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Objectives

• Describe the opioid crisis and CMS’ approach to combat the opioid 
epidemic

• Explain the CMS components of the Comprehensive Addiction and 
Recovery Act (CARA) including Drug Management Programs

• Debunk myths regarding these new provisions

• Demonstrate CMS’ updated Opioid prescribing tools
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Background



Opioid Crisis Facts and Figures
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• In 2014, an estimated 1.9 million people had an opioid use disorder 
(OUD) related to prescription pain relievers and an estimated 586,000 
had an OUD-related to heroin use

• In 2014, more than 28,000 people in the U.S. died from overdoses 
from all types of opioids combined

• About 14,000 out of the 28,000 deaths were prescription opioids

• Heroin-related deaths have tripled since 2010

• The most commonly diverted drugs are opioids

• Nearly 80% of individuals with an opioid use disorder don’t receive 
treatment



Opioid Use Disorder
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• Opioid Use Disorder (OUD) is one type of Substance Use Disorder (SUD)

• A problematic pattern of opioid use that causes clinically significant 
impairment or distress

• Diagnosis is based on specific criteria like unsuccessful efforts to cut down 
or control use, use resulting in social problems, and a failure to fulfill 
obligations at work, school, or home 

• OUD may be referred to as “opioid abuse or dependence” or “opioid 
addiction”

• Addiction to prescription opioids is the strongest predictor for heroin 
addiction



• CMS understands the magnitude of the nation’sopioid  epidemic and its impact on
communities.

• Opioid medications are effective at treating certain types  of pain, but have serious risks
such as increasing tolerance,  development of opioid use disorder, andoverdose.

• CMS published a roadmap with a three-pronged approach  to address this issue:
– Prevention of new cases of opioid use disorder(OUD).
– Treatment of patients who have already becomedependent  on or addicted to

opioids.
– Utilization of data from across the country to better target  prevention and 

treatmentactivities.

CMS’ Approach 
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2019 Opioid Overutilization Guidance
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2019 Part D Safety Edits 
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• Medicare is dedicated to helping patients use prescription opioid 
pain medications more safely, and is introducing new policies for 
opioid prescriptions in the Medicare Part D prescription drug 
program beginning in January 2019.

• The new opioid policies encourage the patient’s pharmacy, doctor, 
and Medicare drug plan to work together with the patient to 
ensure the safe use of prescription opioids. 

Goals
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• The opioid policies do not apply to patients with cancer, who get 
hospice, palliative, or end-of-life care, or who live in a long-term care 
facility.  

• These policies also should not impact patient access to medication-
assisted treatment (MAT), such as buprenorphine.

Exclusions
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• CMS expects Medicare Part D drug plans to implement the 
following opioid safety edits at point-of-sale (POS):

• Hard edit seven-day supply limit for initial opioid fills (opioid 
naïve),

• Care coordination edit at 90 morphine milligram equivalents 
(MME),

• Soft edit for concurrent opioid and benzodiazepine use, 

• Soft edit for duplicative long-acting (LA) opioid therapy, and

• Hard edit at 200 MME or more (optional). 

Opioid Safety Edits 



Opioid Naïve Seven-day Supply Limit
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• Medicare Part D patients who have not filled an opioid  prescription
recently (such as within the past 60 days) will be  limited to a supply of 7
days or less.

• This alert should not impact patients who already take opioids.

• Pharmacists can dispense partial quantities of an opioid  prescription
consistent with state and federal regulations.

• Limiting the amount dispensed with the first opioid  prescription may
reduce the risk of patients developing a future  dependency or overuse of
these drugs.
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MYTH:  

“Medicare is limiting all opioid prescriptions to a maximum of 7 days, or 
requiring all opioid prescriptions to be refilled every 7 days.”

FACT:

• Only patients who have not filled an opioid prescription recently or who 
are newly starting opioids may be limited to a 7 day supply; it does not 
apply to patients already taking opioids.

• If the patient’s prescription is for longer than 7 days, they have the option 
of getting up to 7 days dispensed at the pharmacy, or they can ask the 
plan to cover the full amount.

• If the patient gets another opioid prescription because the doctor thinks 
they need more medication, Medicare won’t limit the next prescription 
to 7 days.

