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INTRODUCTION

Background 

 Over the past several years, the Centers for Medicare and Medicaid Services (“CMS”) has 
continued to hone its Program Audit and Compliance Program Effectiveness protocols. 

 CMS has developed and implemented a process to roll out the protocol each year with the 
2013 protocol recently issued via an HPMS memorandum on 1/25/13.  

 The 2012 program audits led to numerous Corrective Action Plans and enforcement actions 
but at a relatively high price for Medicare Advantage and Part D plans and their First Tier, 
Downstream and Related entities (“FDRs”). 

 The FDR concept particularly around the Part D health plan to Pharmacy Benefit Manager 
relationship continues to be an area of focus for CMS.

 We will discuss risk mitigation steps rooted in the development and implementation of a 
robust and effective PBM compliance program by taking a holistic view. 
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INTRODUCTION (CONT’D)

Since Part D’s Program Inception in 2006:

 CMS has six years of experience

 There have been changes in the Administration

 There has been a CMS reorganization

 There are revised regulations and policy guidance

 The Compliance Audit protocol has been greatly refined

 There is an increased focus on the importance of the PBM relationship 
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FDRs are described in Chapters 9 and  21 of the CMS Medicare Managed Care Manual.  

OVERVIEW OF FDRS

 A First Tier Entity is any party that 
enters into a written arrangement, 
acceptable to CMS, with an MAO or 
Part D plan sponsor or applicant to 
provide administrative services or health 
care services to a Medicare eligible 
individual under the MA program or Part 
D program. (42 C.F.R. § 423.501).

 The FDR structure provides important 
context for risks to be mitigated in 
development of a compliance program.

 The first step includes proper 
identification of all contractual 
relationships.
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PBM SERVICES 

Services of a Delegated Part D PBM

 One of the most important delegate relationships that a 
health plan sponsor has is with its Pharmacy Benefit 
Manager (“PBM”).

 Many Part D contractors have PBMs performing certain 
required tasks in their Part D programs.  These tasks 
include such things as formulary management, pharmacy 
network maintenance, and drug utilization management.

 Plans turn to PBMs for these delegated services because 
of their expertise and experience in the industry and for 
cost containment.

 Plans having a contractual relationship with a PBM 
generally have audit and monitoring rights with regard to 
their performance under the agreement.
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REQUIREMENTS FOR FDR CONTRACTS  

Provisions that must be specified in FDR contracts are described at 42 C.F.R. 
§423.505 and include:

• Enrollee protections regarding payment liability of the Part D Sponsor
• HHS and designee right to audit and 10 year record retention
• Specification of delegated activities and reporting responsibilities
• Prompt payment for clean claims including submission by LTC pharmacies
• Regular updates of drug pricing standards and their sources
• Provisions for remedies when CMS or the Health Plan determines that the FDR 

has not performed satisfactorily up to and including revocation of delegation
• Provisions for ongoing monitoring by the MAPD or PDP plan
• Compliance with all applicable Medicare laws, regulations, and CMS instructions
• Right of Part D Sponsor to approve, suspend, or terminate any sub-delegation
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PBM CONTRACT ISSUES 

Navigating the Plan-PBM Contract

 The most important and the most scrutinized delegation agreement that a Part D Plan 
has is the one with its PBM.  The careful and thorough drafting of this agreement is 
vital to maintaining the Plan and PBM interests. 

 We continue to see agreements that lack specificity regarding delegated 
responsibilities and more specifically reporting and turnaround times for their delivery 
(e.g. daily reject reports). 

 We also see the need for more flexibility around programming changes and their 
testing pursuant to CMS and internal audit results. 

 Increased data reporting provisions related to Stars adherence and other special 
programs should be included.

 Pricing arrangements, rebate percentages, and administrative costs are also included 
and should be carefully reviewed to ensure full cost disclosure.

 The same level of focus should be applied to related entity agreements.
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PBM DELEGATION – RISK AREAS

 Formulary Administration 

• Consistent implementation and administration of approved formularies including all 
DUR edits

• Improper rejects causing issues in CDAG

 Attestations

• Prescription Drug Event (PDE) data
• TrOOP

 Claims Pricing and Processing and PDE Reconciliation

• Health plans must have mechanism(s) by which they can audit the PBM’s claims 
processing methodology

 Manufacturer Rebates, Pricing Decisions, and Transparency

• Health plans must report 100% of remuneration it receives including PBM price 
concessions which includes the manufacturer rebates paid for Part D drugs including 
any portion retained by the PBM for services.

