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About 

The Statewide SUD Learning 
Community offers an array of 
education and supports to 
prescribers and their entire practice 
teams.

Webinars, eLearning, 
Project ECHOs

Learning Opportunities

Assistance and support 
to develop programs for 

OUD/SUD care

Coaching and Mentoring

Practice tools of 
relevant national and 

state resources

Resources
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Disclaimer

• This presentation is for educational purposes and does not constitute 
legal advice.

• Nothing in this presentation, including questions and answers, 
creates an attorney-client relationship.

• If you need legal advice, please consult with your own legal counsel.



New England Prescription Opioid Strike Force

• Announced June 29, 2022
• Federal-state law enforcement initiative for ME, NH, VT
• Based on Appalachian Regional Prescription Opioid Strike Force

“The mission of the NEPO Strike Force is to identify and investigate health care fraud schemes in 
the New England region, and to effectively and efficiently prosecute individuals involved in the 
illegal distribution of prescription opioids and other prescribed controlled substances. The NEPO 
Strike Force will primarily target criminal conduct by physicians, pharmacists, and other medical 
professionals, focusing upon both health care fraud and drug diversion offenses, as relevant based 
upon the facts of the particular case.”



First NEPO Strike Force Arrest

• October 26, 2022
• Indictment (only an allegation):

• 10 counts, involving only 3 patients 
• All under Controlled Substances Act, 21 U.S.C. § 841(a)(1)
• “prescriptions . . . not issued for a legitimate medical purpose . . .”
• Oxycodone, Adderall, Klonopin, Valium, Dilaudid, Methadone



Federal Statute: Controlled Substances Act

• 21 U.S.C. § 841(a)(1):

“Except as authorized by this subchapter, it shall be unlawful for any person 
knowingly or intentionally . . . to manufacture, distribute, or dispense . . . a 
controlled substance[.]”

• “Authorized,” as applied here, generally means pursuant to a valid 
prescription



Federal Rules: DEA Regulations

• 21 C.F.R. § 1306.04(a):

“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.”



“No Legitimate Medical Purpose”

• Language basically required in an indictment, due to language of 
applicable statute and rule

• Routinely used when government charges prescribers



What is an Indictment?

• Only an allegation
• Government asserts it can prove all elements of a 

crime beyond a reasonable doubt
• Elements of crime involve both:

• Actions or omissions, and
• Culpable state of mind (“scienter” or “mens rea”)



Scienter under the Controlled Substances Act

• Ruan v. United States, 597 U. S. ____ (2022)
• Criminal cases under Controlled Substances Act
• Charges: Dispensing controlled substances not “as authorized” (i.e., not for 

legitimate medical purpose)
• Supreme Court held:

• Government must prove doctors acted “knowingly or intentionally”
• Subjective state of mind, not objective reasonableness of actions



Maine Opioid Prescribing Statute

• P.L. 2015, Chapter 488

• P.L. 2017, Chapter 213

• Substantially identical requirements inserted in licensure statutes for all prescriber 
categories:
• NPs: 32 M.R.S. § 2210
• DOs and PAs: 32 M.R.S. § 2600-C
• MDs and PAs: 32 M.R.S. § 3300-F
• Podiatrists: 32 M.R.S. § 3657
• Veterinarians: 32 M.R.S. § 4878
• Dentists: 32 M.R.S. § 18308



Maine Controlled Substances Prescription 
Monitoring Statute

• 22 M.R.S. §§ 7245-7254



Rules

• Maine DHHS, “Rules Governing the Controlled Substances Prescription 
Monitoring Program and Prescription of Opioid Medications”

• “Use of Controlled Substances for Treatment of Pain”
• Joint rule of Board of Licensure in Medicine, State Board of Nursing, Board 

of Osteopathic Licensure, and Board of Licensure of Podiatric Medicine
• Establishes “Principles of Proper Pain Management”



“Universal Precautions”

• Evaluation and risk assessment
• Treatment plan
• Periodic review
• Consultation or referral when appropriate
• Coordination of care
• Informed consent



Basic Requirements

• Must prescribe opioid medications electronically

• Must include detailed information on prescriptions

• Must check Prescription Monitoring Program (PMP)

• Limits on opioid prescriptions unless an exemption applies:
• Seven-day supply
• 100 Milligram Morphine Equivalent (MME) daily

• Must have Opioid Medication Prescribing Policy



PMP Requirements

• Check PMP:
• Upon initial prescription of opioids or benzodiazepines
• Every 90 days thereafter as long as prescription continues

• Exceptions:
- Directly ordering or administering in ED, inpatient hospital, long-term care, 

or residential care settings, or in connection with a surgical procedure
- Directly ordering, prescribing, or administering to patient suffering pain 

associated with end-of-life or hospice care



Prescribing Limits

• 100 MME per day

• Seven-day limit for acute pain

• 30-day limit for chronic pain

• Subject to specified exemptions



Exemptions to Prescribing Limits
• Pain associated with active and aftercare cancer treatment

• Prescriber must document that pain is directly related to
patient’s cancer or cancer treatment.

