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CMS Draft Part D Fraud, Waste, Abuse Guidance, Part II: Implementation Issues,
Best Practices

BY MARCI HANDLER AND

LYNN SHAPIRO SNYDER

T his is the second article in a two-part series we
have authored that summarizes and analyzes the
recent publication by the Centers for Medicare and

Medicaid Services (‘‘CMS’’) of a draft Chapter 9 – Part
D Program to Control Fraud, Waste and Abuse, a pro-
posed chapter in the Medicare Prescription Drug Ben-
efit Manual.

This second part of our article:
s provides a closer look at the regulatory require-

ments for a ‘‘fraud, waste and abuse’’ (‘‘FWA’’) pro-
gram for Medicare Part D plan sponsors;

s addresses the areas of CMS’s draft FWA chapter
that raise interesting or complex implementation is-
sues; and

s describes examples of where the Part D compli-
ance guidance may come to reflect ‘‘best practices’’ for

plans that participate in other federal health care pro-
grams.

I. Regulatory Requirements for Part D Plans to
have Fraud, Waste and Abuse Programs

As we discussed in Part 1 of this article, the Medicare
Prescription Drug, Improvement, and Modernization
Act of 2003 (MMA) and implementing regulations re-
quire that all organizations under contract with CMS to
sponsor a Medicare Part D drug benefit program
(‘‘sponsors’’ or ‘‘plans’’) have a comprehensive plan to
detect, correct and prevent fraud, waste and abuse.

In implementing this requirement, the final Part D
regulations require each plan to develop a compliance
program and specifically list the required elements of
each plan’s mandatory compliance program. This also
applies to the Part D fraud, waste, and abuse program.

In its draft chapter on the elements of a Part D FWA
program, CMS includes specific discussion about each
of the required elements. A discussion of each element
is set forth below.

s Written Policies and Procedures. The regulations
mandate that each Part D sponsor must have written
policies, procedures, and standards of conduct that ar-
ticulate the sponsor’s commitment to comply with all
applicable federal and state standards.

The draft FWA chapter explains that appropriate
written policies and procedures include a Code of Con-
duct plus additional policies or procedures. CMS is
clear that the sponsor’s senior management should
communicate a ‘‘strong and explicit’’ organizational
commitment to compliance standards and ethical cor-
porate behavior.

Having written standards in place with this commit-
ment helps mitigate the risks associated with the Part D
program. CMS expects that the written code of conduct
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will be approved by the sponsor’s governing body or by
a committee of the sponsor’s governing body.

The written code of conduct also has to be reviewed
periodically based on existing codes used in the indus-
try. CMS explains that the code of conduct should: (1)
clearly articulate the sponsor’s commitment to comply
with applicable statutory, regulatory and other Part D
program requirements: (2) delineate the sponsor’s ex-
pectations of employees and subcontractors involved in
the Part D business to act in an ethical and compliant
manner; and (3) include ramifications for failure to
comply.2 CMS explains that the code of conduct should
specify the disciplinary actions that can be imposed for
non-compliance, including oral or written warnings or
reprimands, suspensions, terminations and financial
penalties.

CMS’s draft chapter then addresses the 16 areas
where Part D sponsors should have written policies and
procedures ‘‘at a minimum.’’ These 16 areas include a
commitment to comply with the False Claims Act, Anti-
Kickback Statute, prohibitions on inducements to ben-
eficiaries and other applicable laws, regulations, ‘‘sub-
regulatory guidance’’ and other requirements, a process
to respond to potential violations of law within 30 days
after a determination of potential violation has been
made, a process to ‘‘ensure’’ that agents and brokers
are marketing in full compliance with applicable laws
and requirements, procedures for timely responses to
data requests from CMS, MEDIC and law enforcement,
a process to identify and repay overpayments, a process
to ‘‘ensure’’ full disclosure and ‘‘transparency’’ of pric-
ing decisions, policies for cooperating with CMS, MED-
ICS and law enforcement, procedures for corrective ac-
tions, record retention policies, a policy on commitment
to ‘‘legal’’ P&T Committee decisions and formulary de-
cisions based on clinical efficacy and appropriateness of
drugs over cost considerations and conflict of interest
policies for officers and directors and subcontractor of-
ficers and directors.

s Compliance Officer/Committee. The Part D sponsor
must designate a compliance officer and compliance
committee that is accountable to senior management.

CMS recommends that there be a full-time employee
at the Part D plans sponsor who is dedicated to oversee-
ing each plan’s Part D compliance program operations.
According to CMS, the Part D compliance officer should
have authority to report directly to the corporate com-
pliance officer (if separate from the Part D compliance
officers), the board of directors and the president or
chief executive officer.