 Coverage Determinations, Appeals, and Grievances

• CMS requirements for timeliness and accuracy
• Clinical decision-making support
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COMPLIANCE PROGRAM REQUIREMENTS

CMS Compliance Program Requirements are at 42 C.F.R. §423.504 and 
include:

• Requirements
• Written Policies, Procedures, and Standards of Conduct
• A Compliance Officer and Committee who report directly to the chief 

executive and the board
• Effective training and education for employees and FDRs (including Fraud, 

Waste, & Abuse training)
• Effective lines of communication
• Well publicized disciplinary standards
• Effective systems for routine auditing and monitoring
• Effective system for prompt response, investigation, and correction of 

issues
• Common Solutions

• Some companies that own and operate PBMs have chosen to incorporate 
these elements into the over-arching corporate compliance program or 
develop one that is specific to the Part D business.

• In either event, a key element of the compliance program should address 
MA Fraud, Waste, and Abuse mechanisms and oversight of sub-
delegation.  
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COMPLIANCE PROGRAM REQUIREMENTS 
Element Key Issues

Compliance 
Officer/Committee

• The key issue is that the P&Ps fit the PBM’s business and compliance risks 
and are not “off the shelf” but instead are documents that are implemented

• The compliance P&Ps should include: corrective action and referral to gov’t 
agencies, record retention, OIG/GSA exclusions, detection of FWA and 
overpayments, sponsor pricing decisions including rationale, P&T, and 
working with NBI MEDICs, data certification processes, commitment to 
comply with Federal and state statutes and regulations 

• Process is needed to share Plan Code and P&Ps with FDRs within 90 days of 
hire or at contracting 

• Dedicated Part D CO strongly recommended with proper reporting authority to 
develop, operate and  monitor the Compliance and FWA program

• Compliance Committee overseen by CO that advises on Part D compliance 
implementation

• How does the PBM document general compliance information communicated 
from the Part D Sponsor as well as CMS?

• Content should include pertinent laws (i.e. False Claims Act, Anti-Kickback 
Statute), as well as how to detect FWA in the pharmaceutical industry context 
and what to do if it is detected

• Retention of training records including any deeming material to document 
delivery at initial employment and annually thereafter

2

Written P&Ps and 
Standards of 
Conduct

1

Effective Training 
Programs

3
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COMPLIANCE PROGRAM REQUIREMENTS
Element Key Issues

Effective Lines of 
Communication

4
• Establish and document hotline for employees, subcontractors, and 

beneficiaries

• Conduct prompt investigations

• Track FWA complaints

• Implement P&Ps for working relationships with CMS, NBI MEDICs, and law 
enforcement

• Often these issues emanate with PBM Pharmacy audit, and Plan Sponsors 
need to be able to deal with potential overpayments

Well Publicized 
Disciplinary 
Guidelines

5 • Mechanisms to encourage reporting of potential FWA issues include posters, 
newsletters and intranet

• Target audience is employees, leadership, and downstream entities

• Materials must describe mechanisms to report FWA (mainly the hotline) and 
reinforce the non-retaliation policy and protection of caller anonymity
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COMPLIANCE PROGRAM REQUIREMENTS

Element Key Issues

Effective Internal 
Auditing

6 • Part D Sponsors must have a strategy and work plan and describes how 
audits of first tier entities will be performed 

• Key distinction is made between auditing (formal review against internal or 
external standards) and monitoring (ongoing reviews to ensure corrective 
actions)

• Audits should begin with risk assessment and follow-through to development 
of an audit work plan 

• Sponsors are encouraged (Best Practice) to request FDR audit summaries 
and work plans 

• A key area of focus is on which Part D functions will be audited by the Plan 
and which ones will be audited by the PBM (e.g. pharmacy desk reviews)

• CMS Program Audit protocol detects missed hand-offs between the two 
parties

• Audit risk areas are broad, ranging from plans to manufacturers and PBMs, 
and include claims processing, pricing, rebates, formulary, P&T committee, 
and bid data

• Methods should include data analysis and retrospective audit by independent 
auditors 

• Plans should seek written assurances that subcontractors have adequate 
audit work plans in place for any areas in which they have the audit 
responsibilities

− 15 − 

COMPLIANCE PROGRAM REQUIREMENTS

Prompt FWA 
Response and 
Corrective Actions

Element Key Issues

8

Effective Monitoring

7 • Key focus is on monitoring subcontractors through data reports such as 
payment reports, DUR reports, prescribing patterns, and geo analyses

• Strong attention to data analysis and claims edits to establish baseline levels 
and detect outliers and trends

