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 USER’S INTRODUCTION - Instruction for the Compliance Officer 

 

This compliance program will help your practice realize the following benefits, as identified by 
the Office of Inspector General (OIG): 
 
• Improved speed and optimization of payment claims; 

• Minimized billing mistakes (which slow payments and create cash-flow problems for the 
practice);  

• Improved compliance will all federal fraud and abuse laws; and 

• Reduced risk for a CMS audit. 
 

Policies - This compliance manual establishes policies that will be implemented by each staff 

member involved in billing/coding, registration, patient care and 

documentation/recordkeeping.  The compliance program will require ongoing maintenance as 

the OIG makes modifications, and/or your practice’s billing and coding processes change.  

 

Procedures - While fraud and abuse prevention policies have more general application, your 

actual billing procedures will be unique to your practice setting.  You may wish to maintain this 

policy manual in addition to a separate procedure manual with step-by-step procedures for 

handling various coding situations that are specific to your facility. 
 
 

Member Services 
 

We have designated an area of our website (eagleassociates.net) to provide some important 

support tools to subscribers of the OIG Compliance Program. You have been provided with an 

account name and password to access the Member Services area of our website. Please 

familiarize yourself with the resources that are available there so that you may fully realize the 

benefits of your service, and achieve compliance with fraud and abuse laws. 

 

• OIG Implementation & Review Guide 

It is not necessary to complete the Implementation and Review Guide, due to your 

participation in the Management Consulting program.  Your Compliance Consultant will 

provide quarterly activities for you to complete, with greater detail than is provided in this 

document. 

 

• OIG Forms 

A complete file of OIG forms is available in the Member Services area, in Microsoft Word® 

and PDF formats. A sample copy of each form is included in Section 9.00 of this manual. 
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• Employee OIG Orientation Handbook & Compliance Officer Instructions 

(Please see the Employee Training – Initial Training section below for details.) 

 

• OIG Guidance Documents 

There are several guidance documents provided on the OIG Member Services web page 

upon which this compliance program is based, such as OIG’s Compliance Program 

Guidance for Individual and Small Group Physician Practices (65 Fed. Reg. 59434; October 5, 

2000), the Affordable Care Act - Section 6401, and some other helpful resources. 

 

 

Employee Training  

Refer to employee training policies in section 2.00. 

 

Employee training is an important element of an effective compliance program. The goal of 

conducting an initial training session is to get all employees involved in the process of 

implementation.  If employees are unaware of fraud and abuse laws, they are far more likely to 

violate them, and place themselves and the practice at risk for civil and criminal penalties.  

Encourage individuals to convey their ideas for improvement of the program to your 

compliance team members.  Consideration of their feedback will likely result in a stronger 

compliance program. 

• Initial Training – Employee OIG Orientation Handbook & Compliance Officer Instructions 

The Employee OIG Orientation Handbook should be provided to new employees or to 

existing employees who have not yet received proper training (prior to implementation of 

this compliance program).  A short test is included at the end of the material to document 

completion and understanding of the training.  After completion of initial training, employees 

may then participate in monthly Compliance Training sessions (see Ongoing Training below), 

as applicable to their duties. 

The instruction document will outline some site-specific training information that should be 

provided by the Compliance Officer, and includes an answer key to the training test. 

 

• Ongoing Training – Compliance Training (published in the American Practice Advisor®) 

Annual fraud and abuse prevention training is provided through the “Compliance Training” 

materials that are included in our newsletter, the American Practice Advisor®, or our online 

training program.  The person responsible for providing training should refer to the 

companion page titled “Trainer’s Plan” for instructions, and to obtain the test answer key. 
 

If there are updates or changes to existing requirements, the Compliance Training topic will 

communicate such changes to employees, lessening the burden on the Compliance Officer 

for relaying such information. 
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Compliance Training Agenda 

Following is the expected schedule of training modules (dates may vary): 

January - Bloodborne Pathogens  
February – Ergonomics 
March - TB Infection Control 
April - HIPAA Training - Privacy Rule 
May - HIPAA Training - Security Rule 
June - HIPAA Training - Privacy Breach & Identity Verification 
July - Emergency Preparedness 
August - Workplace Violence & Harassment 
September - Influenza Safety 
October - Hazard Communication 
November –Fraud, Waste and Abuse and General Compliance 

 December – no training scheduled 

 

• Training for Coding and Billing Personnel 

The practice should identify individuals that need to receive training on coding and billing.  

You may already be on track with this type of training.  Make sure that individuals receive 

regular, updated training for changes in coding and billing procedures and document the 

training session (Form 9.01 is provided for this purpose).  This type of training will be an 

ongoing process, and should include physicians to inform them of current requirements.  

While there is no required frequency for training on coding and billing, the OIG recommends 

annual training as a minimum.   
 

• Required CMS Training Modules for Medicare Advantage Providers 

Please note that our initial and annual Fraud, Waste & Abuse and General Compliance 

training modules incorporate the following CMS training modules, “Medicare Parts C and D 

Fraud, Waste, and Abuse Training and/or Medicare Parts C and D General Compliance 

Training.”  If your practice participates in Medicare Advantage, your sponsor may require 

you to provide documentation that all of your employees completed these specific CMS 

training modules. 

 
 

As part of your service, you may contact us for assistance whenever you have compliance 

questions. 