MYTH #1



• This alert will be triggered at the pharmacy when a Medicare  Part D 
patient presents an opioid prescription at the pharmacy  and their
cumulative morphine milligram equivalent (MME) per  day across all of 
their opioid prescription(s) reaches or exceeds  90 MME.

• Some plans use this alert only when the patient uses multiple  opioid 
prescribers and/or opioid dispensingpharmacies.

• The pharmacist will consult with the prescriber to resolve the  alert. This
may be an opportunity for pharmacists to inform the  prescriber of other
opioid prescribers or increasing level (MME)  of opioids.

Care Coordination Alert
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• Prescriber Actions

• This alert is not a prescribing limit. Decisions to taper or  discontinue
prescription opioids are individualized and agreed  upon between the 
patient andprescriber.

• Regardless of whether individual prescription(s) are written  below the
threshold, the alert will be triggered by the fill of the  prescription that 
reaches the cumulative threshold of 90 MME  or greater.

• CMS encourages prescribersto respond to pharmacists’  outreach 
in a timely manner.

Care Coordination Alert
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Optional Safety Alert at 200 MME or Higher
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• Some plans may implement a hard safety alert when a  patient’s
cumulative opioid daily dosage reaches 200 MME  or more.

• Some plans use this alert only when the patient uses  multiple opioid
prescribers and/or opioid dispensing  pharmacies.

• This is not a prescribing limit. Decisions to taper or  discontinue
prescription opioids are between the patient  and prescriber.



• Other soft edits will trigger when the patient is taking opioids and
benzodiazepines concurrently or is taking multiple duplicate long-
acting opioids.

• The pharmacist will conduct additional safety reviews to determine if
the patient’s opioid use is safe and clinically appropriate. The prescriber
may becontacted.

Additional Opioid Safety Alerts
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MYTH:  

“Medicare is forcing all patients to reduce their opioid use below a 
certain amount.”

FACT: 

• Decisions to reduce or stop opioids are made by the patient and 
their doctor, not by Medicare.

• Medicare recognizes reducing opioids can be especially 
challenging after a long time on high dosages. 

• Reducing the dose or stopping treatment must be carefully 
considered and is individualized between patient and doctor. 

MYTH #2
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MYTH: 

“Medicare is telling doctors to stop prescribing opioids for all their patients, 
including cancer patients.”

FACT: 

• Patients in a Part D plan who are affected by the new opioid policies always 
have the right to ask their plan for a coverage decision about a drug they 
believe should be covered, including the right to an exception.

• If needed, patients have the right to ask for a fast decision.

• These policies do not apply to patients with cancer, in hospice, palliative, or 
end-of-life care, or who live in a long-term care facility .

MYTH #3



• In the case of any of the opioid safety alerts, if the prescription cannot  be 
filled as written, the pharmacist should provide the patient with a  written 
copy of the standardized CMS pharmacy notice, “Medicare  Prescription 
Drug Coverage and YourRights.”

• On the patient’s behalf, the physician or other prescriber has the right  to 
request a coverage determination for a drug(s) subject to the alert,  
including the right to request an expedited or standard coverage  
determination in advance of prescribing an opioid (for example, for a  
surgical procedure).

• The timeframe for an expedited coverage determination request  
applies when the prescriber indicates, or the plan decides, that  
applying the standard timeframe may seriously jeopardize the  
enrollee’s life, health, or ability to regain maximum function.

Coverage Determination Request Reminders

21



Opioid Monitoring System and Drug 
Management Programs 



• Effective January 1, 2013, CMS implemented new policy in 
Medicare Part D requiring sponsors to better address potential 
overutilization of opioids in their prescription drug benefit plans 
through improved utilization controls and case management

• Opioid Monitoring System: implemented July 2013 to oversee 
plan sponsor compliance with CMS new opioid overutilization 
policy 

Overutilization Policy Development: 
The Opioid Monitoring System



• Medicare Part D plans may implement a drug management program  
that limits access to certain controlled substances that have been  
determined to be “frequently abused drugs” (FADs) for patients who  are
considered to be at-risk for prescription drug abuse.