CMS then provides 15 specific duties that should be
included in the job description for the Part D compli-
ance officer. Some of the specific duties include devel-
oping Part D written policies and procedures, reporting
at least quarterly to the board of directors, participating
in employee and subcontractor training, ensuring com-
pliance with sales and marketing requirements, devel-
oping methods for reporting of suspected fraud, re-
sponding to reports of potential instances of fraud, con-
ducting internal investigations into reports of potential
Part D fraud, coordinating personnel issues, maintain-
ing documentation for each report, and having author-
ity to seek advice from legal counsel.

A compliance committee for Part D also should be
convened, either within the existing structure of the
compliance committee or separately. CMS then lists
eight responsibilities for the Part D compliance commit-
tee.

These include developing strategies to promote com-
pliance, overseeing internal controls, supporting the
Part D compliance officer’s staff and resource needs,
ensuring up-to-date compliance policies, ensuring that
the plan has a system for employees to report potential
FWA confidentially without fear of retaliation, review-
ing reports of monitoring and auditing of areas at risk
for fraud, waste or abuse.

CMS makes clear that the compliance officer and
compliance committee functions may not be subcon-
tracted out to another organization, affiliated or not.

s Effective Training. The Part D Sponsor must provide
effective training and education between the Part D
Compliance Officer and organization employees, sub-
contractors, agents and governing board directors who
are involved in the Part D benefit.

According to CMS, all persons involved with the Part
D benefit, including subcontractors’ employees, should
receive general compliance training. Subcontractors
should be permitted to attend the Part D plan sponsor’s
training or they must agree to conduct their own Part D
compliance training.

General compliance training of at least two hours in
length should be provided upon initial hire, at the time
of contracting or upon initial adoption of a compliance
program, and annually thereafter as a condition of em-
ployment or contract.

In addition, annually specialized training at a mini-
mum of four hours in length must be provided for em-
ployees, subcontractor employees, directors and agents
engaged in certain functions, such as marketing, ap-
peals, calculating TrOOP, making negotiated prices
available to members, payment reconciliation, submit-
ting data to CMS, negotiating rebates with manufactur-
ers, and other areas.

s Effective Communication. The Part D sponsor must
have effective lines of communication between the
compliance officer and the organization’s employees,
subcontractors, agents, directors, and members of the
compliance committee.

CMS explains that Part D sponsors must have a sys-
tem in place to receive, record and respond to compli-
ance questions and reports of (potential or actual) non-
compliance from employees and contractors. The sys-
tem must maintain confidentiality and allow anonymity
if desired, without fear of retaliation. Hot lines or mail
drops are examples given of such systems.

Effective communication about how to report compli-
ance concerns and actual or suspected misconduct also

2 According to CMS’s draft FWA chapter, each Part D plan
sponsor’s code of conduct also should inform contractors, em-
ployees, and governing body members of their obligation, at
times, to report ‘‘violations of law and policy’’ to CMS, its re-
sponsible designee such as the Medicare Drug Integrity Con-
tractors (MEDICs) (an organization that has contracted with
CMS to perform specific Part D program integrity functions,
auditing and antifraud and abuse efforts) and/or law enforce-
ment (we discussed the role of the MEDICs in more detail in
Part 1 of our article). See draft FWA chapter at section
50.2.1.1. CMS also states that sponsors should notify MEDICs
of ‘‘potential’’ fraud, waste or abuse following the conduct of a
‘‘reasonable inquiry’’ but not later than 30 days after the deter-
mination is made that a ‘‘violation’’ may have occurred. See
draft FWA chapter at section 50.2.8.2. It is not clear what stan-
dard CMS intends to apply to self-reporting of Part D fraud.
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needs to run between employees, subcontractors,
agents, directors and members of the compliance com-
mittee. Sponsors must have prompt follow-up investiga-
tion procedures in response to hotline inquiries and
other complaints and a complaint tracking system.
CMS states that sponsors must provide education to en-
rollees on FWA, as well.

s Discipline. The Part D sponsor must enforce stan-
dards through well-publicized disciplinary guidelines.

To help communicate the organization’s commitment
to compliance, CMS explains, the sponsor’s CEO and
senior management should be directly involved in de-
veloping standards for conduct.

In addition, the organization should use various
methods, such as newsletters, staff meeting topics, post-
ings, to encourage reporting of unethical or noncompli-
ant behavior. Clear and specific disciplinary policies
must be established.

