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I f you are part of a compliance team in 
a Medicare Managed Care Plan or a 
Prescription Drug Plan (also known as 

a Sponsor), you are undoubtedly familiar 
with the Compliance Program Guidelines1 
(Guidelines) and Chapters 21 and 9 (the chap-
ters) in the Medicare Managed Care Manual 
(MMCM).2 Section 50 of the MMCM neatly 
communicates the elements of an effec-
tive compliance program, including Section 
50.1 — Element I: Written Policies, Procedures 
and Standards of Conduct. However, the 
remainder of Section 50.1 provides little detail 
about what written policies and procedures a 
compliance program should implement. 

The Centers for Medicare & Medicaid 
Services (CMS) has always maintained that the 
guidance in the chapters is intentionally vague 
to allow Sponsors the freedom to draft a com-
pliance program that can be tailored to fit their 
individual organizations. Having the good 

fortune of knowing the authors of the 
chapters, I believe their rationale is 
both fair and reasonable. However, 
the vague nature of the guidance 
provides some anxiety for many 
Sponsors, especially the smaller ones. 

I have often asked myself the 
question, “If I was hired by a Sponsor 
to be its compliance officer, what poli-
cies and procedures would I create to ensure 
my compliance program was effective?” After 
spending the last six years in a consulting 
capacity, I was recently hired as a Director of 
Compliance. I no longer need to ask that ques-
tion. Instead of wondering, I am now updating 
policies and procedures for the organization’s 
compliance program. This has given me the 
opportunity to answer my own question.

The Seven Elements
The Guidelines consist of seven elements 
of an effective compliance program, which 
are based upon Chapter 8 of the Federal 
Sentencing Commission’s November 1, 2007 

by Scott Robinson, CFE, CHC, CPA

Writing specific policies for 
the Seven Elements, Part 1: 
Elements I and II

 » CMS’s Compliance Program Guidelines are purposely general in nature to allow Sponsors to tailor their compliance 
programs to their own organization.

 » Sponsors should create policies and procedures around the seven elements of an effective compliance program in a 
manner or level that is most comfortable for them. 

 » Policies and procedures should include the guidance CMS provides in the Guidelines.
 » The policies and procedures should be distributed to all employees when they are created, when they are updated, 
and annually thereafter. 

 » Do not forget to distribute the policies and procedures to your temporary employees, volunteers, board members, 
C-suite management, and delegated entities.

Scott Robinson (srobinson2@superiorvision.com) is the Director of 
Compliance at Superior Vision in Linthicum, MD.

Robinson



888.580.8373  hcca-info.org  57

C
om

pl
ia

nc
e 

To
da

y 
 

 F
eb

ru
ar

y 
20

18

Guidelines Manual.3 It would be easy to create 
one, all-encompassing compliance program 
policy and procedure or seven separate poli-
cies and procedures (i.e., one for each element). 
However, to do so would be to create an 
unnecessarily long and unwieldly document. 
A better method might be to break down each 
element of an effective compliance program 
and create policies and procedures that better 
reflect the different requirements within 
each element. 

It is important to ensure that the compli-
ance policies and procedures you create cover 
the guidance outlined in Chapters 21 and 9. 
You do not have to create a different policy for 
every requirement in the guidance. However, 
you should cover the primary guidance and 
supplement the policies and procedures as 
your compliance program matures. 

Before I share my ideas, I think it is impor-
tant for Sponsors to understand that although 
some of the information in Chapters 21 and 9 
is more vital than other information, nothing 
in the chapters is optional. Sponsors often mis-
interpret the regulations by misunderstanding 
the concepts of “must” and “should.” In fact, 
one need look no further than the very first 
page of the chapters following the table of con-
tents to see that the word “should” does not 
make a requirement optional: “In this chapter, 
the word “must” is used to reflect require-
ments created by statute or regulation. The 
word “should” is used to indicate expectations 
created by this guidance.” Simply stated, if the 
guidance indicates a Sponsor should do some-
thing, it is not optional. It is an expectation 
created by the guidance. 

That very information probably puts the 
guidelines in a different context for some 
Sponsors. There is no need to worry, because 
if you start with basic policies and procedures 
for each compliance program element and 
supplement moving forward, you will wind 
up creating policies for every must, might, 
should, and could in the guidance. 

