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What GAO Found 
Medicare’s drug management programs (DMP) identify beneficiaries at risk of 
opioid misuse or abuse, and attempt to mitigate that risk through the use of case 
management and coverage limitations. DMPs are overseen by the Centers for 
Medicare & Medicaid Services (CMS) and voluntarily implemented by Medicare 
Part D prescription drug plan sponsors (private health plans). CMS established a 
two-step framework for identifying at-risk beneficiaries under DMPs. First, CMS 
identifies potentially at-risk beneficiaries based on key factors, such as 
beneficiaries’ daily dosage of opioids and the number of prescribers and 
pharmacies from which they receive opioids, with higher numbers possibly 
putting the beneficiary at more risk. Second, Medicare Part D prescription drug 
plan sponsors’ clinicians coordinate the provision of care among prescribers and 
pharmacists (referred to as case management) to determine if those potentially 
at-risk beneficiaries are actually at risk. If a patient is deemed to be at risk, 
coverage limitation tools—such as limiting a beneficiary to a selected prescriber 
or pharmacy, and implementing point-of-sale restrictions on certain drugs or 
amounts—can be used to limit the at-risk beneficiary’s access to opioids. 
Beneficiaries have an opportunity to appeal an at-risk designation. None of the 
five plan sponsors GAO interviewed expressed concerns about beneficiaries not 
receiving clinically appropriate doses of opioids under the Medicare DMPs. 

Medicare Part D prescription drug plan sponsors and other stakeholders GAO 
interviewed reported several factors beyond the case management process that 
could contribute to the success of DMPs. These factors included communication 
among sponsors, opioid prescribers, and pharmacies dispensing opioids to 
reduce potential resistance to participating in DMPs by opioid prescribers or 
beneficiaries. 
· According to plan sponsors and stakeholders, plan sponsors could 

communicate with stakeholders to ensure that DMPs are not viewed as a 
punitive tool by beneficiaries, but rather as tools for keeping them safe. 

· Plan sponsors and stakeholders noted that it is important for plan sponsors 
to have flexibility in varying coverage limitation features to fit regional and 
other differences in population groups. They noted that CMS should 
periodically reassess and adjust the elements of the DMP program where 
appropriate, to incorporate evidence from the outcomes of the DMP—such 
as how at-risk beneficiaries are identified, or which drugs are selected as 
frequently abused drugs. 

Finally, CMS officials told GAO that they are taking steps to assess the DMPs 
and gather the information required to make periodic changes to the DMP 
program. For example, CMS officials plan to analyze data for at-risk beneficiaries 
that DMPs are required to report to CMS, update their Medicare Part D audit 
protocol, and obtain feedback from plan sponsors about how the DMPs are 
working. 

The Department of Health and Human Services provided technical comments on 
a draft of this report, which GAO incorporated as appropriate.View GAO-19-446. For more information, 

contact James Cosgrove at (202) 512-7114 or 
CosgroveJ@gao.gov. 

Why GAO Did This Study 
Misuse and abuse of prescription 
opioids can lead to overdose and 
death. According to the Centers for 
Disease Control and Prevention 
(CDC), 47,600 overdose deaths in the 
United States in 2017 involved an 
opioid. GAO and other federal entities 
have raised concerns about opioid 
misuse and abuse in Medicare. The  
Comprehensive Addiction and 
Recovery Act of 2016 (CARA) 
authorized CMS and Medicare plan 
sponsors to establish voluntary DMPs 
that may limit access to frequently 
abused prescription drugs, such as 
opioids, for Medicare beneficiaries who 
are identified as being at risk for 
prescription drug abuse. DMPs will 
become mandatory in Medicare 
starting in January 2022. 

CARA included a provision for GAO to 
review DMPs under Medicare. This 
report: 1) describes how Medicare 
identifies beneficiaries at risk of opioid 
misuse and abuse and how it attempts 
to mitigate that risk; and 2) identifies 
the factors likely to affect the success 
of Medicare DMPs. 

GAO reviewed CDC’s Guideline for 
Prescribing Opioids for Chronic Pain, 
CMS regulations, and other relevant 
CMS guidance. GAO also interviewed 
officials from CMS, the five largest 
Medicare Part D prescription drug plan 
sponsors, and officials from six other 
stakeholder organizations representing 
Medicare plan sponsors, physicians 
(including pain specialists), pharmacy 
benefit managers, state Medicaid 
programs, and patients. 
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441 G St. N.W.
Washington, DC 20548