According to CMS, all employees and subcontractors
should be told that violations of the Part D plan’s stan-
dards may result in termination of their specific rela-
tionship with the plan.

s Auditing and Monitoring. The Part D sponsor must
have procedures for effective internal monitoring and
auditing.

CMS’s position is that sponsors must have an inter-
nal monitoring and auditing program to protect against
Part D fraud, waste, and abuse and to help mitigate the
sponsor’s and subcontractors’ liability. There should be
developed a workplan to assure adequate monitoring
and auditing activities.

The workplan should include information regarding
all necessary aspects, such as internal audit department
requirements, schedule and methodology for audits,
and types of audits to be carried out. CMS’s position is
that any sponsor that does not have an internal audit
department should consider establishing one.

Audits should include desk and on-site audits, as well
as unannounced spot checks. Risk areas should be
identified for this purpose. Response to audits and cor-
rective action to audit results must occur.

CMS is clear that the workplan should include a
strategy for monitoring and auditing the activities of
subcontractors, as well. This will prove to be very chal-
lenging for the plans.

In particular, CMS recommends that audits should
include a review of documentation such as prescrip-
tions, invoices, pharmacy licenses, claims transaction
records, signature logs, purchase records, negotiated
prices, minimum standards for pharmacy networks un-
der state laws, as well as subcontractor contracts, re-
bates, discounts, and other relevant data.

Sponsors should conduct interviews with subcontrac-
tor staff to gauge whether applicable Part D require-
ments are being met.

Other aspects of the monitoring and auditing pro-
gram discussed in the draft FWA chapter include use of
data in oversight analysis, claims processing system
recommendations, identifying providers with a history
of complaints, denying claims for drugs prescribed by
an excluded provider, developing prompt responses to
detected offenses and corrective action plans, conduct-
ing timely and reasonable inquiry of detected offenses.

In this discussion, CMS also addresses recommended
procedures for sponsors to report fraud, waste, or
abuse to MEDICS. CMS encourages sponsors with spe-
cial investigation units to investigate potentially fraudu-

lent activity so they can make a determination whether
potential fraud or misconduct has occurred.

Where the sponsor has limited resources and cannot
make such a determination whether conduct has risen
to the level of potential fraud, CMS says that the spon-
sor still should refer the suspect activity to the MEDIC
for investigation. CMS also encourages sponsors to
consider reporting conduct to government authorities
such as the Department of Health and Human Services
Office of Inspector General (OIG) or Department of Jus-
tice (DOJ).

s Fraud Reporting. Sponsors must have a comprehen-
sive fraud and abuse plan to detect, correct, and pre-
vent fraud, waste, and abuse. The fraud and abuse plan
should include procedures voluntarily to self-report po-
tential fraud or misconduct related to the Part D pro-
gram to the appropriate government authority.

CMS states that self-reporting of fraud, waste and
abuse is a ‘‘critical element’’ to an effective compliance
plan. According to CMS, if, after conducting a reason-
able inquiry, the Part D sponsor determines that ‘‘po-
tential’’ fraud or misconduct has occurred, the conduct
should be referred to the MEDIC promptly, but no later
than 30 days after the plan has made a determination
that a violation ‘‘may have occurred.’’

This means that the plans need to act quickly and
have sound decisionmaking procedures so that such de-
terminations are made timely for timely reporting.
Sponsors also are encouraged to report the conduct to
other government authorities such as the OIG or DOJ.

II. Key Implementation Issues Arising Under the
Draft FWA Chapter

Based on the level of detail specified by CMS in the
draft FWA chapter, we suggest that Part D plans de-
velop a ‘‘matrix’’ that breaks down the draft FWA chap-
ter requirements into action items. The matrix also
needs to assign staff and set forth a time table for
completion of each item.

Each item needs a ‘‘team leader’’ who ultimately is
responsible for keeping items on track and for report-
ing progress to the compliance officer (or senior man-
agement or whoever the plan determines needs to be
kept apprised of developments). The compliance officer
should be the one responsible for identifying and re-
solving any implementation challenges as the project
unfolds. There needs to be clear accountability for this
process.