Element I
As stated earlier, Section 50.1 of Chapter 21 
requires Sponsors to have written policies, 
procedures, and Standards of Conduct. The 
first thing to think about is what kind of 
procedures you should create around your 
policies and procedures. For example, what 
kind of numbering system and naming con-
vention are you going to use for your policies 
and procedures? You may want to include 
information in the policy related to who 
should review and approve policies, how often 
the policies should be reviewed and revised, 
and where you are going to show your revi-
sion history. Revision history is important, but 
it is something that Sponsors often forget. 

Section 50.1.3 of the guidance states, “In 
order to be effective, compliance policies and 
procedures and Standards of Conduct must 
be distributed to employees who support the 
Sponsor’s Medicare business. Distribution 
must occur within 90 days of hire, when 
there are updates to the policies, and annu-
ally thereafter.” Imagine, halfway through the 
year, distributing an updated policy to your 
employees who support your Medicare busi-
ness. The employees start looking at the policy 
and wondering why you have distributed this 
policy. After all, you provided the same policy 
six months ago during the annual compliance 
training. Providing a revision history some-
where in your policies will provide the concise 
information your employees need. It answers 
the question about why you are distributing 
this policy again, without much effort on their 
part. It does not have to contain a long descrip-
tion. It simply has to point the reader to the 
revision. It should be included as part of every 
compliance policy you create.

Although it is not a requirement, a best 
practice to keep in mind about your policy 
on policies is to include definitions of key 
terms that are going to be used in this and 
other policies. Differentiate between a policy 
and a procedure. Make sure your employees 
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understand that a policy is a detailed and 
specific document that explains what the 
organization expects. The procedures are 
the steps that the organization will take to 
ensure the policy is working as intended. 

After you create your policy on poli-
cies, I suggest creating compliance policies 
in accordance with what is shown in 
Section 50.1 of Chapters 21 and 9. First, 
realize that the information contained in 
this section covers different elements of an 
effective compliance program. You might 
be better served by creating policies and 
procedures element by element to avoid 
confusing yourself or creating duplicate 
policies. Take a good 
look at Section 50.1 and 
start creating policies 
related to Element I. You 
will be creating policies 
and procedures related 
to Elements II through 
VII soon enough. 
Focusing on Element I 
will allow you to orga-
nize your thoughts into 
specificities regarding 
this element only. 

This is what Section 50.1 requires: 
Sponsors must have written poli-
cies, procedures, and Standards of 
Conduct that –
1. Articulate the Sponsor’s commitment to 

comply with all applicable federal and 
state standards (Element I);

2. Describe compliance expectations as 
embodied in the Standards of Conduct 
(Element I);

3. Implement the operation of the compli-
ance program (Element I);

4. Provide guidance to employees and 
others on dealing with suspected, 
detected, or reported compliance issues 
(Element IV);

5. Identify how to communicate compliance 
issues to appropriate compliance personnel 
(Element IV);

6. Describe how suspected, detected, or 
reported compliance issues are inves-
tigated and resolved by the Sponsor 
(Element VII); and 

7. Include a policy of non-intimidation and 
non-retaliation for good faith participation 
in the compliance program, including, but 
not limited to, reporting potential issues; 
investigating issues; conducting self-
evaluations, audits, and remedial actions; 
and reporting to appropriate officials 
(Element IV). 

Three of the seven 
items in the list involve 
Element I. Focus on 
creating one policy for 
each requirement, as 
well as any other poli-
cies you believe support 
Element I. For example, 
in addition to the sug-
gested policy on policies, 
I have created and 
updated four separate 

policies around the organization’s code of con-
duct; the operation of the compliance program; 
the commitment to comply with federal and 
state laws; and the distribution of policies and 
procedures when changes in laws, regulations, 
and other requirements occur. Creating or 
updating different policies for each require-
ment is a personal preference. I find it easier 
to keep the policies shorter and more specific. 
However, you may prefer to include all of the 
requirements in one general policy. The form 
of the policy is far less important than the 
substance. You should do what is most com-
fortable for you. 