• Data analysis still area for improvement to avoid CMS program audit findings

• Procedures should include referral of fraudulent conduct to CMS or NBI 
MEDICs, cooperation with law enforcement, identification and repayment of 
overpayments

• Part D Sponsors have to ensure that corrective actions were taken by FDRs 
and this includes continued monitoring after their implementation dates

• SIUs play an important role in this section

• Removal of employees or subcontractors found to have previously been 
engaged in FWA 
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Overview and Lessons Learned from CMS 
Part D Program Audits
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OVERVIEW OF CMS’ PROGRAM AUDIT PROTOCOL

 Over the past two years, CMS has introduced and implemented a protocol around its 
risk-based program audits for Medicare Advantage and Part D health plan sponsors.

 The program has shifted from a process and documentation-based review to one that is 
an intensive, real time, live system audit that tests the daily compliance and operations 
of MA and Part D plans.

 CMS conducted approximately 30-40 of these audits per plan year starting with 20 plan 
sponsors determined to be in the “worst performer” category for the 2012 plan year. 

 The aggressive timing and volume add to the urgency of the audits for plans, their 
business partners, and CMS.

 These audits are completely outcomes-based and contingent upon performance using 
targeted transactions with live rulings of “pass” or “fail” on each case. 
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OVERVIEW OF CMS’ PROGRAM AUDIT PROTOCOL

 CMS’ audit strategy now focuses on key performance areas instead of all operational 
areas as in the past.

 These areas have high beneficiary tough points and risk of beneficiary harm.  The areas 
for 2013 include:

 Part D Formulary and Benefit Administration

 Part D Coverage Determinations, Appeals, and Grievances

 Part C Organization Determinations, Appeals, and Grievances

 Special Need Plans (SNP) – Model of Care (SNP-MOC)

 Part C and Part D Outbound Enrollment Verification Calls (OEV)

 Part C and Part D Compliance Program Effectiveness

Areas of Review 
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OVERVIEW OF CMS’ PROGRAM AUDIT PROTOCOL 

 CMS uses multiple resources from regional offices as well as contractors in certain 
cases to perform these audits.

 CMS extended the total audit time to two weeks and will conduct the Compliance 
Program Effectiveness audit onsite. 

 The remaining audits are conducted via simultaneous Webinars giving CMS direct 
visibility into plan systems while reviewers ask questions and go over sample cases via 
phone conference.

 Plans need to ensure proper staffing levels and access to systems to allow CMS to 
navigate during the live sessions. 

 The focus on CMS Audit Guides has been replaced by a focus on regulations and 
mainly policy guidance in the form of the Medicare Managed Care Manual, HPMS 
memoranda, and the Call Letter. 

 This wider review net means that plans must have a commanding knowledge of their 
authorities and be able to defend transactions and decisions against them. 

− 20 − 

SETTING THE STAGE: PRE-AUDIT SCHEDULING

■ The following is the audit process timing as provided by CMS:

Audit Process Timeframe

Engagement letter Day one

Follow up Call with Sponsor 48 hours after engagement letter

Audit Begins (Onsite and Webinar) 4 weeks from date engagement letter is sent

Draft Report Issued Approximately 30-40 days from conclusion of 
audit

Sponsor Comments on Draft Report 5 business days

Final Report Issued 2 weeks from receipt of Sponsor comments

Submit Corrective Action and Attestation 
Validation

90 days from receipt of Final Report Issued

Validation and Closing the Audit TBD by Validation Team upon receipt of 
corrective action and attestation. The audit 
will be closed upon completion of validation
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ONSITE AND WEBINAR REVIEW

 Generally, decisions are made in real time for each case.  However, the pause time 
between cases is long with some pending across several days.

 It is very important that plans keep copious records of the pass/fails for each of the 
areas and make sure that any pending cases receive prompt follow-up.

 As the pass/fail metrics are being determined, it is important that plans refer back to the 
Audit Notice and Attachments to determine how they are faring with regard to the 
threshold calculations.

 Should the plan disagree with the CMS reviewers’ determination on a particular case, it 
should be communicated either in real time or with the CMS audit lead onsite.

 Any disagreements should be firmly rooted and supported by regulation or citable 
references in the Manual or other documentation.
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NO TIME TO REST: IMMEDIATE CORRECTIVE ACTIONS 

 The Immediate Corrective Action Required or (“ICAR”) process is used for situations 
where there is significant potential for beneficiary harm (medical or financial). 

 CMS stated that when they identify significant beneficiary harm systemically across 
the organization due to inadequate policies, procedures, systems or staffing, this 
process is invoked.