Letter 

May 20, 2019 

Congressional Committees 

Misuse and abuse of prescription opioids (such as oxycodone), which are 
used to treat both acute and chronic pain, has become a serious public 
health problem in the United States, including among Medicare 
beneficiaries.1 The Centers for Disease Control and Prevention (CDC) 
reported that from 1999 to 2013 the rate of deaths from prescription 
opioids nearly quadrupled. In 2017, 47,600 overdose deaths in the United 
States involved an opioid, and prescription opioids were involved in many 
of these deaths. We and others have reported on inappropriate activities 
and risks associated with these prescriptions, such as “doctor shopping,” 
where a patient receives multiple opioid prescriptions from different 
health-care providers; the diversion of prescription drugs for uses other 
than intended; and questionable prescribing practices.2

The federal government has taken multiple steps to reduce the misuse 
and abuse of opioids. For Medicare, the Comprehensive Addiction and 
Recovery Act of 2016 (CARA) established drug management programs 
(DMP) to limit access to frequently abused drugs for beneficiaries 
considered to be at risk for their abuse, among other things.3 In April 
2018, the Centers for Medicare & Medicaid Services (CMS), which 
administers the Medicare program, finalized regulations implementing 
DMPs for Part D Medicare’s prescription drug option, through which 
private health insurers known as plan sponsors provide prescription drug 
coverage to Medicare beneficiaries. The regulations include standards 
that Part D plan sponsors, as well as sponsors of Medicare Advantage 
plans that also may offer drug coverage (hereafter collectively referred to 
                                                                                                                    
1Misuse of prescription opioids includes taking opioids in a manner or dose other than 
prescribed or taking opioids for non-medical use. Abuse often starts as misuse of 
prescription opioids. 
2See GAO, Prescription Opioids: Medicare Needs to Expand Oversight Efforts to Reduce 
the Risk of Harm, GAO-18-15 (Washington, D.C.: Oct. 6, 2017). 
3See Comprehensive Addiction and Recovery Act of 2016, Pub. L. No. 114-198, § 704(a), 
130 Stat. 695, 742 (2016). CARA allows the Secretary of Health and Human Services to 
determine which controlled substances are frequently abused or diverted drugs. In its 
2018 guidance to plan sponsors, the Centers for Medicare & Medicaid Services identified 
opioids and benzodiazepines as frequently abused drugs for DMPs. 

https://www.gao.gov/products/GAO-18-15
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as plan sponsors), may use to identify potentially at-risk beneficiaries.4
DMPs are currently voluntary for plan sponsors but will become 
mandatory starting Jan. 1, 2022, in accordance with the SUPPORT for 
Patients and Communities Act.5

CARA included a provision for GAO to review the implementation of 
Medicare DMPs. In this report, we: 

1. describe how Medicare identifies beneficiaries at risk of opioid misuse 
and abuse, and how it attempts to mitigate that risk; 

2. identify factors likely to affect the success of the Medicare drug 
management programs. 

To describe how Medicare identifies beneficiaries that are at risk of opioid 
misuse and abuse, and how it attempts to mitigate that risk, we reviewed 
the recommendations contained in CDC’s Guideline for Prescribing 
Opioids for Chronic Pain and CMS’s Opioid Misuse Strategy, as well as 
CMS regulations, and other relevant CMS guidance.6 We also interviewed 
officials from CMS, Department of Health and Human Services Office of 
Inspector General; America’s Health Insurance Plans—a trade 
association representing health insurers—and from the five largest 
Medicare Part D plan sponsors, as measured by enrollment, that together 

                                                                                                                    
4See 83 Fed. Reg. 16,440 (April 16, 2018). 

Medicare beneficiaries have two options for obtaining Part D prescription drug coverage: 
they may either purchase a stand-alone prescription drug plan or enroll in one of the 
Medicare Advantage Part C Plans (a private plan alternative that covers the same items 
and services covered by original Medicare) that also includes Part D prescription drug 
coverage. Therefore, in this report when we refer to Part D coverage, we are referring to 
drug coverage under both options. 
5Pub. L. No. 115-271, § 2004, 132 Stat. 3894 (2018). 
6See Department of Health and Human Services, Centers for Disease Control and 
Prevention, CDC Guideline for Prescribing Opioids for Chronic Pain—United States, 2016, 
Morbidity and Mortality Weekly Report, vol. 65, no. 1, (Dec. 30, 2016) and Centers for 
Medicare & Medicaid Services, Centers for Medicare & Medicaid Services (CMS) Opioid 
Misuse Strategy 2016 (Jan. 5, 2017). See also Contract Year 2019 Policy and Technical 
Changes to the Medicare Advantage, Medicare Cost Plan, Medicare Fee-for-Service, the 
Medicare Prescription Drug Benefit Programs, and the Pace Program, 83 Fed. Reg. 
16,440 (Apr. 16, 2018). 
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cover about 70 percent of Medicare beneficiaries with prescription drug 
coverage.7

To identify the factors likely to affect the success of the Medicare DMPs, 
we reviewed the literature on opioid misuse and abuse, and interviewed 
officials from CMS and other stakeholders, including the five largest 
Medicare Part D plan sponsors, and officials with six organizations 
representing Medicare plan sponsors, physicians (including pain 
specialists), pharmacy benefit managers, state Medicaid programs, and 
patients suffering chronic pain.8 The views of these Part D plan sponsors 
and other stakeholder organizations we interviewed are not generalizable. 