One last thing about the policies you create 
related to Element I: Make sure you follow 

Focusing on 
Element I will allow 

you to organize 
your thoughts into 

specificities regarding 
this element only. 
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your policy on policies. Obtain approval for 
them and distribute them to your employees. 
For purposes of your compliance program, 
your employees include all of your full-time 
employees, part-time employees, temporary 
employees, volunteers, board members, senior 
(C-suite) managers, and the delegated entities 
(i.e., first-tier, downstream, and related entities 
[FDR]) that support your organization. 

That last thought is extremely important. 
You do not want to forget about your delegated 
entities. Without going into too much detail, 
Section 40 of Chapters 21 and 9 provides 
helpful information about identifying and 
classifying your delegated entities. Sponsors 
may enter into contracts with delegated enti-
ties to provide administrative or healthcare 
services for enrollees on their behalf. CMS 
does not determine how a Sponsor must 
define whether a delegated entity is a first-tier 
entity. It leaves the decision to each individual 
Sponsor. The point is, however you determine 
what a first-tier entity is for your organization, 
do not forget to distribute your compliance 
policies, procedures, and Standards of 
Conduct to them. 

Now that you have created policies and 
procedures for Element I, you still have six 
more elements around which you must create 
policies and procedures. 

Element II
Section 50.2 — Element II: Compliance Officer, 
Compliance Committee and High Level 
Oversight is straightforward about what an 
organization must have in terms of a compli-
ance officer, a compliance committee, and 
high-level oversight (including C-suite support 
and governing body oversight). The Sponsor 
must designate a compliance officer and a 
compliance committee who report directly 
and are accountable to the Sponsor’s chief 
executive or other senior management. The 
guidance states:

1. The compliance officer, vested with the 
day-to-day operations of the compliance 
program, must be an employee of the 
Sponsor, parent organization, or corporate 
affiliate. The compliance officer may not be 
an employee of an FDR.

2. The compliance officer and the compli-
ance committee must periodically report 
directly to the Sponsor’s governing body 
on the activities and status of the compli-
ance program, including issues identified, 
investigated, and resolved by the compli-
ance program.

3. The Sponsor’s governing body must be 
knowledgeable about the content and oper-
ation of the compliance program and must 
exercise reasonable oversight with respect 
to the implementation and effectiveness of 
the compliance program.

The next four subsections in Section 50.2 
discuss each stakeholder in detail. I suggest 
creating separate policies and procedures 
for each subsection. This is also a good time 
to ensure you have charters reflecting the 
makeup and responsibilities of the compliance 
committee and governing body in relation to 
your compliance program. I have updated five 
separate policies around Element II: 

 · a policy on the compliance program itself, 
 · a policy designating a compliance officer 

who is an employee of the organization, 
 · a policy about the compliance committee, 
 · a policy about the governing body, and 
 · a policy about reporting issues to 

senior management. 

These five policies cover the guide-
lines in the chapter in sufficient detail for 
each stakeholder.

It is important for Sponsors to remem-
ber that there are separate obligations for 
reporting compliance issues to the govern-
ing body and reporting those issues to senior 



60  hcca-info.org  888.580.8373

C
om

pl
ia

nc
e 

To
da

y 
 F

eb
ru

ar
y 

20
18

management. Sponsors are better served 
communicating compliance issues to senior 
management regularly instead of waiting 
until a governing body meeting. The last 
thing a compliance officer wants to do is 
report a compliance issue that surprises the 
senior management during a governing body 
meeting. Therefore, Sponsors should create 
different policies for reporting to the govern-
ing body and reporting to senior management. 
Furthermore, the policies should specify how 
the issues reported to senior management are 
documented and what senior management’s 
response is. 

The communication to senior management 
should be formalized. It does not necessar-
ily have to be memorialized in a formal set of 
meeting minutes. However, everything that 

is shared with senior management should 
be documented somewhere. You may even 
want to employ the James Comey method 
of documentation: Have a conversation with 
senior management and write a memo to 
yourself with the contents of the conversation.4 
Whatever you choose to do, remember the 
golden rule of compliance: If it was not written 
down, it was not done. 

In a future article, Scott will cover Elements III-VII.
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3.  U.S. Sentencing Commission: Guidelines Manual. 
September 18, 2007. Available at http://bit.ly/2BN6A5z

4.  Politico staff: “Full text: James Comey statement to Senate 
intelligence committee on Trump contact” Politico; June 7, 2017. 
Available at http://politi.co/2p7uJB8
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