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What Is and What Isn’t an FDR?
By Marcie Swenson & Amanda Eccles-Jex, Skyda Consulting

 
Why does it matter if an organization is a First Tier, Down-
stream, and Related Entity (FDR)? Medicare Advantage 
Organizations (MAOs) and Plan D sponsors (collectively, 
“sponsors”) are obligated through their contracts with the 
Centers for Medicare & Medicaid Services (CMS) to meet 
certain compliance requirements, and those obligations flow 
down to the FDRs they contract with to provide administrative 
or health care services to Medicare-eligible individuals.1 Much 
like water in a well-planned irrigation system is directed to the 
areas that need it and diverted from the areas that do not, well-
planned processes and criteria for determining FDRs can direct 
limited compliance resources to where they are needed and 
divert them from where they are not. CMS guidelines recom-
mend sponsors have “clearly defined processes and criteria to 
evaluate and categorize all vendors with which they contract.”2

First Tier Entities include “any party that enters into a written 
arrangement, acceptable to CMS, with an MA organization 
or Part D plan sponsor or applicant to provide administra-
tive services or health care services to a Medicare-eligible 
individual under the MA program or Part D program.”3 
An example of a First Tier entity would be when a sponsor 
contracts with a field marketing organization to market, sell, or 
distribute its Medicare Parts C and D products.

Downstream Entities include “any party that enters into a 
written arrangement, acceptable to CMS, with persons or 
entities involved with the MA benefit or Part D benefit, below 
the level of the arrangement between an MA organization or 

applicant or a Part D plan sponsor or applicant and a First 
Tier entity. These written arrangements continue down to the 
level of the ultimate provider of both health and administra-
tive services.”⁴ An example of a downstream entity would be 
when the First Tier field marketing organization hires a smaller 
brokerage firm to help sell the sponsors’ Medicare Parts C and 
D products. That smaller brokerage firm may further contract 
with individual sales agents (also downstream entities) to 
perform the day-to-day sales work.

Related Entities include “any entity that is related to an MA 
organization or Part D sponsor by common ownership or 
control and:

❯❯  Performs some of the MA organization or Part D plan spon-
sor’s management functions under contract or delegation;

❯❯  Furnishes services to Medicare enrollees under an oral or 
written agreement; or,

❯❯  Leases real property or sells materials to the MA organiza-
tion or Part D plan sponsor at a cost of more than $2,500 
during a contract period.”⁵

Related Entities also can be First Tier and Downstream Enti-
ties. Correctly identifying FDRs is fundamental for a sponsor’s 
fulfilling its contracts with CMS because sponsors are respon-
sible for ensuring their FDRs comply with Medicare require-
ments. Unless it is clear that an entity is or is not an FDR, 
the determination of FDR status requires an analysis of each 
contracted relationship and all surrounding circumstances. 
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FDR Compliance Program Requirements
Circumstances may arise when an entity doesn’t want to be 
categorized as an FDR. FDRs must oversee their own compli-
ance programs and then complete their sponsor’s attestation 
forms on an annual basis. These forms may include any or all of 
the following:

❯❯  Establishing compliance program oversight and proper over-
sight of compliance risks;

❯❯  Developing standards of conduct, policies, and procedures;

❯❯  Education and distribution of standards of conduct, policies, 
and procedures;

❯❯  Retaining all relevant documents for ten years;

❯❯  Providing effective compliance training for employees that 
addresses fraud, waste, and abuse;

❯❯  Maintaining effective lines of communication including 
direct reporting between the compliance officer and the 
governing board;

❯❯  Regularly assessing risks and creating a plan to mitigate the 
risks;

❯❯  Conducting audits and ongoing monitoring of compliance 
risk areas;

❯❯  Instituting an enforcement and discipline plan for compli-
ance violations;

❯❯  Managing the FDR’s own downstream entities;

❯❯  Checking Medicare exclusions lists; and,

❯❯  Reporting use of offshore entities.

Sponsors have differing compliance agendas with varying risk 
priorities and attestation forms. A sufficient FDR compliance 
program will directly address the compliance program specifics 
named in the sponsor’s attestation forms.