We conducted this performance audit from June 2018 to May 2019 in 
accordance with generally accepted government auditing standards. 
Those standards require that we plan and perform the audit to obtain 
sufficient, appropriate evidence to provide a reasonable basis for our 
findings and conclusions based on our audit objectives. We believe that 
the evidence obtained provides a reasonable basis for our findings and 
conclusions based on our audit objectives. 

                                                                                                                    
7The plan sponsors were Aetna, BlueCross and BlueShield of Massachusetts, Humana, 
United Healthcare, and CVS. 
8We interviewed officials from America’s Health Insurance Plans, American Medical 
Association, Pharmaceutical Care Management Association, National Association of 
Medicaid Directors, American Society of Interventional Pain Physicians, and U.S. Pain 
Foundation. 
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Background 
In 2017, nearly one in three Medicare Part D beneficiaries received an 
opioid prescription, and Medicare spending for prescription opioids was 
almost $3.4 billion.9 Medicare data for 2017 showed that the beneficiaries 
potentially at risk for opioid misuse and abuse were more likely to be 
under 65 years of age, female, and dually eligible for Medicare and 
Medicaid.10

States Experience with Medicaid Lock-in Programs 

For years, to limit Medicaid at-risk beneficiaries’ access to controlled 
substances, state Medicaid programs have used lock-in programs, which 
restrict certain beneficiaries’ access to a single prescriber (such as a 
physician or other health-care provider), a single pharmacy, or both.11

                                                                                                                    
9Department of Health and Human Services, Office of Inspector General, Opioid Use in 
Medicare Part D Remains Concerning, OEI-02-18-00220 (Washington, D.C.: June 2018); 
See GAO, Prescription Opioids: Medicare Needs to Expand Oversight Efforts to Reduce 
the Risk of Harm, GAO-18-15 (Washington, D.C.: Oct. 6, 2017). 
10For background purposes, we analyzed data for 2017 from CMS’s Medicare Part D 
claims database on beneficiaries with prescription drug coverage identified as at risk for 
prescription opioid misuse and abuse. These at-risk beneficiaries were identified using 
criteria included in CMS’s Part D Drug Management Policy Program Guidance (see 
Department of Health and Human Services, Centers for Medicare & Medicaid Services, 
Part D Drug Management Program Policy Guidance, (Baltimore, Md.: November 2018). 
Using these data and the 2016 Medicare Beneficiary Summary File we obtained the 
demographic characteristics—such as age, race, gender, and Medicare/Medicaid eligibility 
status—of these beneficiaries. Medicaid is a joint federal and state program that helps 
low-income individuals or families pay for the costs associated with long-term medical and 
custodial care. 

People under the age of 65 who have received Social Security Disability Insurance for 24 
months become eligible for Medicare. People under the age of 65 diagnosed with end 
stage renal disease and amyotrophic lateral sclerosis automatically qualify for Medicare 
without a waiting period. 

Dual-eligibles are either Medicare-eligible individuals who subsequently become 
Medicaid-eligible through a decline in income and resources, or the Medicaid beneficiaries 
who reach 65 years of age or by completing the 24-month disability waiting period. Dual-
eligibles typically are poorer, tend to have more extensive health care needs, have higher 
rates of cognitive impairments, and are more likely to be disabled than other Medicare 
beneficiaries. 
11Controlled substances are regulated under section 201 of the Controlled Substance Act 
(21 U.S.C. § 811), and their status is based on the substance’s medical use, potential for 
abuse, and risk of dependence. 

https://www.gao.gov/products/GAO-18-15
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States have broad discretion in how and whether to implement lock-ins, 
including how to identify at-risk beneficiaries. Medicaid lock-in programs 
have been associated with advantages including declines in inappropriate 
prescribing, decreases in abuse of controlled substances, and increased 
treatment options for beneficiaries.12 Research has identified an 
unintended consequence of the Medicaid lock-in programs; some 
individuals increased the amount of out-of-pocket payments they made 
for controlled substances, thus avoiding lock-in programs as data on 
these purchases are not collected by Medicaid.13

State Prescription Drug Monitoring Programs 

State Prescription Drug Monitoring Programs (PDMP) are state-run 
electronic databases that track the prescribing, dispensing, and 
purchasing of controlled substances by individuals, whether purchased 
out-of-pocket, through private insurance, or under insurance programs 
such as Medicare and Medicaid. Data are available to individuals or 
organizations as authorized under state law. For example, health-care 
prescribers can check PDMPs for a specific individual prior to prescribing 
controlled substances. State PDMPs have documentation of controlled 
substances obtained by individuals. As of February 2018, all 50 states, 
the District of Columbia, Guam, and Puerto Rico had operational PDMPs 
within their borders. 