We propose that, given the breadth of the FWA pro-
gram elements described by CMS in the draft FWA
chapter, it might be helpful to Part D plans to break
down the elements into a few broad categories of re-
quirements. Each of the broad elements comprising the
draft FWA chapter then needs to be reviewed under the
draft FWA chapter to determine what actions should be
taken in order for the Part D plan to satisfy the require-
ments set forth by CMS.3

Breaking down the draft FWA elements also might
help determine who at each plan needs to take respon-

3 We discussed in more detail in Part 1 of this article other
suggestions for Part D plans on how to move forward, includ-
ing considerations for staffing the Part D compliance officer
function, conducting a ‘‘gap’’ analysis for Part D compliance,
developing protocols for interactions with the MEDICs, and
initial thoughts on addressing the subcontractor oversight re-
quirements.
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sibility for the various activities. We suggest the follow-
ing four general categories as a framework for this pur-
pose: (1) updating code of conduct, policies and proce-
dures, and training activities, (2) developing and
implementing auditing and workplan activities, (3) ad-
dressing subcontractor requirements, and (4) establish-
ing internal investigation and voluntary reporting pro-
cedures. Other categories or subcategories also might
be applicable, depending on the particular plan’s struc-
ture.

For example, updating the code of conduct and devel-
oping Part D training materials might require the time
and attention of the plan’s compliance department staff,
while developing auditing and workplan agendas likely
would involve the plan’s internal audit department.

Addressing subcontractor oversight necessarily re-
quires the contracts staff to be involved, along with
other relevant operational unit staff, such as pharmacy
claims and appeals staff if the subcontractor is a PBM.

Establishing internal investigation and reporting pro-
cedures likely needs direction from the compliance
committee and also might require input from in-house
or outside health care regulatory counsel. Developing
disciplinary measures for employee non-compliance
needs the attention of the human resources department,
while responsive measures for subcontractor non-
compliance sounds like an issue for the contracts de-
partment to address.

On the issue of timetable for completion, we would
hope that CMS will provide more direction in its revised
final published chapter, which we hope will be pub-
lished shortly.

An important issue that needs clarification from CMS
is the extent to which a Part D plan seeking to renew its
Part D contract with CMS will be required to have
implemented a completed FWA program as a condition
of being awarded a 2007 benefit year contract renewal,
or whether CMS will be satisfied with plans that have
developed an adequate ‘‘game plan’’ for implementing
their FWA program over a reasonable, but more ex-
tended, time period.

On this issue of timetable, we note that CMS recently
published ‘‘DRAFT 2007 MA, MA-PD and PDP Call Let-
ters’’ (draft Call Letters) to Part D plans that state,
among other things, that CMS will issue contract re-
newal notices to Part D plans sponsors prior to May 1,
2006, to those sponsors that ‘‘we have determined con-
tinue to be qualified to hold a contract during 2007.’’

CMS explains that Part D plan sponsors are not re-
quired to apply for a contract renewal, as CMS will
make the determination based on an evaluation of each

sponsor’s ‘‘compliance with its contract.’’ As Part D
plans are required by regulation to establish FWA pro-
grams, and now that CMS has published its draft FWA
chapter, the question raised is the extent to which CMS
will be reviewing plans’ FWA compliance programs in
connection with its review for 2007 contract renewals.

CMS’s draft Call Letters provide some additional
guidance in this regard. The draft Call Letters include a
section on compliance and monitoring where CMS
states that, beginning January 2007, CMS will specify
key elements that must be included within the required
components of a compliance plan as described in the
regulations at 42 C.F.R. 423.504(b)(4)(vi).

CMS adds that compliance plans will be reviewed for
these requirements as part of the regular monitoring/
auditing of plans. The draft Call Letters then re-state
the required elements of a Part D compliance program,
which we discussed above in connection with the draft
FWA chapter.

III. Part D FWA as Potential ‘Best Practices’ for
Plans Offering Other Federal Health Care
Programs

There are other federal health care programs that
rely on private health plans to administer health ben-
efits similar to the Medicare Part D program. Examples
that come to mind include Medicaid managed care
plans, FEHBP plans, and plans under the Tri Care pro-
gram.

Each of these other federal programs, in its own way,
has discussed compliance or program integrity obliga-
tions. Some provide more detail than others. However,
the draft FWA chapter just issued by CMS includes an
even greater level of specificity as it relates to having an
‘‘effective’’ corporate compliance program under these
circumstances.

Therefore, such other plans may want to review these
CMS pronouncements with an eye towards using the fi-
nal FWA chapter as a potential best practice.

For example, CMS has an extensive discussion in the
draft FWA Chapter about the need for Part D plan over-
sight and contractual controls over subcontractors as
well as subcontractor training There appears to be an
effort to do more than merely include contractual prom-
ises to comply.

There is emphasis on monitoring and auditing a sub-
contractors’ performance. This may be an area other
plans may want to focus on in order to improve their
own compliance effectiveness even under these other
federal government health programs.
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