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• As described in section 1860D-11(i)(2) of the Act, 
CMS cannot mandate a national formulary.  
However, CMS has exercised its 
antidiscrimination authority under section 
1860D-11(e)(2)(D)(i) to ensure that Part D plan 
formularies do not substantially discourage 
enrollment by certain Part D eligible individuals   

• Part D formulary submissions must be reviewed 
and approved prior to bid approval 
 

Background 
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• CMS Formulary Reference File (FRF) 
– The FRF includes RXCUIs, adopted from NLM’s 

RxNorm system,  to represent distinct brand 
names, generic names, strengths, routes of 
administration, and dosage forms of drugs 

– The FRF serves as a pick-list of drugs for formulary 
inclusion that streamlines the submission and 
review process, and results in improved 
synchronization of CMS and plan sponsor files 

– Not a “coverage” list for Part D drugs 
 

Part D Formulary Review Process 
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• Formularies are submitted and reviewed via the Health 
Plan Management System (HPMS) 

• Submissions are based on the FRF 
• One formulary (FID) can be used across multiple plans 
• The drug list, associated utilization management 

requirements, and tiering are reviewed in 3 stages 
• During each review stage, Part D sponsors can provide 

clinical justifications, revised submissions, or both 
• The final stage of the review involves addressing any 

unresolved issues, formulary negotiations, and 
conditional approvals 
 

Part D Formulary Review Process 
(continued) 
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• Level One: Improved Use of Concurrent 
Claim Edits (Safety Controls at Point of 
Sale 
– Early Refill Edits 
– Therapeutic Duplication Edits 
– Age/Gender Edits 
– Quantity Limits At or Above FDA Max Dose 

 

Improving Drug Utilization Review 
Controls in Part D – Level One 

Reference:  CY 2013 Final Call Letter 
 

6 



• Level Two: Improved Use of Formulary 
Management Designs  
– Quantity Limits where no clear FDA Max Dose 

– Quantity Limits Below FDA Max Dose 

– Prior Authorization Criteria 

– Step Therapy Criteria 

 

Improving Drug Utilization Review 
Controls in Part D – Level Two 

Reference:  CY 2013 Final Call Letter 
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• Level Three: Improved Retrospective DUR 
Programming & Case Management 
– Retrospective review of claims data to identify 

egregious patterns of inappropriate use of specific 
drugs or groups of drugs among Part D enrollees 

– DUR programming and case management to detect 
and prevent inappropriate overutilization should 
events go undetected despite claim level controls  

 

Improving Drug Utilization Review 
Controls in Part D – Level Three 

Reference:  CY 2013 Final Call Letter 
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• Quantity Limits 
• Prior Authorization 
• Step Therapy 

 

Formulary Management  
Strategies in Practice 
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QL Rates for Opioid Class, 
CY 2012 – CY 2016 
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QL Rate Changes 
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• In the CY 2014 Call Letter, CMS strongly 
encouraged sponsors to develop the ability to 
implement plan-level POS edits based upon 
cumulative MED across the opioid class  

• The CY 2016 Call Letter continued to urge 
sponsors to implement a soft edit and build 
the capacity for a more sophisticated POS edit 

Cumulative Morphine Equivalent Dose 
(MED) POS Edit 
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• Submit the lesser of either the plan-approved 
QL for the individual opioids or the QL that is 
equivalent to the cumulative MED level to be 
applied across the opioid class 

• Submit details to Part D mailbox 
– MED level 
– Written description of the program (e.g., days in 

excess of accumulated level that triggers edit) 
– Mechanism to resolve the edits 

Cumulative MED POS Edit 
Requirements 
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Cumulative MED POS edit 
CY 2014 – CY 2016 
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PA Rates for Opioid Class, 
CY 2012 – CY 2016 
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• As outlined in the CY 2015 Call Letter, CMS established 
criteria for scenarios where plan sponsors are expected 
to implement POS edits for PA on drugs that have the 
highest risk of non-Part D covered uses: 
– High likelihood of coverage under Parts A or B 
– High likelihood that the drug is Part D excluded as defined 

in section 1927(d)(2) of the Act 
– High likelihood of use for non-medically accepted 

indications as defined in section 1860D-2(e)(4) of the Act 
• Examples include Transmucosal Immediate Release 

Fentanyl (TIRF) drugs and Cialis (tadalafil) 

Appropriate Use of PA to Determine 
Part D Drug Status 
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PA Rate Changes 
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ST Rates for Opioid Class, 
CY 2012 – CY 2016 
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• 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 drug 
utilization controls and case management 

• Comprehensive policy was set forth in the final Call 
Letter (April 2, 2012) for CY 2013 and in more detail in 
final supplemental guidance (September 6, 2012)  
 

Overutilization Policy Development 
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• CMS strongly encourages all sponsors to develop the 
ability to implement plan-level POS edits based upon 
cumulative morphine equivalent dose (MED) across the 
opioid class as soon as possible 

• Sponsors may voluntarily expand the Part D Policy on 
Improving Utilization Review Controls to other drugs or 
classes of drugs, which would include notifying CMS 
and the affected beneficiaries of any beneficiary-level 
claim edits that will be implemented 
 