                                                                                                                    
12A.W. Roberts and A. C. Skinner, “Assessing the Present State and Potential of Medicaid 
Controlled Substance Lock-in Programs,” Journal of Managed Care Pharmacy, vol. 20, 
no.5 (2014); and Department of Health and Human Services, Centers for Disease Control 
and Prevention, Patient Review & Restriction Programs: Lessons Learned From State 
Medicaid Programs, (Atlanta, Ga.: Aug. 27-28, 2012). 
13A. W. Roberts et al., “Controlled Substance Lock-in Programs: Examining an 
Unintended Consequence of a Prescription Drug Abuse Policy,” Health Affairs, vol. 35, 
no.10 (2016). 
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Medicare DMPs Use Case Management to 
Identify Beneficiaries at Risk of Opioid Misuse 
and Attempt to Mitigate That Risk 
Medicare DMPs perform case management to identify at-risk 
beneficiaries and attempt to mitigate risk by increasing communication 
and coordination across plan sponsors, health-care prescribers, 
pharmacists, and at-risk beneficiaries. CMS established a framework for 
plan sponsors that volunteer to establish Medicare DMPs. CMS’s 
framework includes two steps for identifying at-risk beneficiaries: 1) CMS 
identifies potentially at-risk beneficiaries based on key clinical factors and 
2) plan sponsors use case management to identify the subset of 
potentially at-risk beneficiaries who are actually at risk.14

Step One: Identifying potentially at-risk beneficiaries. CMS identifies 
potentially at-risk beneficiaries based on the minimum Overutilization 
Monitoring System’s criteria and develops a quarterly list of these 
beneficiaries, which it sends to plan sponsors.15 The Overutilization 
Monitoring System was originally designed and implemented by CMS in 
July 2013 to oversee plan sponsors’ compliance with CMS’s opioid 
overutilization policy and is based on beneficiary claims data. It was 
enhanced in 2019 to support the implementation of DMPs. The system 
encompasses a medication safety approach with the goal of reducing 
beneficiary overutilization of opioids while maintaining beneficiary access 
to needed medication.16 The Overutilization Monitoring System creates 
and sends a list of beneficiaries meeting minimum criteria quarterly to 
plan sponsors with DMPs. These patients are considered potentially at-
risk beneficiaries. Additional supplemental criteria can also be used by 
                                                                                                                    
14For CMS’s framework, see: Department of Health and Human Services, Centers for 
Medicare & Medicaid, Part D Drug Management Program Policy Guidance, (Baltimore, 
Md.: Nov. 20, 2019). 
15Federal regulations require CMS to develop clinical guidelines to be used to identify 
potentially at-risk beneficiaries; CMS refers to these clinical guidelines as the 
Overutilization Monitoring System criteria. CMS has indicated it will develop future 
Overutilization Monitoring System criteria through the annual Parts C and D Call Letter 
Process to allow for stakeholder input, as required by CARA. 
16Certain drugs, such as benzodiazepines (used to treat anxiety disorders) and 
gabapentin (used to treat certain types of pain), may interact adversely with opioids, and 
therefore, prescribers and plan sponsors may need to monitor access to these drugs by 
at-risk beneficiaries. 
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plan sponsors to identify other potential at-risk beneficiaries, such as 
those who use seven or more pharmacies for opioid prescriptions. Use of 
higher numbers of prescribers and pharmacies may put the beneficiary at 
more risk. (See table 1.) 

Table 1: Medicare’s Overutilization Monitoring System Criteria for Identifying Potential at-Risk Beneficiaries 

Minimum criteria for identifying at-risk beneficiariesa 
Number/percent of Medicare Part D beneficiaries meeting 
criteriab 

Beneficiary receives greater than or equal to 90 morphine milligram 
equivalent (MME) for any duration during the most recent 6 months, 
and 3 or more opioid prescribers and 3 or more opioid-dispensing 
pharmaciesc 
or 
Beneficiary receives greater than or equal to 90 MME for any 
duration during the most recent 6 months, and 5 or more opioid 
prescribers (regardless of the number of opioid dispensing 
pharmacies) 

44,332 beneficiaries in 2017 
(0.10 percent of 45,218,211 Part D beneficiaries in 2017) 

Supplemental criteria appliedd Number/percent of Medicare Part D beneficiaries meeting 
criteriab 

