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Editor’s note: Andrew Finkelstein is 
a Director of Corporate Compliance 
for Coventry Health Care in King 
of Prussia, Pennsylvania, where he 
focuses on vendor oversight. He may 
be contacted at abfinkelstei@cvty.
com or by phone at 610/290-1261.

In any business environment in 
which subcontractors are used, 
the quality and performance 

of the work they perform is vital to 
the success of the parent organiza-
tion. Whether retained to perform 
specific tasks or an entire business 
function, the specialization achieved 
through utilization of vendors is 
a key mechanism or incentive for 
any one or more of a variety of jus-
tifications. These may include cost 
reduction, risk mitigation, opera-
tional expertise, or quality improve-
ment, to name a few. Although the 
preceding are generally viewed as 
positive implications associated with 
subcontracting, there are negative 
ones as well. Offshore subcontracts, 
for example, carry a significant 
negative connotation in the poten-
tial loss of opportunity for similar 
domestic sources. Opponents also 
cite the potential for contractual 
non-compliance when important 
quality standards and benchmarks 
are not met. Regardless of the posi-

tive justification or potential down-
side risk, the significance of subcon-
tractors cannot be understated and 
is, in practice, highly utilized. 

It comes as no surprise then that 
the regulatory framework in which 
health care compliance resides 
has gone to significant lengths to 
attempt to govern these working 
relationships. Indeed, as the health 
care industry has moved in the 
direction of adopting compliance 
programs compliant with the 
Federal Sentencing Guidelines for 
Organizations (FSGO), so have 
the agencies that regulate these 
compliance programs. Notably, 
within the area of Medicare 
compliance, where the potential 
for harm resulting from subcon-
tractor operations may have direct 
impact on Medicare program 
beneficiaries, subcontractors, 
or “first tier, downstream, and 
related entities” (FDRs, as the 
Centers for Medicare & Medicaid 
Services [CMS] refers to them) are 
regulated with substantial compli-
ance responsibility and oversight. 
Indeed, as a condition for contract-
ing with CMS to offer Medicare 
benefits, plan sponsors must have 
compliance plans that enable them 
to follow federal regulations and, 

especially, to prevent fraud, waste, 
and abuse. These plans mirror the 
FSGO and, in practice, inherently 
include oversight of FDRs. The 
challenge for the Medicare compli-
ance professional is therefore not 
just to adhere to the responsibility 
within a plan sponsors compliance 
plan, but also to the regulatory 
and subregulatory guidance that 
attempts to weave its way in and 
out of a compliance program and 
the compliance plan elements. To 
this end, the gold standard of best 
practices is a robust and thorough 
Medicare FDR management pro-
gram that can withstand a dynamic 
Medicare landscape that requires 
keen regulatory navigational skills.

For each compliance plan element, 
just as a sponsor must ensure it 
is implementing the necessary 
requirement for itself, it should 
also view the elements in light of 
its FDRs. From a regulatory per-
spective, the final rule governing 
the Prescription Drug Program, 
for example, mandates that any 
contractual activity performed by 
an FDR be consistent and comply 
with the sponsor’s own contractual 
obligations. Because a sponsor’s 
contractual obligations include the 
presence of a compliance plan, so 
too, does an FDRs.

From a subregulatory perspective, 
and sticking with the Medicare 
Part D program, in Chapter 9 
of the Prescription Drug Benefit 
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Manual, the above provisions are 
echoed with more detailed respon-
sibility incumbent upon sponsors. 
Although Section 50.2.1 of the 
manual outlines what should be 
articulated within the sponsors’ 
written policies and procedures, 
including a code of conduct, this 
section enhances the requirement 
by informing sponsors they should 
“encourage” their FDRs to: 

 adopt and follow a code of 
conduct particular to their 
own organization that reflects 
a commitment to detecting, 
preventing and correcting 
fraud, waste and abuse in the 
administration or delivery of 
Part D benefits and to share 
their code of conduct with 
FDRs upon request in order 
to relay the Sponsor’s own 
commitment at preventing, 
detecting and preventing 
fraud, waste and abuse. 

I’ve added emphasis on the word 
“should” above because as legal 
statutory construction has taught 
us, although the word “must” is 
used to denote affirmative obliga-
tions to act, “should” is used to 
indicate actions that are strongly 
recommended. In practice, this 
is a serious consideration for the 
compliance professional. 

Whereas an ample amount of 
subregulatory guidance exists for 
the above written policy element 
and the requirements it imposes 

upon Compliance departments 
that oversee a sponsor’s FDRs, it 
is dwarfed by the significance that 
compliance with the “effective 
training and education” element 
has on sponsors. Try an experiment: 
Type “Medicare FDR Training” 
into Google and take notice of the 
results. Peppered with relevance, the 
results are demonstrative of the fact 
that FDR training is a cornerstone 
of a Medicare compliance program 
requiring substantial oversight with 
annual and ongoing monitoring. 