 

Overutilization Policy Development, 
2014 Call Letter 
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• CMS expects Part D sponsors to implement soft 
formulary-level safety edits at POS at a minimum to 
further reduce cumulative acetaminophen (APAP) 
overutilization among their enrollees 

• Part D sponsors should lower their internal opioid 
criteria for retrospective identification of opioid 
overutilization and subsequent case management to be 
no less restrictive than 120 mg MED daily dose over at 
least 90 consecutive days as used by CMS 

Overutilization Policy Development, 
2015 Call Letter 
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• CMS encouraged sponsors to implement a soft, 
formulary-level cumulative MED POS edit and 
prepare for a more sophisticated POS edit in 2017 

• New opioid and APAP Daily Dose rates will be 
added to the Overutilization Monitoring System 
for informational purposes only 

• CMS will investigate the concurrent use of 
buprenorphine and opioids in Part D 

Overutilization Policy Development, 
2016 Call Letter 
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• The OMS was implemented in July 2013 to 
oversee sponsors’ compliance with CMS’ new 
opioid overutilization policy 

• Part D sponsors are provided quarterly reports 
on high risk beneficiaries, and submit the 
outcome of their review of each case 

• The OMS also accepts sponsor-identified 
opioid overutilization cases  
 

Overutilization Monitoring System 
(OMS) 
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• Overutilization of Opioid Drugs:   
– Use of opioids with cumulative daily morphine 

equivalent dose (MED) exceeding 120 mg for at 
least 90 consecutive days with more than 3 
prescribers and more than 3 pharmacies 
contributing to their opioid claims 

– Drug list and conversion factors supported by the 
Centers for Disease Control and Prevention 

 

Opioid Overutilization 
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• Overutilization of APAP:  
– Use of APAP with daily dose exceeding 4 g for a 

total of 30 days or more within any six-month 
period with at least one day exceeding 4 g within 
the most recent calendar quarter 

Acetaminophen Overutilization 
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• Diagnosis Data: Cancer diagnoses are identified 
via RxHCCs from the Risk Adjustment 
Processing System dataset, and supplemented 
with current diagnoses from the Common 
Working File 

• Opioid Methodology: Revised opioid drug list 
and conversion factors based upon CDC 
recommendations 

Methodology Updates 
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• January 2014: The OMS was enhanced to collect 
potential opioid overutilization issues that were 
identified through Part D sponsors’ own internal 
criteria and reviewed, but not previously identified 
by CMS 

• February 2014: The Medicare Advantage and 
Prescription Drug System (MARx) collects opioid POS 
edit data from sponsors and notifies sponsors when 
a targeted beneficiary changes plans  
– As of October 5, 2015, sponsors submitted 2,020 

beneficiary-level opioid POS edits to MARx 
 

OMS Functionality Updates 
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Impact of CMS Policy 
2011 through 2014 - Opioids 

Part D Opioid Overutilization Rates, 2011–2014 

Total Beneficiaries Exceeding OMS Opioid Overutilization Threshold 

For this comparison, CMS applied the revised opioid methodology, including 
the expanded drug list from CDC. 
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Impact of CMS Policy 
2011 through 2014 - APAP 

Part D APAP Overutilization Rates, 2011–2014 

For this comparison, CMS applied the 2014 OMS APAP methodology to all 
years of service. 
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Impact of CMS Policy 
“First-Time” Overutilizers 

New Potential Overutilizers, Quarterly OMS Cycles 
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Impact of CMS Policy 
OMS Quarterly Opioid Tickets 
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Impact of CMS Policy 
OMS Quarterly APAP Tickets 
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• CMS is performing additional outreach to Part D 
sponsors who are identified to be outliers based on 
their responses to the OMS to assess their compliance 
with CMS guidance 

• Sponsors provide additional information about their 
DUM processes, rationale for their responses 
submitted to the OMS, and their interventions to 
prevent overutilization of medications 

• Sponsors submit additional information for specific 
OMS tickets previously processed through the OMS  

Compliance Outreach 
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• Part D sponsors are in a unique position to 
identify potential drug overutilization  

• Components of improved formulary management 
– POS Safety Edits  (Level One) 
– Formulary Management Designs and concurrent DUR 

(Level Two) 
– Retrospective DUR and Case Management (Level 

Three) 
• Improved drug utilization controls are helping to  

reduce opioid overutilization in Medicare Part D 
 

Summary 
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• Improving Drug Utilization Controls in Part D 
(https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxUtilization.h
tml) 

 
• Formulary Guidance 

(https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/RxContracting
_FormularyGuidance.html) 
 

 

Additional Information Resources 
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Questions related to Formulary Management should be 
directed to:   PartDFormularies@cms.hhs.gov 
 
Questions related to general PartD Policy or Opioid 
Overutilization / OMS should be directed to: 
PartD_OM@cms.hhs.gov 
 
Questions related to technical concerns for the OMS or 
Patient Safety Analysis website should be directed to:  
PatientSafety@AcumenLLC.com 
 
 

Resources 
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