 

Please call (800) 777-2337, or send an email to:  info@eagleassociates.net 
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Anonymous Reporting 

 

It is important for the practice to establish a method for employees to anonymously report 

potential violations of fraud and abuse policies.  In spite of non-retaliation policies, 

employees may be hesitant to report the wrongful conduct of others.  We recommend 

making copies of Form 9.03-Confidential Incident Report Part I freely available to employees, 

and providing a method for anonymous submission of the report, such as mailing the form to 

the Compliance Officer’s attention, or depositing in a drop box within the practice. 

 

The OIG Fraud Hotline information that is provided on the following page may be posted on 

an employee bulletin board or other conspicuous location to provide a method of 

anonymous reporting to the Office of Inspector General. The information may be posted as 

is, or modified with instructions for use.  It is acceptable to encourage employees to first 

report violations to the practice, and to use the OIG Hotline if the practice fails to take 

appropriate action upon receipt of an internal report. 
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OIG Fraud Hotline 

 

If you have information about fraud and abuse against Federal health care programs, you may 

use the OIG Fraud Hotline to report that information to the appropriate authorities.  The Hotline 

allows the option of reporting anonymously. 

 

 

Phone: (800) HHS-TIPS   (800) 447-8477 

 

Fax:  (800) 223-8164 

 

Email: hhstips@oig.hhs.gov 

 

TTY:  (800) 377-4950 

 

Mail: Office of Inspector General 

 US Department of Health & Human Services 

 Attn:  OIG HOTLINE OPERATIONS 

 P.O. Box 23489 

 Washington, DC  20026 

 

 

 

For additional information about the Hotline, visit the OIG website at: 

 http://oig.hhs.gov/fraud/hotline/. 
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1.00 COMPLIANCE PROGRAM AND THE COMPLIANCE MANUAL 
 
Purpose: 

 
This compliance program contains specific standards and procedures that have been 

implemented to comply with requirements of the Affordable Care Act, and according to OIG 

Guidance for Individual and Small Group Physician Practices (October 5, 2000).  This includes a 

commitment to billing with honesty, integrity, and for an appropriate amount for services the 

practice renders, and to ensuring that the practice’s business arrangements comply with 

relevant state and federal statutes and regulations. 

 

The program establishes a process of effective self-monitoring to ensure compliance with all 

practice policies and procedures and governmental laws.  This manual is to be adequately 

enforced, reviewed annually, updated as necessary, and made available for review by all 

employees (as necessary). 

 

The compliance program applies to all members of the practice including administrators, 

managers, physicians and other members of the medical staff, administrative personnel and all 

other employees.  For purposes of this manual, the term “employees” shall mean all medical 

and administrative workforce members, including providers and owners of the practice. 

  

The policies and procedures in this manual are intended to serve as a resource for all 

employees, and shall be maintained to enhance their ability to perform their responsibilities in 

accordance with applicable laws and regulations.  Also, adherence to the policies and 

procedures in this manual requires adherence to all applicable professional codes and 

standards (AMA, ACR, etc). 

 

 

1.01  Goals of the Compliance Program 

 

The following goals will be achieved by the practice: 

 

1. Designation of a Compliance Officer, who is charged with the responsibility of implementing 

the program (see section 1.02); 

 

2. Formation of a committee to oversee the implementation and continuation of the Program.  

No person shall be involved in this committee who is known to engage in illegal activities 

(see section 1.02b); 

 

3. Internal auditing and monitoring will be conducted to ensure compliance and a reduction in 

identified problem areas (see Section 5.00); 

 

4. Investigation and subsequent remedy of identified problems (see section 6.00); 
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5. Adherence to a code of conduct for employees (see section 1.01a); 

 

6. Implementation of policies addressing the non-employment or retention of individuals 

sanctioned from federal or state insurance programs (exclusion), or who continue to violate 

applicable laws (see section 4.00); 

 

7. Implementation and maintenance of written policies that promote the practice’s 

commitment to compliance and that address specific areas of potential fraud (see section 

3.00); 

 

8. Implementation of requirements regarding record creation and retention (see section 7.00); 

 

9. Enforcement of appropriate disciplinary action for employees who have intentionally and 

knowingly violated internal compliance policies or applicable laws, or who have intentionally 

or knowingly engaged in other similar wrongdoing (see section 2.04 and 6.06a); 

 

10. Adherence to the program’s policies and procedures by supervisors and managers and 

evaluation of their adherence as part of an annual review (see section 2.05); 

 

11. Develop open lines of communication with employees (see section 2.03); 

 

12. Implement a system to receive and encourage legitimate complaints, adopt procedures to 

protect the anonymity of complainants, and ensure that no retribution shall ever come to 

any complainant made in good faith and without malice (see section 1.04); 

 

13. Respond appropriately to detected or reported offenses and develop corrective action (see 

section 6.00) 

 

14. Implement required educational and training programs for all employees in order to 

effectively communicate the policies and procedures of the program throughout the 

practice (see section 2.00); 

 

15. Conduct internal monitoring and auditing focusing on high-risk billing and coding issues 

through performance of periodic audits (see section 5.00); 

 

16. Implementation of requirements regarding creation and maintenance of encounter forms, 

including the registration form, history and physical form, chargemaster, superbill and patient 

statement (see section 7.00). 

 

Note:  Compliance is intended to denote compliance with all state and federal laws and 

standards which seek to regulate the operation of a practice or which are intended to prevent 

fraud and abuse of these laws and regulations, or to prevent an improper gain or imposition of 

costs. 
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1.01a  Employee Code of Conduct 

 

It is the intent of this practice to conduct its billing with honesty, integrity, and for an appropriate 

amount for services provided by the practice, and to ensure that its business arrangements 

comply with relevant state and federal statutes and regulations. 