 The ICAR process is employed in three different ways with disparate timing:

 During the Onsite - if an issue is uncovered that is perceived to be of the severity that 
would require corrective actions prior to the end of the day of review.

 Be prepared to deliver an “impact report” particularly in Formulary or CDAG.

 24-hr Correction – Typically post-onsite phase, an emailed letter to plan leadership 
that details areas uncovered during the audit that require specifics of how the plan 
will prevent recurrence and make impacted members whole.

 72-hr Correction – Similar to the 24 hour correction except for the level and amount of 
detail and corrective actions that are required.
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NO TIME TO REST: IMMEDIATE CORRECTIVE ACTIONS 

 The plan’s FDR's responses to these immediate corrective action requests are 
extremely important to the ultimate performance of the audit.

 Plans and PBMs must work diligently to marshal resources and convene project 
management teams to address the corrective actions and the response.

 It is very important that the plan communicate to CMS, both in talk and in deed, the 
seriousness of the issues uncovered and the plan’s commitment to fix them and prevent 
recurrence.

 Untimeliness of the response submission cannot be an option.  CMS can either 
disregard or move toward sanctions for any plan who does not comply with the 
turnaround time for the corrective actions.

 Use data analysis where possible to prove the correction.  It is much more effective to 
detail corrections with specific numbers than vague programmatic language (P&P 
changes etc.).
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THE MOMENT OF TRUTH: AUDIT REPORT

 Within 30-45 days from the exit conference signifying the end of the onsite phase of the 
audit, the plan will receive a formal CMS audit report.

 This report will be in “draft” form, meaning that it is available for plan comment.

 Any plan comments or questions regarding the audit report have to be formulated and 
returned to CMS within 5 days of the receipt of the draft.

 Plan comments, particularly if the plan disagrees with a finding, must be well supported 
through regulation or rule and be specific.

 Plans should carefully review the report against their onsite notes and cross-walk the 
Appendix A with a summary of the CAPs with the detailed body of the report to fully 
understand expectations. 

 The “final” audit report will be transmitted to the plan within two weeks of CMS receiving 
the plan’s comments.

 Once final, the report will not be changed or amended.
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REMEMBER US?:  VALIDATION AUDIT

 There are two paths for CAP Validation;

 For ICARs:  once the ICARs are accepted for Formulary Administration, CMS will 
request a universe of three days worth of rejected claims starting the day after 
corrections  were made.

 For ODAG and CDAG, plan will submit a 30 day universe beginning the day after all 
corrections were made. 

 Any areas that were not subjected to the ICAR process will go through the 90 day CAP 
validation process.

 Once the corrective action summary is received, CMS will schedule a “validation” audit 
to determine whether or not the corrections that have been attested to by the plan have 
actually occurred.

 The validation audit protocol is similar but limited to re-testing the areas found to be 
problematic. 

 Plans and PBMs should prepare for validation in a manner similar to the original audit 
and consider conducting their own validation prior to attestation.
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AUDIT SURVIVAL TIPS

 Analyze and monitor your transactions using the CMS templates/tools and include your 
delegates early.

 Locate personnel including delegates in the same physical space even through these 
are Webinars, to avoid technical issues.

 Overstaff for the audit to ensure enough resources are available to provide 
screenshots and other documentation.

 Screenshots provided one evening may lead to tomorrows “fail.” Therefore, careful 
review is required.

 Pay careful attention during pre-audit submission of previously disclosed issues as CMS 
will exclude them from testing and ICARs.

 Perform daily “wrap up” meetings with executives to ensure no surprises occur at the 
exit conference and to understand common themes.

 Carefully study data patterns for rejected pharmacy claims at issue in failed samples 
and fold into daily reject monitoring.
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LESSONS LEARNED: FORMULARY ADMINISTRATION 

Formulary Administration Common Issues 

Testing of 30 Rejected Claims 
(15 Non-Protected and 15 
Protected Class Drugs)

Main Goal is to test proper 
adjudication and posting of CMS 
approved formulary. 

• Inappropriate formulary edits (e.g. PA, ST, QL) that are not 
included in the approved formulary.

• CMS uses rejects as a window to the PBM system and set-up 
errors.

• If these edits are not correct, they likely will impact transition fills 
as well.

• The use of Type 2 and 3 PAs continue to present issues with 
“lookback periods” across multiple drug strengths and dose forms 
and other programming issues.

• Plans and PBMs need to determine drug lists carefully to not 
cause undue delays for Part D vs. Part B determinations.

• Unclear or incorrect POS additional or secondary messaging is 
also a concern. 