• For 2019, CMS has identified opioids and benzodiazepines as FADs.

• Potential at-risk patients are identified by their opioid use which  
involve multiple doctors andpharmacies.

• The goal of drug management programs is better care coordination  for 
saferuse.

Drug Management Programs
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• Minimum Criteria
≥90 morphine milligram equivalent (MME) AND either
3+ opioid prescribers AND 3+ opioid dispensing pharmacies 

OR
5+ opioid prescribers AND 1+ opioid dispensing pharmacies

• Supplemental Criteria 
Any Level MME AND
7+ opioid prescribers OR 7+ opioid dispensing pharmacies

2019 Clinical Guidelines DMP
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• The plan will make clinical contact with the potential at-risk  patient’s prescriber
and conduct case management.

• The plan will ask the prescriber:
– Are the prescription opioid medications appropriate,  medically necessary,

and safe for the patient’s medical  condition and treatment;
– Is the patient at-risk for misusing or abusing opioids and  benzodiazepines;

and
– Would one of the drug management program tools help the  prescriber better 

manage their patient’s prescription drug  use?

• At this point, prescribers may also help plans determine  whether a patient falls into
one of the exemptions, since the plan  may not always have thisinformation.

Case Management Process

26



• Patient-specific point of sale (POS) claim edits are  individualized for 
the specific patient and limit the  amount of FADs that the plan will
cover for the patient.

– Could be a restriction on all FADs or limitations to  specific drugs
and/or specific amounts (case-by-case  basis).

– The plan will make every effort to obtain a prescriber’s  agreement for 
this limitation, but is authorized to  implement it if no prescriber 
responds to the plan’s  attempts at contacting the prescriber through 
case  management.

Drug Management Program Tools
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• Limiting access (through “coverage limitation” tools) means:

– The patient might only be able to obtain these medications  from a
specified prescriber or pharmacy, or

– An individualized pharmacy point of sale claim alert may be  put in 
place which limits the amount of frequently abused  drugs that may
be dispensed to the patient.

• The coverage limitation tools may be put in place for 12 months  and 
extended for an additional 12 months (totalof 24 months).

Drug Management Program Tools
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• Individuals who have been notified that that they’re “potentially at 
risk” or “at-risk” under a drug management program cannot use 
the dual/LIS SEP

• Limitation lasts until the “at-risk” determination expires or is 
terminated by the plan

• At-risk status can be appealed to plan

• Decision based on opioid use, dosage, and number of providers 
used

• Other election periods are still available – AEP, other SEPs

At Risk Duals/Low-Income Subsidy (LIS) SEP 
Limitations



• After the Medicare drug plan conducts case management with  
prescribers, and before the plan implements a tool, the plan will  notify 
the patient in writing that coverage of opioid and/or  benzodiazepine 
medication(s) will be limited, or if the patient  must obtain these 
prescriptions from certain prescriber(s) or  pharmacy(ies).

• Plans are required to make reasonable efforts to send the  
prescriber a copy of the letter sent to the patient.

• The prescriber and patient will have the opportunity to provide a
response to this written notice and the requested information to the
Part D plan within 30 days.

Initial Notification
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• After the 30-day time period has passed, the Medicare drug plan will  
determine, based on its review of the information it has, including  new 
information from the patient or prescriber, whether to proceed  with
the drug management program for the patient.

• If it does, the plan must send the patient a second letter confirming  
that the patient has been determined to be at-risk and the specific  
tools that will be used and the duration of the drug management  
program.

• Alternatively, if the plan determines that the patient is not at-risk, it  
must send a written notice confirming that a drug management  
program will not be established for the patient after all.

Second Notification
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• The physician/prescriber or patient may request an appeal within 60  
calendar days from the date of the second written notice, notifying 
the  patient that he or she has been identified as an at-risk patient
using the  plan’s usual appeals process.

• If the patient or the physician or other prescriber disagrees with the at-
risk  determination, the patient, the patient’s representative, or the 
physician  or other prescriber may request an appeal and a change to 
the limitations  can be made as a result of an appeal.

• The plan must respond to the appeal request within seven days for  
standard requests and within 72 hours forexpedited requests.

