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ABOUT  SANOVIA  

ü  Founded by Pharmacists in 2003 

Broad experience in managed care pharmacy, 
specialty pharmacy, healthcare insurance and 
decision-technology applications  
 

ü  Products and Services 

Focused on Pharmacy UM ð Improving 
consistency and quality of decision making 
while reducing administrative costs.  
 

ü  Established and Growing Client Portfolio    

9 Customers managing over 10 million lives  
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DR. KIMBERLY MCDONOUGH  

üFounder and President of Advanced 
Pharmacy Concepts (APC) 

üOver 25 Years of Clinical and Pharmacy 
Benefit Management Experience 

üIn-Depth Knowledge of CMS Regulations 
and Audit Practices 

üAPC Government Programs Division ð 
Primary Contractor for CMS CO  

VCompliance and SNP Quality Measures 
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APC was named as 
one of the fastest 

growing companies in 
the country by 

 INC. Magazine  



PRESENTATION AGENDA  

üNew Focus Audit Strategy at CMS 

üLessons Learned from 2010 ð What to 
Expect in 2011 

üPotential Risks in Your Compliance Plan 

üHow to Prepare for Your CMS Audits  

üImpact of the STARS Rating System 
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üòThere was a Change (in Tone) and that 
Change is Intentionaló 

üPlans Will be Targeted for Audits if òCMS 
Believes There is a Risk to Beneficiariesó 

üExpectations of òReal-Time and Accurateó 
Enrollment Processes 

üòWe will be Watching Very, Very Closelyó 

(Jonathan Blum ð Director of the Center for Medicare Management) 

 

 

A N EW FOCUS AT  CMS 
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üNo Longer a òPaper Exerciseó: 
VCMS Expects a Top=>Down Commitment to 

Achieving Compliance Standards  

VòEffectiveness is a Top CMS Priority1ó  

VThe New Agency Motto is òShow Meó 

VMonitoring Must Be a Proactive Business 
Imperative  

VReactive Monitoring (Just Confirming Results) is 
a Thing of the Past  

üWhy The Heightened Priority? : 
VCritical Feedback from the HHS OIG and GAO  

 

 

A N EW FOCUS AT  CMS 

(1)Vernisha Robinson ð CMS Program Compliance & Oversight Group  
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Changes in the Process 

üVery Aggressive Timelines 

VOne Week or Less to Gather Documentation 

VBetween 10 and 30 CMS and Contracted 
Auditor Arrived On -Site One Week After 
Documents Received 

VMultiple Requests for Additional Documents 
While On -site 

VAll Hands On Deck!  

LESSONS LEARNED  FROM 2010 
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Changes in the Process (conõt): 

üRisk Profile Methodology  

VSelection of Plans for Audit Based on 
Targeted Risk Factors 

VPerformance Risk / Geographic Risk  

VFraud, Waste & Abuse Program Focus for 
Plans in Historical High -Fraud Regions 

VCompliance Audits Were Sometimes 
Combined with Operational Performance 
Reviews 

LESSONS LEARNED  FROM 2010 

Source: CMS 2010 Medicare MA & PDP Fall Conference ð 9/8/2010 
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Changes in the Process (conõt): 

üNew Documentation Requirements:  

VList of All Employees and Contact 
Information  

VAll Reporting Provided to the Compliance 
Officer  

VAll Reporting Provided to the Board of 
Directors and Senior Management from the 
Compliance Officer  

VInternal Risk Assessment(s) 

LESSONS LEARNED  FROM 2010 
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Trends Found in Part D Audits:  

üLack of Communication with Delegated 
Entities  

VMissing Standards of Conduct 

VNo Training or On -going Education on 
Compliance  

üPolicies & Procedures Out of Date 

üFailure to Conduct Internal Risk 
Assessment 

üLack of Senior Management Oversight 

LESSONS LEARNED  FROM 2010 
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Trends Found in Part D Audits (conõt): 

üProblems in Meeting Part D Transitional 
Fill Requirements 

VImproper Reliance on the Annual Notice of 
Change to Transition Beneficiaries 

VCoding Errors when Implementing New 
Formularies 

VErrors in Enrollment Dates Resulting in 
Denials of Transitional Fills  

 

 

LESSONS LEARNED  FROM 2010 
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üKey Audit Areas for 2011: 
VEnrollment & Disenrollment  

VAppeals & Grievances 

VMarketing Activities  

üObjectives: 
VContinue the Trend of Decreasing Beneficiary 

Complaints  

VMore Real-Time Assessments to Determine if a 
Plan is in Trouble 

VEnsure That a Meaningful and Effective 
Compliance Plan is in Place 

2011 CMS AUDIT  STRATEGY 



13 

üIncreased Oversight: 
VMore intense data-driven targeting of areas 

of known risks (operations, delegated entities, etc.)   