 

The practice's Code of Conduct is intended to help define the conduct that is expected, to 

assist employees in resolving legal and ethical issues, and to provide employees with a way to 

report violations. Each employee will be provided with and required to sign a copy of the 

practice's Code of Conduct (Form 9.04) to document their knowledge of and agreement with 

the following rules that constitute the practice's Code of Conduct. 

 

1. Compliance with Written Policies and Procedures 
 

 Each employee has a responsibility for his/her own personal conduct in regard to 

adherence to all of the compliance policies and procedures of the practice.  This 

includes policies and procedures for compliance with HIPAA and safety regulations, as 

well as those for the prevention and detection of fraud and abuse. 

 

2.  Good Faith vs. Bad Faith Reports 
 

 Employees have a responsibility to be aware of the potential wrongful conduct of 

themselves and others.  The ability to prevent or detect wrongful conduct in a timely 

manner depends, in part, on the awareness of each employee.  Any observation or 

suspicion of wrongful conduct or violation to policies and procedures may be discussed 

with supervisors/managers, members of the practice's Compliance Committee, or 

appropriate Compliance Officer (for HIPAA, OSHA, or OIG compliance). 

 

 Each employee has a responsibility to report suspected wrongful conduct and/or 

violations of policies and procedures in “good faith” as soon as he/she becomes aware 

of them.  Employees are acting in “bad faith” if they report that someone is violating his 

or her employee obligations when they know that he or she really is not.  In other words, 

an employee would be acting in bad faith if he/she reported someone out of spite, 

jealousy, or for some other improper purpose.  Failure to report a known violation, or 

making an accusation in bad faith will subject an employee to discipline, up to and 

including termination. 

 

 Employee anonymity for good faith reporting shall be maintained as much as possible.  

The practice cannot guarantee that an employee's identity will not be discovered or 

disclosed in the course of an investigation, particularly when it is necessary to share the 

results of an investigation with a government agency.  While employees (submitting 

reports) are not required to identify themselves, it should be noted that anonymous 

complaints may be more difficult to investigate. 
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 Additionally, the practice will not tolerate any threats or actual acts of retaliation against 

an employee that, in good faith, reports possible wrongful conduct or violation of the 

policies and procedures of the practice. 

 

3. When in Doubt, Ask for Clarification 
 

 Regulations are complicated and subject to frequent change, as well as interpretation.  

The practice encourages all employees to ask for clarification or assistance whenever a 

question arises. 

 

4. Maintain the Confidentiality of Patient Information and Records 
 

 The practice collects and maintains patient information that is protected by federal and 

state regulations.  Whether in verbal, printed, or electronic form, it is the responsibility of 

all employees to safeguard patient information as specified by HIPAA regulations, as well 

as the privacy and security policies of the practice.  Any unauthorized disclosure of 

patient information may subject the employee to civil and criminal prosecution, as well 

as termination of employment.  Employee responsibility for maintaining the confidentiality 

of patient information shall continue beyond the employee's term of employment with 

the practice. 

 

5. Training and Education 
 

 The practice provides training and education for all employees that are appropriate for 

the performance of their assigned duties.  It is the responsibility of all employees to 

participate in the training provided by the practice.  Failure to complete assigned 

training may result in disciplinary action, including possible termination of employment. 

 

6. Disciplinary Actions 
 

 Disciplinary actions or sanctions shall be imposed upon any employee that violates the 

rules within the practice's Code of Conduct or fails to comply with related policies and 

procedures.  An employee's failure to meet his/her responsibilities or assigned duties will 

subject the employee to disciplinary actions up to, and including termination. 

 
 
1.02  Compliance Officer and Compliance Committee 

 

A member of the staff shall be designated as the Compliance Officer.  The individual chosen to 

be the Compliance Officer shall possess a high level of trustworthiness, attention to detail, and 

responsibility.  This person shall have experience in billing and coding, and a substantial role in 

setting policy for the practice and/or have influence over the behavior and organizational 

practices of staff members.  Lastly, the Compliance Officer must have effective communication 

skills and be able to communicate with all levels of employees. 
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It is acceptable to designate more than one employee with compliance monitoring 

responsibility.  Employees may be designated as Compliance Contacts or Compliance 

Committee members, and be assigned specific compliance functions. However, it is 

recommended that the Compliance Officer still retain the overall responsibility for coordinating 

implementation of the compliance program. 

 

 

1.02a Compliance Officer Responsibilities 

 

The Compliance Officer shall ensure that the following compliance tasks are carried out: 

 

1. The goals of the compliance program are achieved or are in the process of being met; 
 

2. Policies and procedures are reviewed and updated as necessary; 
 

3. Areas of potential significant risk (see Section 3.01) as identified through fraud alerts or 

other communications from the Department of Justice, Office of Inspector General, 

Health and Human Services, and applicable professional associations are monitored and 

conveyed to the appropriate individuals within the practice; 
 

4. Employee and business individual/entity screening mechanisms are in place and are 

operating properly; 
 

5. Employees receive adequate training and education regarding the compliance 

program and its components, and that such training and education is documented; 
 

6. Audit procedures are implemented in accordance with the practice’s audit policies and 

procedures; 
 

7. Employee complaints and other concerns regarding compliance are promptly 

investigated and/or addressed; 
 

8. All reports regarding violations of the compliance program are recorded; 
 

9. Adequate steps are taken to correct and prevent the reoccurrence of any identified 

problem; and 
 

10. The OIG Implementation & Review Guide shall be completed annually. Initial completion 

of the Guide will ensure that the compliance program policies are implemented.  The 

Guide may be used in subsequent years to assess the practice’s compliance on an 

ongoing basis. 
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1.02b  Compliance Committee 

 

A committee shall be formed to assist the Compliance Officer with the design, implementation 

and continuation of the compliance program, in order to create a culture of intolerance to 

fraud and abuse and to establish a system designed to curtail unintentional overpayments.  The 

committee shall have at least two members (the Compliance Officer may be one of the 

members).  At least one member shall be a non-physician employee who performs billing or 

another non-medical service.  

