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WHAT WE WILL LEARN TODAY

2

How to effectively apply the 7 elements of an 
effective compliance program to your FDRs

How to evaluate your FDRs for compliance 
risks

Best practices you can use to enhance the 
compliance of your FDRs
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7 ELEMENTS OVERVIEW
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WRITTEN POLICIES, PROCEDURES AND STANDARDS OF 
CONDUCT

Commitment to comply with all applicable Federal and State standards

Standards of Conduct (Code of Conduct)
• Ethical behavior
• Reporting compliance concerns
• Disciplinary actions for noncompliance

• Record retention, compliance training,
conflict of interest, nonretaliation, and
others1

Compliance Policies
• Alternatives for smaller entities 2
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COMPLIANCE OFFICER, COMPLIANCE COMMITTEE AND 
HIGH- LEVEL OVERSIGHT

Compliance Officer
• FDRs can designate a compliance contact instead

Compliance Committee
• Some FDRs may have a Compliance Committee, others 

may not
• FDRs can utilize its internal leaders to perform these 

functions

High Level Oversight (Board of Directors/Senior 
Leadership)
• FDRs may just have the CEO who is ultimately responsible 

for Federal health care program compliance
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EFFECTIVE TRAINING AND EDUCATION

General 
Compliance 

• Overview of the 
compliance 
program, 
policies and the 
COC

• Review of 
reporting 
noncompliance 
and disciplinary 
actions

• HIPAA/PHI 
confidentiality

Fraud,
Waste and 

Abuse (FWA)

• Laws and 
regulations 
related to FWA 
(False Claims 
Act, HIPAA, etc)

• Reporting 
mechanisms

• Protection for 
reporting

Other 

• Job-specific 
training

• Training 
substitution
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EFFECTIVE LINES OF COMMUNICATION

The ability to report noncompliance must be:
• Accessible to all
• Ensure confidentiality (whenever possible)
• Anonymous

• Available 24/7
• Ensure nonretaliation for good faith 

reporting1

FDRs can use their own platform or train its employees on how to report through their MA 
plan2
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WELL PUBLICIZED DISCIPLINARY STANDARDS 

Disciplinary actions must be:
• Reported to the plan sponsor (as applicable)

Disciplinary standards must be:
• Well-publicized
• Enforced
• Fair and Equitable

• Match the degree of the violation
• Reviewed regularly (may be part of annual 

compliance training/COC)
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EFFECTIVE SYSTEM FOR ROUTINE MONITORING AND 
IDENTIFICATION OF COMPLIANCE RISKS

A strategy must be developed to monitor, detect and mitigate risks for first-tier, downstream and related 
entities:

Performing risk assessments 1

Reviewing completed corrective 
action plans
• Performing validation reviews to 

ensure mitigation 

3

Administering compliance 
attestations
• Auditing the attestation elements 

for compliance

2

FDRs must screen their 
employees, downstream, and 
related entities against the 
OIG/SAM exclusion lists

4
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PROCEDURES AND SYSTEM FOR PROMPT RESPONSE TO 
COMPLIANCE ISSUES

Confirmation of noncompliance must 
follow disciplinary processes

Applicable corrective actions must be 
completed

Reports made of potential noncompliance 
must be logged and investigated for validity

FDRs must report noncompliance to any 
associated sponsor
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Reports made of potential 
noncompliance must be logged and 
investigated for validity

FDRs must report noncompliance to 
any associated sponsor



What’s in your FDR contracts?
• Many considerations

Understanding FDR communications for regulatory and compliance program requirements
• Whose responsibility are they?
• FDR guides
• Attestations

EVALUATING COMPLIANCE RISKS
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DEVELOP YOUR RISK ASSESSMENT

Who should be involved?
• Delegate relationship owners
• Executive leaders
• Mid-level managers
• IT and Privacy SMEs

1

Logistics
• Surveys
• Interviews

2
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DEVELOP YOUR RISK ASSESSMENT

Factors to consider

Templates available as a starting point

Leverage peers and colleagues
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RISK ASSESSMENT EXAMPLE

15



TYPICAL RISKS

1

Knowledge of 
regulations

3

External audit 
readiness

2

Meeting 
compliance 

metrics

4

Knowledge of 
compliance 

program 
requirements

5

Required 
templates

usage
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Toolbox
• Included in FDR guide
• Provides Plan’s COC, compliance policies & plan, etc.

Use of an FDR Guide
• Help delegate to understand requirements
• Define who is considered a delegate
• Provide guidance on how to comply with requirements

BEST PRACTICES FOR FDR OVERSIGHT
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BEST PRACTICES FOR FDR OVERSIGHT

Pre-Delegation Oversight

• Ensure your future FDR is compliant prior to contracting

• Tailor the pre-delegation oversight to the FDR:

− Attestation

− Obtain supporting evidence 

− Verify with sample review

• Potential Outcomes:

− Okay to proceed

− Needs corrective action 

− Do not recommend contracting
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Attestations for Compliance
• Used annually for FDRs to confirm compliance 

with requirements
• Can be used as part of risk assessment 

1

BEST PRACTICES FOR FDR OVERSIGHT

Offshore Attestations
• Special requirements for FDRs who perform 

offshore work
2

Attestations for new guidance
• Confirm compliance with emerging guidance

3
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FDR GUIDE
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FDR TOOLBOX
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FDR ATTESTATION

22



QUESTIONS
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GUIDANCE
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Medicare Managed Care Manual Chapter 21 – Compliance Program 
Guidelines and Prescription Drug Benefit Manual Chapter 9 - 
Compliance Program Guidelines 
• mc86c21.pdf (cms.gov)

U.S. Department of Health and Human Services Office of Inspector 
General, General Compliance Program Guidance
• HHS-OIG General Compliance Program Guidance | November 2023

https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/mc86c21.pdf
https://oig.hhs.gov/documents/compliance-guidance/1135/HHS-OIG-GCPG-2023.pdf
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