üMore Targeted Audits:  
VNew outcomes-based approach to evaluating 

effective oversight 

üEvaluation of Internal Controls:  
VAnything that could impact a beneficiary  

VOperations, delegated entities, agent/broker 
marketing activities, timely and accurate 
ANOCõs/EOCõs 

 

WHERE ARE THE RISKS IN  2011? 
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üRigorous Review of Compliance Plans: 
VTargeted reviews to ensure appropriate metrics, 

internal controls monitoring and reporting are 
implemented and supported with Executive 
sponsorship 

VEvidence to Support that Compliance Monitoring 
is òA Daily Routine 1ó 

VObservation of a òCulture of Complianceó and 
Commitment to all Federal and State Standards  

üCompliance Training Programs : 
VComprehensive education initiatives for Chief 

Compliance Officers and support staffs   

 

WHERE ARE THE RISKS? 

(1)Vernisha Robinson ð CMS Program Compliance & Oversight Group  
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V Description of Compliance 
Expectations Imbedded in 
Standards of Conduct 

V Documentation to Support Formal 
Implementation of Program  

V Guidance for Employees for 
Dealing with Potential or Real 
Compliance Issues   

V Communications Plan for 
Informing Appropriate Personnel  

V Description of Investigation and 
Resolution Process 

 

COMPLIANCE  PLAN  CHECKLIST 

òEasy Target for Auditors to Pick On...ó 
JoAnn Bogolin  ð Managing Director  
Ingenix Consulting  
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V Needs to Report to the Governing 
Body of the Organization (Board, 
Senior Management Team, et al) 

V Should Not Report to General 
Counsel 

V New Language Allows CO to be 
Employee of an Affiliated Entity  

V CO Can Not Be Subcontracted to 
an Outside Party (deemed by 
CMS as ònot acceptable) 

 

COMPLIANCE  PLAN  CHECKLIST 
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V Training Must be Conducted At 
Least Once Annually 

V New Language Specifically States 
that Training Must be Conducted 
for all Board Members, Senior 
Manager/Administrators, New 
Employees and Downstream/ 
Affiliated Entities  

V Requirements for Delivery of New 
Employee Training Remain 
Liberal  

 

COMPLIANCE  PLAN  CHECKLIST 
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V Needs to Conform with New 
Language Requirements for 
Standards of Enforcement 

V Must Provide Examples of Non -
Compliant or Unethical Behavior  

V Ensures Timely and Effective 
Enforcement Standards to 
Address Non -Compliance Actions  

 

COMPLIANCE  PLAN  CHECKLIST 

òCMS is looking for disciplinary 
Actions that are well publicized...ó 
JoAnn Bogolin  ð Managing Director  
Ingenix Consulting  
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V New Language from CMS States 
that Part D Plans must Implement 
and Effective System for Routine 
Monitoring and Identification of 
Risks 

V Methods Include Internal and 
External Auditing for Compliance 
Validation  

V Documentation of Process and 
Committee Participants Advised  

 

COMPLIANCE  PLAN  CHECKLIST 
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V Plan Sponsors are required to 
establish and implement Prompt 
Response Procedures for 
Compliance Issues 

V Must include provisions for 
Investigating potential Compliance 
problems and a process for 
Corrective Action to limit the 
potential for Reoccurrence 

 

COMPLIANCE  PLAN  CHECKLIST 
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NEW PART D A UDIT  CRITERIA 

PBM Oversight  

VDoes the Plan ensure that the PBM 
adhered to the correct plan designs and 
benefit structures during claims 
processing? 
VDoes the Plan ensure the PBM has 
priced claims in accordance with the 
network pharmacy contract terms?  

 

Low Income 
Subsidy (LIS)  

VDoes the PBM provide false or 
misleading  information regarding the 
number of LIS members in order to 
receive unwarranted payments?  
VAre there any delinquent 
reimbursements  to beneficiaries?  
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NEW PART D A UDIT  CRITERIA 

Direct  & Indirect 
Remuneration 

(DIR)  

VWhere are the risks for non -disclosed 
or misrepresented rebates including  
discounts, price concessions or other 
value-�D�G�G�H�G���´�F�R�P�S�H�Q�V�D�W�L�R�Q�µ���R�I�I�H�U�H�G��
by drug manufacturers?  

TrOOP  

VIs any beneficiary  status being 
manipulated in order to generate 
improper payments by CMS, including 
pushing the coverage gap into 
catastrophic coverage? 