 

 

1.02c  Compliance Officer & Committee Member Designation 

 

The designated OIG Compliance Officer is: 

 

  

Name 

 

  

Date 

 

Compliance Contacts and/or Compliance Committee Members (if applicable): 
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1.03  Employee Responsibilities 

 

It is the responsibility of every employee to help ensure that the practice achieves its goals 

regarding compliance and to ensure that the practice does not knowingly or intentionally 

violate any federal or state law or regulation.  To that end, the following responsibilities will apply 

to all employees: 

 

1.   Every employee shall attempt, to the best of his/her ability, to detect and limit all errors 

and/or violations with regard to the areas determined to be of potential significant risk. 
 

2.   Every employee shall disclose any good faith belief that a billing or coding-related error, 

illegal scheme, or any fraud or abuse has occurred in a manner consistent with the 

Confidential Disclosure/Reporting Policy - section 1.04. 
 

3.   There is hereby established a “zero tolerance policy” which requires the practice to 

discipline any employee, including physicians, for intentionally or knowingly violating any 

federal or state law or regulation.  Employees may also be disciplined for not reporting 

any billing-related error they are aware of that results in an overpayment to the practice.  

Disciplinary action shall be determined according to the Sanctions policy - section 2.04. 

 

 

1.04  Confidential Disclosure/Reporting Policy 

 

It is a goal of the practice to create a culture of intolerance to fraud, abuse and errors that 

might result in overpayment and/or improper payments to the practice and/or its providers.  In 

order to achieve this, the practice requires that all employees disclose all good faith beliefs: 

 

• that fraud or abuse may have occurred; 

• that federal or state laws may have been violated; 

• that areas of potential significant risk of legal violations have been violated; or 

• that errors have been made which have resulted in overpayments to the practice or its 

providers. 

 

As outlined below, employees may make anonymous reports if they chose.  If such anonymity 

cannot be maintained in order to allow the practice to conduct a meaningful investigation, the 

employee shall be so advised and requested to come forward in order to assist the practice with 

an investigation.  The practice shall not tolerate or allow any retribution or retaliation to occur in 

the terms and conditions of employment as a result of good faith reporting. 
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1.04a  Reporting Simple Errors 

 

Simple errors, such as errors in billing or coding, may be reported to a supervisor or supervising 

physician.  Simple errors shall be documented by the supervisor or supervising physician (Form 

9.02 - Simple Error Log).  Employees are permitted to use their judgment regarding to whom they 

should report these errors.  This policy is not intended to require employees to bring all simple 

errors to the attention of the Compliance Officer/Committee.  However, all employees have the 

right to receive an answer, upon inquiry, as to the practice’s action with regard to simple errors 

that they report. 

 
 
1.04b  Reporting More Serious Violations 

 

Employees who become aware of fraudulent schemes, multiple overpayments, repetitive errors 

or violations of the program may notify their supervisor, or submit a report: 

 

•  Either orally or in writing to a member of the Compliance Committee (other than to a 

member who is involved in a possible serious violation); 

•  By contacting the Compliance Officer (in-person or through the use of a confidential or 

anonymous report - see Confidential Incident Report Form 9.03); or  

•  Through the OIG Fraud Hotline. 

 

Employees will be encouraged to use the first page of Form 9.03 - Confidential Incident Report 

to submit a report of violations.  This form calls for the relevant details of the violation so that the 

Compliance Officer may conduct an investigation of the complaint.  This form shall be freely 

available without request so that anonymous reports may be made.  A drop box or other 

method of anonymous reporting will be established for submission of written reports.  

 

The Compliance Officer shall keep copies of all reports, regardless of the manner by which they 

were reported. 
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Section 2.00  Employee Participation & Training 
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2.00  EMPLOYEE PARTICIPATION & TRAINING 
 

Purpose: 

 
The goal of the training program is to inform employees of the fraud and abuse prevention 

policies and applicable regulations.  Employee participation in training and education programs 

is required in order to effectively communicate the policies, standards and procedures of the 

compliance program, and is therefore, a condition of continued employment.   

 

Employees involved in the claims development and submission process, or in business activities 

that relate to, or are subject to fraud and abuse laws, shall participate in training/education 

programs as soon as possible after their start date, and annually thereafter.  All other employees 

shall receive training and education appropriate to their job functions. 

 

 

2.01  Annual Program Training 

 

All employees (with the exception of building or equipment maintenance, janitorial services or 

the like) shall participate in an annual training session for fraud and abuse prevention. 

 

Annual training shall include a review of the following topics: 

 

1. An overview of the fraud and abuse laws as they relate to the practice environment; 

 

2. The responsibilities of employees for preventing and detecting fraud and abuse; 

 

3. The importance of reporting potential violations of fraud and abuse laws; 

 

4. The consequences to both individuals and the practice for failing to comply with 

applicable statutes. 