• Palliative care in conjunction with a serious illness.
• Chronic pain can qualify as “serious illness”; treatment agreement

required (“narcotics contract”)

• End-of-life and hospice care.

• Medication-assisted treatment for substance use disorder.



Exemptions (cont’d)
• Pregnant individual with pre-existing prescription for opioid

medications in excess of 100 MME aggregate daily limit (only
during pregnancy).

• Acute pain for individual with existing opioid medication
prescription for chronic pain. (Seven-day prescription.)

• Patients actively tapering off opioid medications. (Six-month
maximum.)

• Patients prescribed second opioid medication after proving unable
to tolerate first opioid medication, thus causing patient to exceed
100 MME daily limit for active prescriptions. (Individual
prescriptions must not exceed 100 MME.)



CDC Guidance

• CDC Guideline for Prescribing Opioids for Chronic Pain (2016)
• Generally restrictive approach targeted at limiting overdoses, opioid use disorder (including 

recommended prescribing limits)
• Unintended consequences (per 2022 Guideline):

• Inappropriate extension to certain patient populations (e.g., cancer, palliative care)
• Rapid opioid tapers and abrupt discontinuation
• Rigid application of opioid dosage thresholds
• Inappropriate application to MAT
• Duration limits by insurers and pharmacies
• Patient dismissal and abandonment
• Patient harm including untreated and undertreated pain, serious withdrawal symptoms, 

worsening pain outcomes, psychological distress, overdose, and suicidal ideation and 
behavior.



CDC Guidance (cont’d)

• CDC Clinical Practice Guideline for Prescribing Opioids for Pain (Nov. 4, 
2022) (CDC Clinical Practice Guideline for Prescribing Opioids for Pain —
United States, 2022 | MMWR)

• Prioritizes adequate pain management
• Rejects rigid prescribing limits
• “Does not replace clinical judgment and individualized, patient-centered decision-

making”
• “Should not be used as inflexible standards”

https://www.cdc.gov/mmwr/volumes/71/rr/rr7103a1.htm


Summary: Sources of Law

• Federal 
• Statutes
• Rules

• State
• Statutes
• Rules

• Other:
• Common law standard of care
• CDC guidance



Non-Criminal Sanctions
• Licensing board discipline
• Consent agreements have included:

• Physician Practice Monitor
• Random chart review

• Center for Personalized Education for Professionals 
(“CPEP”)
• Clinical competence assessment
• CPEP also offers Prescribing Controlled Drugs course

• Preceptor
• Oversee implementation of CPEP recommendations

• The Schmidt Institute 
• Controlled Substances Stewardship Program



Avoiding exposure to criminal prosecution 

• Follow “universal precautions” 
• “Legitimate medical purpose”:

• Stay within prescribing limits unless an exemption applies
• Document basis for any exemptions
• Narcotics contracts for chronic pain patients
• Have plan and treatment goals for patients with prescriptions outside ordinary limits

• Document, document, document!



Disclosures-Mock

 I do not accept any money from pharmaceutical 
companies/commercial interests

 I have no significant or relevant financial 
relationships to disclose

 Any opinions expressed are my own as an 
independent contractor and do not represent the 
State of Maine



Universal Precautions for Controlled 
Substance Prescribing
 Patient-provider agreement including informed consent (yearly)
 CHECK THE PMP-you or your delegate UNDER YOUR NAME
 Urine/oral toxicology (yearly)
 Document FUNCTIONAL improvement
 Consider random pill counts
 Use alternatives to controlled substances, lowest effective dose, 

shortest duration, lowest number of pills
 See patients regularly
 Make an exit strategy & discuss de-prescribing at every visit
 DOCUMENT WELL-especially during a “public health crisis”



PMP Dropdown Menu

September 2022 Maine PMP Online webinar & modules:
https://mesudlearningcommunity.org/resources/video-resources/?playlist=f0448f5&video=92bc076
https://qclearninglab.org/course/pmp-features-to-enhance-patient-safety/

https://mesudlearningcommunity.org/resources/video-resources/?playlist=f0448f5&video=92bc076
https://mesudlearningcommunity.org/resources/video-resources/?playlist=f0448f5&video=92bc076
https://qclearninglab.org/course/pmp-features-to-enhance-patient-safety/




RxSearch-Prescriber Report





2022 CDC Opioid Prescribing Guideline

 Individualized & Patient-centered care

 Weigh risks & benefits

 Clear evidence that abruptly or rapidly tapering is harmful

 Tapers of 10% per month or slower are better tolerated

 Acknowledges that patient and clinicians may not always 
agree on tapering

 Focus on empathy and shared decision making as possible

https://www.nejm.org/doi/pdf/10.1056/NEJMp2211040
https://www.cdc.gov/mmwr/volumes/71/rr/rr7103a1.htm

https://www.nejm.org/doi/pdf/10.1056/NEJMp2211040
https://www.cdc.gov/mmwr/volumes/71/rr/rr7103a1.htm