• In addition to the right to appeal an at-risk determination, the patient
has  the right to request a coverage determination as explained
previously.

Appealing an At-risk Determination



Medicare Part D Opioid Prescribing Mapping Tool



NH Opioid Prescribing Rate



NH Opioid Prescribing Rate by County 



NH Opioid Prescribing Rate by Zip Code 



NH Long Acting Opioid Prescribing Rates



NH Opioid Prescribing Rate Change 



NH Long Acting Opioid Prescribing Change



NH Opioid Prescribing in Urban Areas



NH Opioid Prescribing in Rural Areas 



NH Long Acting Opioid Prescribing in Rural and Urban Areas



NH Opioid Prescribing Rate Change in Rural and Urban Areas 



NH Long Acting Opioid Prescribing Rate Change in Rural and Urban Areas



NH Opioid Prescribing Rates: Hot Spots and Outliers 



NH Long Acting Opioid Prescribing Rates: Hot Spots and Outliers 



View Prescriber Opioid Rates 



• Contact the Medicare drug plan. The contact information is in the member materials or on  
the patient’s membership card.

• Read the “Your Guide to Medicare Prescription Drug Coverage” booklet. View or print the  
booklet at www.Medicare.gov/publications

• Read the “How Medicare Drug Plans use Pharmacies, Formularies, & Common Coverage  
Rules” document. View or print the document at
https://www.medicare.gov/Pubs/pdf/11136- Pharmacies-Formularies-Coverage-Rules.pdf

• Call 1-800-MEDICARE (1-800-633-4227). TTY users can call 1-877-486-2048.

• Contact the Medicare Rights Center: 1-888-HMO-9050.

• Call the State Health Insurance Assistance Program (SHIP). Visit www.shiptacenter.org or  
call 1-800-MEDICARE for the phone numberof your SHIP.

• For resources and information about the National Opioid Crisis go to: www.hhs.gov/opioids  
or the Center for Disease Control (CDC) at:  
https://www.cdc.gov/drugoverdose/epidemic/index.html

Where can patients go for more information?

http://www.medicare.gov/publications
https://www.medicare.gov/Pubs/pdf/11136-Pharmacies-Formularies-Coverage-Rules.pdf
http://www.shiptacenter.org/
http://www.hhs.gov/opioids
https://www.cdc.gov/drugoverdose/epidemic/index.html


• Opioid Safety Edits and Drug Management Programs
• https://www.cms.gov/Medicare/Prescription-Drug-

Coverage/PrescriptionDrugCovContra/RxUtilization.html

• Opioid Part D Prescribing Mapping Tool
• https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-

and-Reports/Medicare-Provider-Charge-Data/OpioidMap_Medicare_PartD.html

Reference:

https://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/RxUtilization.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Medicare-Provider-Charge-Data/OpioidMap_Medicare_PartD.html


Opioid Use Disorder: 
a. Is the DSM-5 term for an individual addicted to opioids

b. Affected 2.1 million people in 2016 and its incidence is still on the 
rise

c. Is exhibited by missing work or home obligations in order to obtain 
and use opioids

d. 80% of individuals do not get treatment

e. All of the above

Post Lecture Test Question #1
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Post Lecture Test Answer #1



True or False

Medicare Beneficiaries who take chronic 
opioids will not receive a 7 day fill unless they a 

drug holiday of 61 days or more 

Post Lecture Test Question #2



TRUE

Post Lecture Test Answer #2



Beneficiaries who are deemed “At-Risk”:

a. Cannot get a special enrollment period if they are LIS for up to 
two years

b. Can appeal their determination 

c. Have to get all their prescriptions via mail order

d. A and B are correct

e. All of the above 

Post Lecture Test Question #3



D

Post Lecture Test Answer #3



• Medicare Part D’s focus is to prevent incidence of Opioid Use Disorder
and ensure that beneficiaries are utilizing opioids safely

• Beneficiaries deemed “At Risk” under a DMP could have further 
limitations including lock-ins

• Beneficiaries have a right to appeal “At Risk” determination and opioid 
safety edits

• CMS has tools to monitor opioid prescribing rates for Part D beneficiaries

Summary