 

Note: Initial and annual OIG fraud, waste and abuse training modules are provided as part of 

the OIG Compliance Program.  Employee participation and understanding of the 

training material will be documented through completion of the test that accompanies 

the training material. 

 

 Medicare Advantage sponsors may require first tier, downstream or related entities to 

provide documentation that all employees have completed the CMS training modules, 

“Medicare Parts C and D Fraud, Waste and Abuse Training, and Medicare Parts C and D 

General Compliance Training”.  Please note that our initial and annual Fraud, Waste & 

Abuse and General Compliance training modules incorporate the CMS materials. 
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2.02  Annual Billing and Coding Training 

 

In addition to annual fraud and abuse prevention training, each employee shall participate in 

supplementary training/education programs as his/her job responsibilities dictate.  Any 

employee whose responsibilities fall into more than one category shall receive at least one 

session of training in each category. 

 

Physician and other medical/patient care personnel 
 
It is recommended that these employees should participate in training/education for not less 

than one and one half (1.5) hours annually relating to one or more of the following areas: 

 

• a review of Medicare requirements relating to documentation;  

• charge entry and coding (as applicable), and the consequences to both individuals and 

the practice for failing to comply with applicable laws; and  

• ICD coding (as applicable), and the consequences to both individuals and the practice for 

failing to comply with applicable guidelines. 

 

Coding personnel and others involved in data entry 
 
It is recommended that these employees shall participate in training/education for not less than 

one and one half (1.5) hours annually relating to one or more of the following areas: 

 

• a review of Medicare requirements applicable to the coding of claims; 

• a review of Medicare requirements relating to documentation; and 

• ICD coding (as applicable), and the consequences to both individuals and the practice for 

failing to comply with applicable guidelines. 

 

 

Billing personnel 
 
It is recommended that these employees shall participate in training/education for not less than 

one and one half (1.5) hours annually relating to one or more of the following areas: 
 

• a review of Medicare requirements applicable to the preparation of claims for services;  

• a review of Medicare requirements relating to documentation; and  

• ICD coding applicable to the preparation of claims for services. 
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Coding and Billing Training Requirements 
 
It is recommended that employees also complete training that includes the following elements: 
 
• Coding requirements; 

• Claim development and submission processes; 

• Marketing practices that reflect current legal and programs standards; 

• Submission of a claim for physician services rendered by a non-physician; 

• Ramifications of altering medical records; 

• Proper documentation of services rendered;  

• Proper billing standards and procedures with submission of accurate bills for services or items 
rendered to Federal health program beneficiaries; 

• The personal obligation of each person involved in the billing process to ensure claims are 
properly and accurately submitted; and 

• The legal sanctions for submitting deliberately false or reckless billings. 

 

All employee billing and coding training shall be documented.  The documentation shall include 

the name and position of the employee, the date and duration of the training session, the 

sponsor or provider of the training/education, and a brief description of the subject matter.  

Form 9.01 Employee Training/Education shall be used for this purpose.  

 

 

2.03 Open Lines of Communication 

 
The practice has implemented an open door policy to encourage effective communication 

between staff members, providers, team leaders and other members of the practice.  Policy 

updates, changes in coding requirements, and information on how to avoid erroneous or 

fraudulent conduct will be promptly communicated to staff members through discussion in 

meetings, use of a compliance bulletin board or other informal means. Likewise, all staff 

members will be encouraged to freely address questions with, or report potential instances of 

erroneous or fraudulent conduct to the Compliance Officer or a member of the staff that he/she 

is comfortable with. 

 

An anonymous complaint process, such as a drop box, or posting of the OIG Fraud Hotline 

telephone number will be made available so that staff members may make anonymous reports 

of violations if they choose. 
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2.04  Employee Sanctions 

 

Each employee (including supervisors and managers) must be committed to the goals of the 

program in order for the practice to achieve compliance.  Employees are expected to follow 

the compliance policies and procedures that have been established.  Any of the following 

instances of non-compliance shall subject an employee to sanctions: 

 

1. Failure of an employee to perform any obligation relating to the practice’s compliance 

policies and procedures or applicable laws or regulations; 

2. Failure to report suspected violations of the program policies or other applicable regulations 

or guidelines; 

3. Failure on the part of a supervisor or manager to enforce policies and procedures 

reasonably necessary to ensure compliance with the program; and 

4. Failure to obtain the minimum training as required by the practice, unless the practice failed 

to offer such training programs. 

 

Disciplinary actions shall follow the practice’s existing employee disciplinary policies and 

procedures that may include a formal reprimand, suspension, termination, and a loss or delay of 

a pay raise.  Additional disciplinary actions may be imposed on employees who are found to 

have violated federal healthcare program requirements, according to the policy in section 

6.06a - Employee Disciplinary Actions. 

 
 
2.05  Employee Participation & Performance Evaluations 

 

Employees shall be encouraged to participate in the compliance program, and to report any 

violations of fraud and abuse policies.  Annual employee performance evaluations shall include 

discussion of the employee’s efforts to implement and abide by the practice’s policies: 

 

1. Every disciplinary action taken against an employee in accordance with the Sanctions 

policy (section 2.04) or Employee Disciplinary Actions policy (section 6.06a) shall be made 

part of the employee’s file and annual review. Notes regarding unfounded or bad faith 

reports, and documentation of subsequent retraining/re-education shall also be included in 

the employee’s file. 

