing to Ms. Meddle. 

B. Ask Dr. Sneed to send over Ms. Meddle’s records and evaluate 
her file prior to making any prescribing decisions. 

C. Prescribe Ms. Meddle 3 hydrocodone tablets per day and see her 
back in two weeks to see if she is experiencing better pain 
control.

D. Change Ms. Meddle’s medication from hydrocodone to 
oxycodone and continue her at two tablets (10/325) per day. 
Reassess her in three to four weeks.

Bolen-PainWeek -2021



Case-Based Learning



Case Study
BigBox Health Plan has sent you several letters alerting you to opioid dosing levels 

for a patient of yours who has been on a stable dose of the below-listed opioid for the 
past three years: 

Hydrocodone/APAP at 10/325, take 1 tablet every 6 to 8 hours, #120 every 30 days. 
You have authorized the patient to receive multiple prescriptions at a time because 
the patient is believed to be at “low risk” for abuse and diversion of controlled 
medication. You write them as shown below and see the patient once every two 
months or so. 

Rx # 1 is dated today, signed today, fill immediately.
Rx #2 is dated today, signed today, do not fill until 10/7/21.
Rx #3 is dated today, signed today, do not fill until 11/7/21. 



The patient has been compliant in terms of keeping office appointments, only using one 
physician and one pharmacy for obtaining and filling his opioid prescriptions, is working, 
and has only had a couple of “aberrant” drug test results involving a positive result for 
THC x 2 in the last 18 months and a couple of results where the quantitative opioid 
values show higher levels of hydromorphone over hydrocodone and Norhydrocodone. 

The letter sent by the Health Plan encourages you to make a more concerted effort to 
reduce the patient’s morphine equivalent daily dose (MEDD) and to submit an updated 
treatment plan reflecting this and other efforts to minimize the patient’s reliance on 
opioids. Because you know that health plans have nurse case reviewers identifying high 
dose opioid prescribers, you recognize that you should make some effort to respond. 

Which answer best illustrates a reasonable and rationale approach to dealing with the 
health plan’s letter and re-evaluating medical record documentation of your prescribing 
rationale?



 A. Write the health plan back and tell them that you are unable to reduce the patient’s dose of hydrocodone any 
further and that changing the patient to a different opioid or otherwise changing the patient’s medication does not 
make sense in light of the long-term relationship you have with the patient; Tell the health plan that they have 
records on the patient and should be able to determine the patient’s daily dose, risk ranking, and current 
compliance status by consulting their existing patient file; .

 B. Ignore the health plan’s request for information and simply place a copy of the letter in the patient’s chart, 
believing that you have everything in order regarding your evaluation and monitoring of the patient. 

 C. Consult your licensing board’s current opioid prescribing guidelines/rules; Use these materials to review the 
patient’s chart and determine whether there are any steps you can take to reduce the patient’s reliance on 
opioids and ensure clarity in your prescribing rationale; Consider whether the use of “do not fill until _________” 
prescriptions remain indicated for the patient and whether it is medically advisable to prescribe the long-acting 
version of hydrocodone in lieu of the frequent dosing of short-acting formulations; Update your chart notes and 
treatment plan and submit these materials and a factual summary supporting the ongoing use of opioids with the 
patient and your reasonable efforts to minimize risk to the patient. 

 D. Send the letter to your local pain society and ask others whether they too are receiving such letters and 
whether it might be advisable to write a letter on the society’s letter head suggesting that the health plan should 
not be practicing medicine. 



Additional 
Resources 

(Attendee Library)



Faculty Contact Information

Jen Bolen, JD
865-755-2369 (please text first due to call scheduling)
jbolen@legalsideofpain.com

THANK YOU!

mailto:jbolen@legalsideofpain.com
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