Effective January 1, 2009, both 
Medicare Advantage Organizations 
(MAOs) and Prescription Drug 
Plan sponsors were required to 
implement fraud, waste, and abuse 
training for all entities they are 
partnering with to provide benefits 
or services in the Part C and the 
Part D programs, not just to the 
direct employees within their orga-
nization, as was the then replaced 
requirement.1 Acknowledging the 
burden this might cause sponsors 
and their FDRs (based on the 
idea that sponsors were routinely 
subcontracting with some notable 
vendors that specialize in Medicare-
required functions), CMS encour-
aged sponsors to work together to 
provide standardized training—a 
concept that never manifested 
into any permanent solution. As 
a result, (as our experiment has 
demonstrated) nearly all sponsors 
have created their own version of 
fraud, waste, and abuse training, all 
containing content which CMS has 

“encouraged” sponsors to include. 
As the CMS guidance stated:

 Topics that should be addressed 
in a fraud, waste and abuse 
training program include: 

n Laws and regulations related 
to MA and Part D fraud, 
waste and abuse (e.g., False 
Claims Act, Anti-kickback 
Statute, HIPAA, etc.);

n Obligations of FDRs to have 
appropriate policies and 
procedures to address fraud, 
waste and abuse;

n Process for reporting to 
the MAO or PDP sponsor 
suspected fraud, waste and 
abuse in FDRs;

n Protections for employees of 
FDRs who report suspected 
fraud, waste and abuse; 

n Types of fraud, waste and 
abuse that can occur in FDRs.2

The cumbersome aspect to compli-
ance with this element is ensuring 
that your organization is able to 
demonstrate accountability to CMS 
that all of the above topics have 
been provided to all FDRs and 
that the FDRs have provided these 
materials to all of their employees 
and subcontractors. The industry 
standard for achieving compliance 
with this requirement has been to 
request that FDRs attest to these 
requirements. Language from an 
attestation might include requesting 
that a senior officer from an FDR 
certify to completing these require-
ments on behalf of the organization. 



Health Care Compliance Association  •  888-580-8373  •  www.hcca-info.org
February 2012

49

Although this entity level of dili-
gence might seem appropriate, in 
the eyes of regulators, is it enough? 
CMS has indicated that although 
it does not require documentation 
from FDRs or a certification pro-
cess, through its audit and review 
process, it will determine whether 
or not the training and education 
requirements were fulfilled. CMS 
will hold the Part D sponsor or MA 
organization responsible for fulfill-
ing this requirement regardless of 
whether FDRs certify to that effect.3 

As expected, this promise did 
manifest itself in 2010 with the 
highly anticipated CMS Compli-
ance Plan Audits, whereby CMS 
put plan sponsors through rigorous 
and extensive evaluations of their 
compliance programs, including a 
focus on FDR oversight. So how 
then could a sponsor satisfy its 
FDR requirements for CMS? In 
the absence of clearer guidance, at 
least one mechanism Compliance 
departments have used is audits in 
which actual evidence or records 
demonstrating compliance with 
sponsors’ training requirements 
(and attestations) are requested, 
reviewed, and validated. This 
evidence-based approach captures 
the requirements imposed upon 
sponsors’ FDR training programs. 
Indeed, procedures for internal 
effective monitoring and audit-
ing is another compliance plan 
element, and, in the context of 
training, one that is especially 

critical to the success of any FDR 
compliance effort. 

It may also be that more clear 
guidance is on its way. A recent 
OIG report posited several recom-
mendations to CMS regarding 
fraud, waste, and abuse training.4 
Although the subject and recom-
mendations of the report were 
specifically for pharmacies (down-
stream entities), CMS’s responses 
were universal in either addressing 
FDRs as a group or sponsors’ 
compliance programs as a whole. 
The resulting expectation from 
CMS is a reissuance of training 
responsibilities and assistance in 
effectively providing it, a welcomed 
addition to the current dynamic 
Medicare compliance landscape.

Whereas both of the preceding 
highlighted elements carry an 
arsenal of regulatory and sub-
regulatory interpretation, so, too, 
can any of the other elements not 
highlighted, and all in the context 
of FDR oversight. Coupled with 
the anticipated requirements CMS 
is forecasted to issue, a Medicare 
vendor’s Compliance department 
should prepare appropriately 
with an evidence-based toolkit to 
satisfy these critical elements. n

1. CMS Memorandum: Fraud, Waste and 
Abuse Training Requirements, October 
20, 2008

2. CMS Memorandum:  Fraud, Waste, and 
Abuse (FWA) Training Clarification, 
August 21, 2009

3. 72 Fed. Reg. 68700, 68707 (Dec. 5, 2007).
4. OIG: Medicare Prescription Drug Spon-

sors’ Training To Prevent Fraud, Waste, 
And Abuse, OEI-01-10-00060, July 2011  
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