 

2. Every employee shall have a positive entry made in his/her personnel file when he/she 

makes a good faith report of a violation in accordance with the procedures included in this 

manual, other than a simple error as discussed in the Reporting Simple Errors policy, Section 

1.04b; 
 

3. Every employee shall receive credit by way of a positive entry in his/her personnel file for any 

training that he/she obtains in excess of that required by the Employee Training/Education 

Policy. 
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3.00  AREAS OF RISK 
 

Purpose: 

 
A goal of the practice is to prevent and detect areas of potential significant risk that may result 

in violations of regulations, guidelines, or practice policies.  Meeting this goal will allow for 

consistent compliance with all laws and regulations pertaining to the delivery of healthcare and 

related billing.  Such regulations apply to the practice due to its status as a healthcare provider 

and its participation in Medicare, Medicaid, and other government sponsored healthcare 

insurance programs, as well as guidelines from private insurers.  Potential risk areas include 

coding and billing, reasonable and necessary services, documentation, and improper 

inducements, kickbacks and self-referrals.  Training and education programs and compliance 

policies shall be implemented to effectively prevent and discourage such risks. 
 
 

3.01  Areas of Potential Significant Risk 

 

• Billing for items or services not rendered or not provided as claimed 

Billing for services not actually rendered involves submission of a claim for a service, that in 

whole or in part, was simply not performed.  NOTE:  This type of billing fraud represents a 

significant part of the OIG’s investigative caseload, and is a problem in many healthcare 

entities, including hospitals, nursing homes, and medical practices. 
 

• Providing medically unnecessary services, or services that are not reasonable 

A claim requesting payment for medically unnecessary services or equipment, medical 

supplies and services that are not reasonable, intentionally seeking reimbursement for a 

service that is not warranted by the patient’s current and documented medical condition.  

See 42 U.S.C. § 1395y(a)(1)(A) (“no payment may be made under part A or part B for any 

expenses incurred for items or services which . . . are not reasonable and necessary for the 

diagnosis or treatment of illness or injury or to improve the functioning of the malformed body 

member”).  Upon request, the physician practice should be able to provide documentation, 

such as patient's medical records and physician orders, to support the appropriateness of a 

service that the physician provided.  A physician must certify that the services were 

medically necessary for the health of the beneficiary on all claims. 
 

• Upcoding the level of service provided 

The practice of using a billing code that provides a higher payment rate than the billing 

code that actually reflects the service furnished to the patient is referred to as "upcoding."  

NOTE:  Upcoding has been a major focus of the OIG’s enforcement efforts.  In fact, the 

Health Insurance Portability and Accountability Act of 1996 added another civil monetary 

penalty to the OIG’s sanction authorities for upcoding violations.  See 42 U.S.C. §1320a-

7a(a)(1)(A). 
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• Clustering 

This is the practice of coding/charging one or two middle levels of service codes exclusively, 

under the philosophy that some will be higher, some lower, and the charges will average out 

over an extended period.  In reality, this overcharges some patients while undercharging 

others. 

 

• Duplicate billing 

Duplicate billing occurs when a provider submits more than one claim for the same service 

or the bill is submitted to more than one primary payer at the same time.  Although duplicate 

billing can occur due to simple error, systematic or repeated double billing may be viewed 

as a false claim, particularly if any overpayment is not promptly refunded to the affected 

payer. 

 

• Unbundling 

Unbundling is the practice of submitting bills piecemeal or in fragmented fashion to maximize 

the reimbursement for various tests or procedures that are required to be billed together and 

reimbursed at a reduced cost. 

 

 Additional Areas of Potential Significant Risk 
 

• Knowing failure to provide covered services or necessary care to members of a health 
maintenance organization; 

• Billing for non-covered services as if covered; 

• Billing for services that were performed by an improperly supervised or unqualified employee;  

• Billing for services that were performed by an employee who has been excluded from 
participation in the Federal healthcare programs;  

• Credit balances - failure to refund; 

• Knowing misuse of provider identification numbers, which results in improper billing; and 

• Failure to properly use coding modifiers. 
 

 
3.02 False Claims Act 

 
The civil False Claims Act (FCA) protects the Government from being overcharged or sold 

shoddy goods or services.  It is illegal to submit claims for payment to Medicare or Medicaid that 

are known to be false or fraudulent.  Filing false claims may result in fines of up to three times the 

programs’ loss plus $11,000 per claim filed.  Each instance of an item or a service billed to 

Medicare or Medicaid counts as a claim, so fines can add up quickly.  If a claim results from a 

kickback or is made in violation of Stark law, it may also be rendered false or fraudulent, 

creating a liability under the civil FCA and the Anti-Kickback Statute or the Physician Self-Referral 

Law (Stark law). 
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Under the civil FCA, no specific intent to defraud is required.  The civil FCA defines “knowing” to 

include not only actual knowledge, but also instances in which the person acted in deliberate 

ignorance or reckless disregard of the truth or falsity of the information. 

 

The civil FCA contains a whistleblower provision that allows a private individual to file a lawsuit on 

behalf of the United States and entitles that whistleblower to a percentage of any recoveries.  

Whistleblowers may be current or ex-business partners, staff members, patients or competitors. 

 

There is also a criminal FCA (18 U.S.C. 287).  Criminal penalties for submitting false claims include 

imprisonment and criminal fines, however criminal intent to defraud must be proved beyond a 

reasonable doubt.  OIG also may impose administrative civil money penalties (CMP) for false or 

fraudulent claims, as discussed below. 
 