Beneficiary receives any level MME for any duration during the most 
recent 6 months, and 7 or more opioid prescribers 
or 
Beneficiary receives any level MME for any duration during the most 
recent 6 months, and 7 or more opioid-dispensing pharmacies 

22,841 beneficiaries in 2017 
(0.05 percent of 45,218,211 Part D beneficiaries in 2017) 

Source: Centers for Medicare & Medicaid Services (CMS) guidance. | GAO-19-446

Notes: 
aPlan sponsors with Medicare Drug Management Programs (DMP) must review beneficiaries who 
meet the minimum criteria provided to them by CMS through the quarterly reporting system. 
bOpioid prescribers associated with the same tax identification numbers are counted as a single 
opioid prescriber. Opioid dispensing pharmacies with multiple locations that share real-time data are 
counted as one opioid dispensing pharmacy. 
cBeneficiaries in long-term-care facilities have been included in the estimates of at-risk beneficiaries 
for the minimum criteria and the supplemental criteria, but will be exempted when Medicare DMPs 
are implemented in 2019. CMS reported to us that the numbers are negligible. The minimum 
Overutilization Monitoring System criteria morphine milligram equivalent (MME) threshold is based on 
guidelines developed by the Centers for Disease Control and Prevention (CDC) for prescribing 
opioids in outpatient settings for chronic pain. Department of Health and Human Services, Centers for 
Disease Control and Prevention, CDC Guideline for Prescribing Opioids from Chronic Pain—United 
States, 2016, Morbidity and Mortality Weekly Report, vol. 65, no. 1, (Atlanta, Ga.: Mar. 18, 2016). The 
MME is a conversion factor to calculate daily opioid doses. 
The conversion formula is: (strength per unit of specific opioid) X (number of units / day supply) X 
MME conversion factor = MME/Day. The MME conversion factor for morphine is 1. The conversion 
factor for each type of opioid is based on its strength compared to morphine. (See: 
https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/Downloads/Opioid-Morphine-EQ-Conversion-Factors-Aug-
2017.pdf.) The MME conversion factor is intended only for analytic purposes. 
dSupplemental criteria are optional; sponsors with Medicare DMPs may review as many beneficiaries 
as manageable. 

https://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/Downloads/Opioid-Morphine-EQ-Conversion-Factors-Aug-2017.pdf
https://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/Downloads/Opioid-Morphine-EQ-Conversion-Factors-Aug-2017.pdf
https://www.cms.gov/Medicare/Prescription-Drug-Coverage/PrescriptionDrugCovContra/Downloads/Opioid-Morphine-EQ-Conversion-Factors-Aug-2017.pdf
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Step Two: Using case management to identify actually at-risk 
beneficiaries and mitigate risk of misuse or abuse. After identification 
of potentially at-risk beneficiaries by CMS, the second step in the 
framework is for plan sponsors to coordinate the provision of care, 
referred to as case management. Plan sponsors use case management 
to determine which potentially at-risk beneficiaries are deemed to be 
actually at risk. Plan sponsors’ clinicians must begin case management 
for each potentially at-risk beneficiary with the beneficiary’s prescribers of 
frequently abused drugs, with the purpose of determining if current 
treatment is appropriate, examining specifically if the beneficiary is being 
appropriately treated with frequently abused drugs. This step allows for 
health-care providers to bring the beneficiary’s clinical information into the 
discussion. 

Two groups of beneficiaries identified as potentially at risk are excluded 
from Medicare DMPs during the case management process: First, CMS 
will automatically exempt from Medicare DMP consideration any 
beneficiary who (a) has elected to receive hospice, palliative, or end-of-
life care; (b) is a resident of a long-term-care facility or of another facility 
for which frequently abused drugs are dispensed for residents through a 
contract with a single pharmacy; or (c) has active cancer-related pain. 
Second, through a discussion of beneficiary-level clinical information as 
part of case management, beneficiaries found to be receiving appropriate 
treatment, or who have had cases resolved with adjustments to their 
treatment will also be excluded from Medicare DMP consideration.17 CMS 
officials told us that the beneficiaries’ health-care providers often adjust 
their prescribing after talking with the health plans’ clinicians and learning 
information about other health-care providers also treating the 
beneficiary. 

After eliminating the excluded beneficiaries, the plan sponsor sends an 
initial notification letter to the remaining beneficiaries who continue to be 
identified as potentially at risk, and thus, may require limiting the 
coverage of a prescription drug in some manner (coverage limitation). 
The notification letter notifies each beneficiary that he or she has been 
identified as potentially at risk; details which coverage limitations the 
sponsor intends to implement and for how long; explains how the 
beneficiary can submit preferences for the selected frequently abused 
                                                                                                                    
17For example, patients metabolize drugs differently, and some beneficiaries whose opioid 
consumption is above the minimum MME criteria may be receiving appropriate treatment 
and pose no risk for abuse. 
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drugs prescriber(s) and the selected dispensing pharmacy or pharmacies 
for frequently abused drugs in case a lock-in tool is used; provides 
information about resources and plan benefits that address prescription 
abuse; explains how additional information can be provided to the plan 
sponsor; and informs the beneficiary of the right to appeal,18 among other 
things. Medicare plan sponsors have three coverage limitation tools that 
can be used either concurrently or sequentially: 

· Frequently abused drugs prescriber lock-in. The at-risk beneficiary 
will receive prescriptions from only one or more selected prescriber.19

Prescribers in a group practice will count as a single prescriber. 