The Analysis: Determining If an Entity Is an FDR 
Annual attestations and audits are not only time consuming 
and costly for both the sponsor and its FDRs, they also may 
detract from other more pressing compliance risks. If an orga-
nization does not meet the definition of an FDR, forgoing the 
annual attestations and audits saves time and resources. On the 
other hand, if an organization does meet the definition of an 
FDR, the sponsor’s compliance requirements need to flow down 
to the FDR so the sponsor can fulfill its contractual obligations 
to CMS. Having good processes and criteria in place for deter-
mining an organization’s FDR status will demonstrate proper 
oversight of FDRs, help prevent inefficiencies, and improve 
compliance with Medicare requirements.

CMS provides guidance clarifying which contracted 
services qualify for FDR status in its Medicare Managed Care 
Manual.⁶ Under these guidelines, administrative contracts that 
directly relate to the sponsor’s core functions under its contract 
with CMS are FDRs, while administrative contracts unrelated 

to those core functions are not. For example, if a sponsor hires 
a real estate broker to sell some property, the real estate broker 
is not an FDR because the relationship does not relate to the 
core functions of the sponsor’s contract with CMS.  

CMS has provided the following examples of functions that do 
relate to a sponsor’s core functions under CMS contracts:

❯❯  Sales and marketing; 

❯❯  Utilization management; 

❯❯  Quality improvement; 

❯❯  Applications processing; 

❯❯  Enrollment, disenrollment, membership functions; 

❯❯  Claims administration, processing and coverage adjudica-
tion; 

❯❯  Appeals and grievances; 

❯❯  Licensing and credentialing; 

❯❯  Pharmacy benefit management; 

❯❯  Hotline operations; 

❯❯  Customer service; 

❯❯  Bid preparation; 

❯❯  Outbound enrollment verification; 

❯❯  Provider network management; 

❯❯  Processing of pharmacy claims at the point of sale; 

❯❯  Negotiation with prescription drug manufacturers and 
others for rebates, discounts or other price concessions on 
prescription drugs; 

❯❯  Administration and tracking of enrollees’ drug benefits, 
including TrOOP [true out-of-pocket] balance processing; 

❯❯  Coordination with other benefit programs such as Medicaid, 
state pharmaceutical assistance, or other insurance 
programs; 
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❯❯  Entities that generate claims data; and 

❯❯  Health care services.

For contracted services not specifically listed, the CMS  
Manual also provides the following factors to consider  
when determining if the entity is an FDR: 

❯❯  What function will be performed by the delegated entity? 

❯❯  Is that function something the sponsor is required to do 
or to provide under its contract with CMS, the applicable 
federal regulations or CMS guidance? 

❯❯  To what extent does the function directly impact enrollees? 

❯❯  To what extent does the delegated entity have interaction 
with enrollees, either orally or in writing? 

❯❯  Does the delegated entity have access to beneficiary  
information or personal health information; 

❯❯  Does the delegated entity have decision-making authority 
(e.g., enrollment vendor deciding time frames) or does the 
entity strictly take direction from the sponsor? 

❯❯  To what extent does the function place the delegated  
entity in a position to commit health care fraud, waste  
or abuse (FWA)? 

❯❯  What is the risk that the entity could harm enrollees or 
otherwise violate Medicare program requirements or 
commit FWA?

These factors can be included in a sponsor’s processes and 
criteria for identifying FDRs. The method for performing the 
analysis is left to the sponsor’s discretion. Some sponsors use a 
multi-functional committee, consisting of members from the 
compliance and legal departments as well as the business owner 
of the FDR function, to determine whether an organization is 
an FDR. 

For those organizations identified as FDRs, sponsors also 
must be able to demonstrate that their method of monitoring 
FDR compliance is effective. A best practice is to use metrics to 
track compliance performance and operational trends 

Conclusion
To fulfill CMS contractual obligations, it is critical that spon-
sors craft and implement a policy and associated processes and 
criteria that will help the sponsor properly identify FDRs and 
monitor those entities’ compliance with Medicare requirements. 
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