 
3.03 Anti-Kickback Statute 

 
The Anti-Kickback Statute (AKS) is a criminal law that prohibits the knowing and willful payment 

of remuneration to induce or reward patient referrals or the generation of business involving any 

item or service payable by the Federal healthcare programs (e.g., drugs, supplies, or healthcare 

services for Medicare or Medicaid patients). 

 

Remuneration includes anything of value and can take many forms besides cash, such as free 

rent, expensive hotel stays and meals, excessive compensation for consultancies, interest-free 

loans, etc.  See 42 U.S.C. § 1320a-7b(b) and 59 Fed. Reg. 65372 (12/19/94). 

 

Another OIG concern with respect to the anti-kickback statute are arrangements between 

hospitals and hospital-based physicians that compensate physicians for less than the fair market 

value of services they provide to hospitals, or require physicians to pay more than market value 

for services provided by the hospital.  Examples of such arrangements that may violate the anti-

kickback statute are token or no payment for Part A supervision and management services; 

requirements to donate equipment to hospitals; and excessive charges for billing services. 

 

The statute covers the payers of kickbacks, as well as the recipients of kickbacks.  The kickback 

prohibition applies to all sources of referrals, including patients.  For example, where the 

Medicare and Medicaid programs require patients to pay copays for services, the healthcare 

provider is generally required to collect that money from patients.  Routinely waiving copays 

could implicate the AKS, and a provider may not advertise that copayments will be forgiven.  

Providers are free to waive a copayment if an individual determination is made that the patient 

cannot afford to pay, or if reasonable collection efforts fail. 

 

Criminal penalties and administrative sanctions for violating the AKS include fines, jail terms, and 

exclusion from participation in the Federal healthcare programs.  Under the Civil Monetary 

Penalties Law, physicians who pay or accept kickbacks also face penalties of up to $50,000 per 

kickback, plus three times the amount of the remuneration. 
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3.04 Physician Self-Referral Law (Stark Law) 

 

The Physician Self-Referral Law, commonly referred to as the Stark law, prohibits physicians from 

referring patients to receive designated health services payable by Medicare or Medicaid from 

entities with which the physician or an immediate family member has a financial relationship, 

unless an exception applies.  Financial relationships include both ownership/investment interests 

and compensation arrangements. 

 

Designated health services include: 

• clinical laboratory services 

• physical therapy, occupational therapy, and outpatient speech-language pathology 

services; 

• radiology and certain other imaging services;  

• radiation therapy services and supplies;  

• durable medical equipment and supplies;  

• parenteral and enteral nutrients, equipment and supplies;  

• prosthetics, orthotics, and prosthetic devices and supplies;  

• home health services;  

• outpatient prescription drugs; and 

• inpatient and outpatient hospital services. 

 

The Stark law is a strict liability statute, which means proof of specific intent to violate the law is 

not required.  Penalties for physicians who violate the Stark law include fines as well as exclusion 

from participation in Federal healthcare programs. 

 

 

3.05 Exclusion Statute 

 

OIG is legally required to exclude from participation in all Federal healthcare programs, 

individuals and entities convicted of the following types of criminal offenses:  1) Medicare or 

Medicaid fraud, as well as any other offenses related to the delivery of items or services under 

Medicare or Medicaid;  2) patient abuse or neglect;  3) felony convictions for other healthcare 

related fraud, theft, or other financial misconduct; and  4) felony convictions for unlawful 

manufacture, distribution, prescription, or dispensing of controlled substances. 

 

OIG has discretion to exclude individuals and entities on several other grounds, including 

misdemeanor convictions related to healthcare fraud other than Medicare and Medicaid fraud; 

provision of unnecessary or substandard services; submission of false or fraudulent claims to a 

Federal healthcare program; engaging in unlawful kickback arrangements; and defaulting on 

health education loan or scholarship obligations. 
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An excluded individual or entity that submits a claim for reimbursement to a Federal healthcare 

program, or causes such a claim to be submitted, may be subject to a civil monetary penalty 

(CMP) for each item or service furnished during the period that the person was excluded.  In 

addition, the excluded individual may jeopardize future reinstatement into Federal healthcare 

programs. 

 

If a healthcare provider employs or contracts with an individual or entity that is excluded by the 

OIG, the provider may be subject to CMP liability if the individual/entity renders services that are 

reimbursed, directly or indirectly, by such a program.  A provider or entity that receives Federal 

healthcare funding may only employ an excluded individual if the provider is both able to pay 

the individual exclusively with private funds or from other non-federal funding sources, and 

where the services furnished by the excluded individual relate solely to non-federal program 

patients. 

 

 

3.06 Civil Monetary Penalties Law 

 

OIG may seek civil monetary penalties for a wide variety of conduct, and is authorized to seek 

differing penalties and assessments based on the type of violation at issue.  Penalties range from 

$10,000 to $50,000 per violation.  Some Civil Monetary Penalties Law violations include: 

 

• presenting a claim that the person knows or should know is for an item or service that was 

not provided as claimed or is false or fraudulent; 

• presenting a claim that the person knows or should know is for an item or service for 

which payment may not be made; 

• violating the Anti-Kickback Statute; 

• violating Medicare assignment provisions; 

• violating the Medicare physician agreement; 

• providing false or misleading information expected to influence a decision to discharge; 

and 

• making false statements or misrepresentations on applications or contracts to participate 

in the Federal healthcare programs.  