· Frequently abused drugs-dispensing pharmacy lock-in. The at-
risk beneficiary will receive all prescriptions from one or more selected 
dispensing pharmacy.20 The pharmacy must be in their plan sponsor’s 
network. When a pharmacy has different locations that share real-time 
electronic data, such as chain pharmacies, all locations of the 
pharmacy will be treated as one pharmacy. 

· Beneficiary specific point-of-sale claim edit. The at-risk beneficiary 
will be restricted to certain frequently abused drugs and amounts 
through the point-of-sale claim edit. This means that a plan sponsor 
must not cover a prescription for the frequently abused drug for an at-
risk beneficiary that is in excess of the limit in the edit. Pharmacists 
will receive a message when a beneficiary attempts to fill a 
prescription if the prescription exceeds the limit in place for that 
beneficiary. 

After a 30-day period from the date of the initial notification letter, there 
are two possible outcomes: either the plan sponsor will determine that the 
beneficiary is at risk for misuse or abuse of frequently abused drugs and 
will proceed with the coverage limitation under its DMP, or the sponsor 
will determine that the beneficiary is not at risk. If the potentially at-risk 
beneficiary is found to be at risk, a second notification letter is sent to the 
beneficiary as soon as possible after the 30-day period but no later than 
60 days from the date of the initial notification letter. The second letter 

                                                                                                                    
18An appeal of an at-risk determination is also called a redetermination. 
19More than one prescriber may be necessary to provide reasonable access, such as 
when the beneficiary needs to obtain opioids from one prescriber and benzodiazepines 
from another. 
20More than one pharmacy may be necessary for reasonable access, such as the case 
where the beneficiary lives 6 months in one area of the country and 6 months in another. 
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includes the beneficiary’s identification as at risk for misuse or abuse of 
frequently abused drugs, the right to appeal the decision, coverage 
limitations to be employed, and the expiration date of the coverage 
limitations, among other things. The second notification letter also 
explains how the beneficiary can submit preferences for the selected 
frequently abused drugs prescriber(s) and the selected dispensing 
pharmacy or pharmacies for frequently abused drugs in case a lock-in 
tool is used. The selected frequently abused drugs prescriber(s) must 
agree to serve as the beneficiary’s only frequently abused drugs 
prescriber(s) and must be determined by the plan sponsor as not 
contributing to the beneficiary’s opioid misuse. The at-risk beneficiary 
generally has 60 days from the date of the second notification letter to 
request an appeal of an at-risk determination. A new at-risk determination 
is made by the plan sponsor as a result of continued case management 
(that is, continued coordination of care and clinical discussions) within a 
standard time frame of 7 days for redetermination, or an expedited time 
frame of 72 hours for redetermination. 

Alternatively, if it is determined that the potentially at-risk beneficiary is 
being treated appropriately for their medical condition and is therefore not 
at risk, an alternate second notification letter is sent to the beneficiary 
stating that the beneficiary was deemed not to be at risk and that access 
to frequently abused drugs will not be limited under a DMP. This alternate 
second notification letter must be sent no later than 60 days after the date 
on the initial notification letter. 

If a beneficiary switches to a different plan sponsor after being identified 
as potentially at risk or actually at risk, the determination does not 
automatically transfer to the new plan sponsor. The new plan sponsor will 
be able to see the previous plan sponsor’s determination, but the new 
plan sponsor may have to make its own determination through case 
management unless the prior plan’s case management information is up 
to date. 

According to CMS’s framework, the termination date of an at-risk 
determination is the earlier of two possible dates: 12 months from the 
effective date of the coverage limitation, unless the limitation is extended, 
or when the beneficiary demonstrates that he or she is no longer likely to 
be at risk before the end of the 12 months. At the end of the 12-month 
period, a clinical assessment of the at-risk beneficiary will determine if the 
DMP should continue for another year or be ended. The maximum 
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coverage limitation period in a DMP is 24 months.21 After 24 months, the 
coverage limitation is halted, but according to the framework, CMS 
continues to monitor the beneficiary quarterly through the Overutilization 
Monitoring System and can re-identify the beneficiary as potentially at risk 
again if he or she meets the minimum Overutilization Monitoring System 
criteria. 