2/21/2013

10

− 28 − 

LESSONS LEARNED: FORMULARY ADMINISTRATION 
(CONT’D) 

Formulary Administration Common Issues 

Testing of 30 Rejected Claims 
(15 Non-Protected and 15 
Protected Class Drugs)

Main Goal is to test proper 
adjudication and posting of CMS 
approved formulary. 

• Reject reports are often not provided in usable formats and there 
can be a lack of coordination among parties related to taking 
action on rejected claims types.

• The use of high dollar or cost exceeds maximum edits continues 
to be an issue as they are not part of the formulary approval 
process.

• Safety edits are a new area of focus. There has been important 
interplay between CMS requiring edits to be relaxed, but not at 
the cost of safety edits.

• Plans also need to be mindful of the strong overlap between 
formulary administration and CDAG (e.g. todays reject is 
tomorrow’s coverage determination).

• There is strong overlap on behalf of CMS audit teams in terms of 
themes followed during audits.  Plans and their PBMs need to 
plan and coordinate for this accordingly.

• CMS has previously tested that proper formulary versions are 
posted. However, this is now a formal piece of the program audit.
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LESSONS LEARNED:  FORMULARY ADMINISTRATION 
(TRANSITION) 

Formulary Administration (Transition) Common Issues 

Testing of 15 New Member 
Transition Fill Cases  
(7 Non-Protected and 8 Protected 
Class Drugs)

Testing of 15 Continuing 
Beneficiary Cases (7 Non-
Protected and 8 Protected Class 
Drugs)

Main goal is to test that members 
receiving one time temporary 
transition fill were given 
appropriate and timely 
notification. 

• The use of automated transition logic that is the same for new 
members and continuing beneficiaries works well for many plans.

• Problematic edits are not always suppressed  during transition 
(e.g. high dollar, non-safety QL) leading to CAPs.

• The use of letter vendors and missed handoffs continues to lead 
to untimely notification.

• Issues with continuing beneficiaries include using history look-
back at a level that is too detailed (e.g. NDC vs. GPI).

• The use of unclear messaging to provide pharmacy direction 
continues to be an issue.
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LESSONS LEARNED:  COVERAGE DETERMINATIONS & 
APPEALS

Coverage Determinations/Appeals Common Issues 

Effectuation Timeliness: 
30 Cases (10 CD, 10 
Redeterminations, and 10 higher 
level)

Clinical Decision Making:
30 Cases (10 Standard CD, 5 
Standard Redeterminations,  5 
Expedited, 10 IRE Reversals)

Main Goal is to test timely notice 
to members and prescribers and 
full effectuation in system and 
proper clinical review and 
considerations. 

• Prior Authorizations entered with additional parameters that 
cause undue delays.

• Formulary Exceptions still not extended through end of plan year.

• Missed timelines for Part B vs. Part D determinations for MA-PD 
plans.

• Lack of retrospective review of coverage determinations and use 
of system reports to see which UM and other formulary limitations 
are causing backlogs.

• Due care has to be taken so that clinical reviews of administrative 
edits (e.g. high dollar) are not performed.

• Ensuring that clinical criteria match CMS approved protocols and 
that staff members are properly trained.

• Decision letters still lack clear, concise rationale in some cases.

• Prescriber outreach attempts are not always timely or tracked.
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LESSONS LEARNED:  GRIEVANCES

Grievances Common Issues 

Grievances:
30 Cases (15 Cases re: Drug 
Access and Pricing) 

Main Goal is to test proper 
identification, timely notice to 
members and appropriate and full 
resolution. 

• Oral grievance recognition, classification, and training

• Lack of training around misclassified grievances or cases 
processed as a coverage determination.

• Full resolution of all issues raised in a grievance.

• Lack of workflow and tracking systems at a task level to allow for 
full resolution of all issues in the case.
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SUMMARY

 In short, CMS has defined the concept of an “effective compliance program” for PBMs as 
one that maintains the ability to demonstrate compliant outcomes in Program audits, as well 
as many other audits. 

 The current environment is essentially a “pressure test” for the plan and their FDRs in the 
most extreme of circumstances.

 CMS’ position is and remains to be that the only way to truly determine how a plan is 
administering their contract is to test in this manner, forcing the plan and its FDRs to prove 
their compliance in real time.

 Proactive audit preparation, comprehensive follow through, and compliance with all audit 
requirements are essential for surviving this type of audit.

 Plans and their FDRs have been warned of the pitfalls involved with this audit, and it is up 
to them to properly avoid these issues and perform as expected.
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