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Are You Prepared to Pass a CMS Managed Care Audit?

James Cottos
The creation of the Medicare Parts C & D 

programs carried with it requirements to 
develop and implement an effective compliance 
program.1 These programs must be designed to 
protect the integrity of Medicare funds by pre-
venting fraud, waste, and abuse. Until recently, 
however, very little was done by the Centers 
for Medicare & Medicaid Services (CMS) to 
ensure participating prescription drug plans 
(PDPs) had all of the required elements in 
place to comply with government regulations.

The Offi ce of Inspector General (OIG) repeat-
edly has raised concerns about the noncompli-
ance of the plans and reported none reviewed by 
the OIG had adequately addressed the compli-
ance program requirements.2 In a second evalu-
ation of the issue, the OIG3 stated that CMS 
 oversight has been lacking and recommended 
CMS to conduct audits to ensure that the plans 
meet all applicable federal requirements. The 
U.S Government Accountability Offi ce (GAO) 
also has noted a failure of PDP compliance in a 
March 3, 20104 report that was critical of CMS 
for not conducting the necessary oversight audits.

During 2010, CMS undertook aggressive 
actions to conduct audits of 30 plans that 
included the core compliance areas identifi ed 
by the agency. CMS employed Medicare Drug 
Integrity Contractors, or MEDICs, to lead the 
effort. The defi ciencies were so great that it led 
to the termination and sanction actions against 
several plans across the country.

Going forward, CMS has stated these audits 
will continue in 2011. Thus, if  your plan was 

not audited last year, you should strongly 
consider making sure your compliance plan is 
covering all of the required elements.

For those plans audited this year, the pro-
cess was standardized. An engagement letter 
was sent with an attached document request 
to be submitted to CMS within fi ve working 
days. The audits focused on whether the plans 
developed a comprehensive standalone fraud, 
waste, and abuse compliance program that 
included CMS’s core requirements. The fol-
lowing summarizes the core compliance areas 
published by CMS that have been the subject 
of  the audits:

• Enrollment/Disenrollment and Premium 
Billing

• Marketing/Agent Broker
• Appeals and Grievances
• Part D Formulary Administration
• Compliance Plans/Programs

For each of the core areas there are specifi c 
sets of requirements that must be met. The fol-
lowing provides summary information as to the 
factors considered for each area. 

To meet the enrollment/disenrollment and 
premium billing requirements, the plan must 
provide evidence and demonstrate it:

• is processing benefi ciary enrollment elections 
correctly and timely;

• is communicating correctly and timely with 
benefi ciaries concerning their enrollment 
elections;
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• is disenrolling benefi ciaries correctly and 
timely;

• has timely and appropriate disenrollment 
communication with benefi ciaries; and 

• complies correctly and timely with benefi -
ciary premium requirements.

To meet the marketing/agent broker require-
ments, the plan must demonstrate that agents/
brokers:

• are licensed and successfully passed back-
ground checks;

• have received training and passed tests on 
the plan material; and

• are subject to oversight that includes the data 
verifying appropriate compensation being 
paid.

For the appeals/grievances and coverage 
determination requirements, the plan must 
demonstrate it is processing:

• benefi ciary Part D grievances correctly and 
timely;

• requests for coverage determinations cor-
rectly and timely; and 

• requests for re-determinations correctly and 
timely.

To meet Part D formulary requirements, the 
plans must demonstrate they are:

• applying the transition process in accordance 
with CMS requirements;

• administering the CMS-approved Part D 
formulary benefi ts properly;

• including all protected class drugs in their 
administration of the formulary; and 

• in compliance with CMS requirements for 
the Pharmacy and Therapeutics Commit-
tee and they are appropriately involved in 
formulary management decisions.

A considerable focus has been place on 
the compliance plan requirements. The 
audits examined whether the plans adopted 
and implemented an effective compliance 
program that included measures that prevent, 
detect, and correct noncompliance with 

CMS’s  program requirements, as well as 
 measures that prevent, detect, and correct 
fraud, waste, and abuse. The audits included 
determining whether the plans can evidence 
having:

• written policies, procedures, and standards 
of conduct articulating the organization’s 
commitment to comply with all applicable 
federal and state standards;

• designated a compliance offi cer and Com-
pliance Committee accountable to senior 
management;

• an effective compliance education and train-
ing program for employees, contractors, 
agents, and directors;

• effective lines of  communication between 
the compliance offi cer and the organiza-
tion’s employees, contractors, agents, direc-
tors, and members of  the Compliance 
Committee;

• enforced the standards of conduct following 
well-publicized disciplinary guidelines;

• an effective internal monitoring and audit-
ing process and conducted risk assessments 
that include an assessment related to fraud, 
waste, and abuse; and

• procedures for ensuring prompt response 
to detected offenses and development of 
corrective action initiatives and a process 
in place to identify individuals and entities 
excluded from participating in federal health 
care programs.

The key to all the CMS reviews is suffi cient 
evidence of meeting the requirements. Adopt-
ing some standardized plan and calling it your 
own will not suffi ce. In fact, any “painting by 
the numbers” compliance program will not 
pass muster. There must be a real program to 
address all the core areas established by CMS 
that can stand up to outside testing.

If  your plan is able to meet all of these 
requirements, then you are prepared to meet 
the challenge of any CMS audit. If, however, 
you are lacking in any of these required areas, 
you need to address them immediately. The 
timeframe between the receipt of the engage-
ment letter and the beginning of the onsite 
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audit will not allow you enough time to  correct 
any defi ciencies. The audit time period will 
end prior to the date of the engagement let-
ter. Therefore, any new changes in policies or 
processes implemented after receipt of the 
engagement letter will not satisfy the CMS 
requirements and will be considered a fi nding 
for the audit. ■

James Cottos worked as a MEDIC Compliance Team 
Leader for several of the 2010 CMS plan audits. He 
is a former HHS OIG Chief Inspector and Regional 
 Inspector General for Investigations and currently 

serves as Senior Vice President for Strategic Man-
agement Services (www.compliance.com). For more 
information, contact him at 703/599-5283.
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