Reporting requirements for Medicare DMPs. Although the Medicare 
DMPs are currently voluntary, the framework places reporting 
requirements on plan sponsors that choose to establish DMPs. Medicare 
DMPs are integrated with the Opioid Drug Utilization Review Policy and 
Overutilization Monitoring System to improve medication safety. Plan 
sponsors must report to CMS, through the Overutilization Monitoring 
System, the results of case management for each potential at-risk 
beneficiary identified. For each beneficiary deemed to be at risk, the 
coverage limitation tools – frequently abused drugs prescriber lock-in, 
frequently abused drugs-dispensing pharmacy lock-in, and beneficiary 
specific point-of-sale claims edit – that will be used to limit the 
beneficiary’s access to frequently abused drugs must also be reported. 
Other required information to be reported to CMS includes dates of the 
initial and second notification letters, and the date that the plan sponsor 
decides to terminate a potential at-risk or at-risk status. This data allows 
CMS to track beneficiary-level data for those beneficiaries placed in 
DMPs. 

Input about Medicare DMP framework from plan sponsors and 
experts. Although the at-risk determination is the responsibility of the 
plan sponsor, four of the five plan sponsors we interviewed stated they 
would rely on results from case management, including the beneficiary’s 
primary health-care provider’s input, to make the determination. One plan 
sponsor told us it has a panel of physicians and pharmacists that makes 
the at-risk determination for beneficiaries. The panel takes into 
consideration the input of the beneficiary’s prescribers of frequently 
abused drugs, but the panel makes the final decision. 

None of the five plan sponsors we interviewed expressed concerns about 
beneficiaries not receiving clinically appropriate doses of opioids under 
the Medicare DMPs, given that the case management process includes 

                                                                                                                    
21CMS reviewed coverage limitation periods in state Medicaid programs, and found that 
24 months is a common period of time for coverage limitation programs. 
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clinician input, including the beneficiary’s primary health-care provider 
and plan sponsors’ clinicians. According to one medical expert, case 
management is beneficial because it allows for input from the 
beneficiary’s prescriber rather than relying solely on the Overutilization 
Monitoring System metric criteria to determine who is at risk. 

Three of the five plan sponsors we interviewed expressed prior positive 
experiences with lock-ins. All plan sponsors had experience with the lock-
in tools from their experience participating in Medicaid programs or 
offering private insurance plans. Three of the five plan sponsors reported 
better coordinated oversight and management of patients and their 
conditions in those experiences. One sponsor stated that lock-in 
programs are perceived as an additional safety mechanism for at-risk 
beneficiaries by helping with the coordination of the beneficiaries’ care 
because the plan sponsor’s clinicians, prescribers, and pharmacies are 
aware of the lock-in programs. 

Plan Sponsors and Stakeholders Believe 
Coordination, Communication, and Flexibility to 
Incorporate Best Practices Are Keys to Success 
of Drug Management Programs 
Officials with five plan sponsors and six stakeholder organizations 
representing physicians, pharmacy benefit managers, and patients we 
interviewed told us that several factors beyond the clinical input 
incorporated in the case management process could contribute to the 
success of DMPs. These factors include communication, collaboration, 
and flexibility for plan sponsors to manage and incorporate best practices. 

Communication among plan sponsors, opioid prescribers, and 
pharmacies dispensing opioids could reduce any potential resistance to 
DMPs by stakeholders, and contribute to DMP success, officials told us. 
Specifically, several officials with plan sponsors and stakeholders noted 
that sponsors should communicate with, and educate stakeholders to 
ensure that DMPs, especially their coverage limitation tools, are not 
viewed as punitive tools by beneficiaries, but rather as tools for keeping 
them safe. Some of these officials stated that through education and 
other means, plan sponsors should also encourage health-care providers 
and their enrollees to view opioid addiction by at-risk beneficiaries as a 
disease rather than a choice. 
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Effective collaboration among prescribers and patients in making 
individualized treatment decisions for pain management is another key to 
successful DMPs, according to some stakeholders we interviewed. 
Specifically, some plan sponsors and a stakeholder noted that during and 
after case management plan sponsors should support collaboration 
between prescribers and patients to ensure access to the clinically 
appropriate level of opioids for each beneficiary. 