2022 CDC Opioid Prescribing Guideline

 “Continuing Opioid Therapy” Section
 Emphasizes general principles rather than specific levels
 At same time, recognizes that many risks remain dose dependent
 “Patients Who Are at Higher Risk for Opioid Use Disorder or Overdose”
 “For example, patients with depression or other mental health conditions, a history of substance use disorder, or 

a history of overdose and those who are taking ≥50 MME/day or are taking other central nervous system 
depressants with opioids”

https://www.cdc.gov/opioids/healthcare-professionals/prescribing/continuing-opioids.html

https://www.cdc.gov/opioids/healthcare-professionals/prescribing/continuing-opioids.html


Risk of Overdose Increases with Dose
(nonfatal or fatal OD)

Archived Alosa Health materials, 2015



opioid + benzodiazepine 
combinations

NC cohort study:

10x 
more likely to die from 

overdose 
(vs. opioid rx alone)

Dasgupta, 2018:  https://nida.nih.gov/research-
topics/opioids/benzodiazepines-opioids

BLACK BOX WARNING
opioids and benzodiazepines 
when combined can result in 
serious side effects including 
slowed/difficult breathing and 
death

FDA, August 2016



ME Boards Chapter 21-Periodic Review

 Comprehensive review & documentation-multiple specified items are to 
be included

 This is not a suggested frequency of visit (can/should be more often)

 High risk or >90 MME q1-3m
 Moderate risk q3m
 Low risk q6m
 Low risk AND <30 MME q6-12m

Maine Licensing Boards Chapter 21, Section 4.2.B.3
https://www.maine.gov/md/sites/maine.gov.md/files/inline-files/Chapter%2021%2005.27.20.pdf

https://www.maine.gov/md/sites/maine.gov.md/files/inline-files/Chapter%2021%2005.27.20.pdf


GETMAINENALOXONE.ORG



Inheriting Patients on Opioids

 Discuss and document risks and benefits-including that risk-
benefit assessments usually change over time

 Focus on moving forward, not previous regimens
 Discuss that most patients who are actively engaged in a 

tapering process have beneficial results-acknowledge the 
journey is hard

 Actively use non-pharmacological and non-opioid treatments 
(even if they were tried in the past)

 Involve behavioral health and pain management education
 Focus first on the highest risk situations: high doses, 

combinations with other sedating medications
 Use the technical assistance faculty at SUD-LC or enroll with the 

Schmidt Institute



Guidelines to know if you prescribe 
controlled substances
 Maine Law Chapter 488
 Maine Licensing Boards Chapter 21 (Chronic Pain) and 

11 (Buprenorphine)
 https://www.maine.gov/md/sites/maine.gov.md/files/inline-

files/Chapter%2021%2005.27.20.pdf
 https://www.maine.gov/md/sites/maine.gov.md/files/inline-

files/Chapter%2012%20Office%20Based%20Treatment%20of%
20Opioid%20Use%20Disorder.pdf

 CDC Opioid Prescribing Guideline 2016/2022
 https://www.cdc.gov/drugoverdose/pdf/prescribing/Guideline

s_Factsheet-a.pdf

https://www.maine.gov/md/sites/maine.gov.md/files/inline-files/Chapter%2021%2005.27.20.pdf
https://www.maine.gov/md/sites/maine.gov.md/files/inline-files/Chapter%2012%20Office%20Based%20Treatment%20of%20Opioid%20Use%20Disorder.pdf
https://www.cdc.gov/drugoverdose/pdf/prescribing/Guidelines_Factsheet-a.pdf


Resources
• Maine Substance Use Disorder Learning Community: https://mesudlearningcommunity.org/

• Maine Independent Clinical Information Service: https://micismaine.org/education-topics/

• Center for Quality Improvement, Maine Medical Association: https://qclearninglab.org/

• Schmidt Institute (compassionate tapering-opioid stewardship program)  https://theschmidtinstitute.org/our-work/

• How to Utilize NarxCare https://pharmacy.ks.gov/docs/librariesprovider10/ktracs/user-guides/risk-indicator-score-
explanation.pdf?sfvrsn=ebe8aa01_6

• Maine PMP https://www.maine.gov/dhhs/obh/providers/prescription-drug-monitoring-program

• Maine OPTIONS Program https://knowyouroptions.me/

• Maine Naloxone Distribution Initiative https://getmainenaloxone.org/

• Maine Drug Data Hub https://mainedrugdata.org/

• For immediate assistance with the PMP:  207-287-2595, Option 2 or PMP@maine.gov

https://mesudlearningcommunity.org/
https://micismaine.org/education-topics/
https://qclearninglab.org/
https://theschmidtinstitute.org/our-work/
https://pharmacy.ks.gov/docs/librariesprovider10/ktracs/user-guides/risk-indicator-score-explanation.pdf?sfvrsn=ebe8aa01_6
https://www.maine.gov/dhhs/obh/providers/prescription-drug-monitoring-program
https://knowyouroptions.me/
https://getmainenaloxone.org/
https://mainedrugdata.org/
mailto:PMP@maine.gov
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