Flexibility to incorporate best practices from DMPs and flexibility in 
varying coverage limitation features to fit regional differences are other 
keys to success, some plan sponsors and a stakeholder told us, due to 
regional and other differences in population groups. Data from CDC show 
that there is some variation in death rates from opioids in the overall 
population by state, and a CDC study also shows that opioid prescribing 
patterns also vary by location—the average per capita prescribed 
amounts varied widely by county, and demographic and other factors are 
sometimes associated with higher prescribing patterns. In addition, some 
officials with plan sponsors and stakeholders stated that the criteria for 
DMPs such as how at-risk beneficiaries are identified, and other 
parameters of the DMP (such as which drugs are designated as 
frequently abused drugs) should be periodically reassessed by CMS with 
feedback by plan sponsors and adjusted, where appropriate, to 
incorporate evidence from the outcomes of the DMP.22

Officials with plan sponsors and stakeholders we interviewed also 
discussed several factors that could limit the success of the DMPs: 

· An official with a plan sponsor and a stakeholder told us that 
purchases of opioids made by beneficiaries using cash are not 
captured in the available prescription drug claims data maintained by 
plan sponsors. These officials suggested therefore that sponsors 
should encourage the selected prescribers to review this information 
by using state PDMPs, which track controlled substance prescriptions 
in a state and include cash sales of opioids. 

· One plan sponsor commented that coverage limitations could have a 
negative effect on beneficiary health satisfaction survey scores and 
therefore could affect how a physician prescribes opioids. 
Beneficiaries who are placed in a DMP or subject to one of the DMP 

                                                                                                                    
22According to CMS officials, the framework that CMS finalized allows for changes to the 
Overutilization Monitoring System criteria and frequently abused drugs with stakeholder 
input through the annual Call Letter process. 
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tools may report decreased satisfaction in the “Consumer Assessment 
of Healthcare Providers and Systems” surveys.23 Under Medicare 
Advantage, patient experience about the ease of receiving care is one 
measure of quality and is a factor in plan sponsor reimbursement. 
Finally, some officials with plan sponsors and stakeholders told us 
that in localities where prescribers feel a stigma associated with 
dispensing opioids, the coverage limitation feature could have the 
unintended consequence of creating a disincentive for prescribers to 
take care of patients who require opioid treatment. According to an 
official, to combat the opioid crisis, some states send letters to the top 
opioid prescribers in their state as a way to create awareness about 
trends in opioid prescribing. Officials with a plan sponsor and a 
stakeholder said that providers who want to avoid being on the list of 
top prescribers refer patients to pain specialists for management of 
pain. Officials told us that the demand for these pain specialists is 
increasing and there are long waiting lists to access care by these 
pain specialists. 

CMS is taking several steps to assess the DMPs and gather information 
to make periodic changes to the program. For example, CMS officials told 
us they plan to monitor and analyze beneficiary complaints, appeals, 
prescription drug event data, and other data submitted by plan sponsors 
related to DMPs. According to CMS officials, the agency also will obtain 
feedback from plan sponsors about how the DMPs are working, and this 
feedback will be the basis for making periodic changes to the DMPs. 
CMS is also updating its Medicare Part C and D audit protocol so it can 
audit DMP related beneficiary notices. Finally, CMS tracks the utilization 
of opioids by Medicare Part D enrollees using Part D data and the 
Overutilization Monitoring System. For example in the 2020 Medicare 
Advantage and Part D draft call letter, CMS reported that between 2012 
and 2017, there was a 33 percent decrease in the number of Part D 
enrollees meeting or exceeding 90 MME for at least one day, with the 
largest decrease (14 percent) in 2017. 

                                                                                                                    
23The Consumer Assessment of Healthcare Providers and Systems survey, among other 
things, measures patients’ perceptions of aspects of their care. The survey includes 
questions about a patient’s perspective of the ease of getting needed care. 



Letter

Page 15 GAO-19-446  Prescription Opioids

Agency Comments 
We provided a draft of this report to HHS for review. HHS provided 
technical comments, which we incorporated as appropriate. 

We are sending copies of this report to the appropriate congressional 
committees, the Secretary of Health and Human Services, the 
Administrator of CMS, and other interested parties. In addition, the report 
will be available at no charge on GAO’s website at http://www.gao.gov. 

If you or your staff have any questions about this report, please contact 
me at (202) 512-7114 or at CosgroveJ@gao.gov. Contact points for our 
Office of Congressional Relations and Office of Public Affairs can be 
found on the last page of this report. Other major contributors to this 
report are listed in appendix I. 

James C. Cosgrove 
Director, Health Care 

http://www.gao.gov/
mailto:CosgroveJ@gao.gov


Letter

Page 16 GAO-19-446  Prescription Opioids

Congressional Committees 

The Honorable Charles E. Grassley 
Chairman 
The Honorable Ron Wyden 
Ranking Member 
Committee on Finance 
United States Senate 

The Honorable Frank Pallone Jr. 
Chairman 
The Honorable Greg Walden 
Ranking Member 
Committee on Energy and Commerce 
House of Representatives 

The Honorable Richard E. Neal 
Chairman 
The Honorable Kevin Brady 
Ranking Member 
Committee on Ways and Means 
House of Representatives 
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