 

 

3.07 Accurate Coding, Billing and Documentation 

 

Payment of claims is generally based solely on the provider’s representations in the claims 

documents. OIG has broad capabilities to audit claims and investigate providers when it has a 

reason to suspect fraud.  Suspicion of fraud and abuse may be raised by irregular billing patterns 

or reports from others, including staff members, patients, and competitors. 

 

Medical record documentation shall meet the requirements outlined in Section 7.03.  Regular 

auditing and monitoring of billings and documentation will be implemented to prevent and 

detect fraud or abuse. 
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3.08  Violations and Potential Penalties 

 

Following is a synopsis of the regulations under which the Office of Inspector General may 

impose civil monetary penalties (CMPs), assessments and/or exclusions for program non-

compliance: 

 

• Section 1128A(b)(1) - Receiving a kickback by entering into “gainsharing” arrangements 

with hospitals.  Gainsharing is “an arrangement in which a hospital gives physicians a 

percentage share of any reduction in the hospital’s costs for patient care attributable in part 

to the physicians’ efforts.” 
 

• Section 1833(h)(5)(D) - Any person billing for a clinical diagnostic laboratory test, other than 

on an assignment-related basis. This provision includes tests performed in a physician's office 

but excludes tests performed in a rural health clinic. (This violation is subject to a CMP, 

assessment and exclusion.)  
 

• Section 1833(q)(2)(B) - When seeking payment on an unassigned basis, any entity failing to 

provide information about a referring physician, including the referring physician's name and 

unique physician identification number. (This violation is subject to a CMP and exclusion.)  
 

• Sections 1834(b)(5)(C) and 1842(j)(2) - Any nonparticipating physician or supplier charging a 

Medicare beneficiary more than the limiting charge as specified in section 1834(b)(5)(B) for 

radiologist services. (This violation is subject to a CMP, assessment and exclusion.)  
 

• Sections 1834(c)(4)(C) and 1842(j)(2) - Any nonparticipating physician or supplier charging a 

Medicare beneficiary more than the limiting charge for mammography screening, as 

specified in section 1834(c)(3). (This violation is subject to a CMP, assessment and exclusion.)  
 

• Section 1842(b)(18)(B) - For practitioners specified in section 1842(b)(18)(C) (physician 

assistants, nurse practitioners, clinical nurse specialists, certified registered nurse anesthetists, 

certified nurse-midwives, clinical social workers, and clinical psychologists), any practitioner 

billing (or collecting) for any services on a non-assigned basis. (This violation is subject to a 

CMP, assessment and exclusion.)  
 

• Section 1842(l)(3) - Any nonparticipating physician who does not accept payment on an 

assigned basis and who fails to refund beneficiaries for services that are not reasonable or 

medically necessary or are of poor quality. (This violation is subject to a CMP, assessment and 

exclusion.) 
 

• Section 1842(m)(3) - Any nonparticipating physician billing for an elective surgical procedure 

on a non-assigned basis and whose charge is at least $500 and fails to disclose charge and 

coinsurance amounts to the Medicare beneficiary prior to rendering the service; and fails to 

refund any amount collected for the procedure in excess of the charges recognized and 

approved by the Medicare program. (This violation is subject to a CMP, assessment and 

exclusion.) 



©   Eagle Associates, Inc.    (800) 777-2337        OIG Compliance Program 

• Section 1842(n)(3) - Any physician billing diagnostic tests in excess of the scheduled fee 

amount. (This violation is subject to a CMP, assessment and exclusion.)  
 

• Section 1842(p)(3)(A) - Any physician failing to promptly provide the appropriate diagnosis 

code or codes upon request by CMS or a carrier on any request for payment or bill 

submitted on a non-assigned basis. (This violation is subject to a CMP.) 
 

• Section 1842(p)(3)(B) - Any physician failing to provide the diagnosis code or codes after 

repeatedly being notified by CMS of the obligations on any request for payment or bill 

submitted on a non-assigned basis. (This violation is subject to an exclusion.)  
 

• Section 1848(g)(1)(B) - Any nonparticipating physician, supplier, or other person who 

furnishes physicians' services and bills on a non-assigned basis or collects in excess of the 

limiting charge; or fails to make an adjustment or refund to the Medicare beneficiary. (This 

violation is subject to a CMP, assessment and exclusion.)  
 

• Section 1848(g)(3) - Any person billing for physicians' services on a non-assigned basis for a 

Medicare beneficiary who is also eligible for Medicaid (these individuals include qualified 

Medicare beneficiaries). This provision applies to services furnished on or after April 1, 1990. 

(This violation is subject to a CMP, assessment and exclusion.)  
 

• Section 1848(g)(4) - Any physician, supplier, or other person (except any who has been 

excluded from the Medicare program) failing to submit a claim for a beneficiary within one 

year of providing the service; or imposes a charge for completing and submitting the 

standard claims form. (This violation is subject to a CMP and exclusion.)  
 

• Section 1862(b)(5)(C) - Any employer who (before October 1, 1998) fails to provide an 

employee's group health insurance coverage information to the Medicare contractor. (This 

violation is subject to a CMP.)  
 

• Section 1862(b)(6)(B) - Any entity that fails to complete a claim form relating to the 

availability of other health benefit plans; or provides inaccurate information relating to the 

availability of other health benefit plans on the claim form. (This violation is subject to a 

CMP.)  
 

• Section 1877(g)(5) - Any person failing to report information concerning ownership, 

investment, and compensation arrangements. (This violation is subject to a CMP, assessment 

and exclusion.)  
 

• Section 1882(r)(6)(A) - Any person failing to refund or credit as required by the supplemental 

insurance policy loss ratio requirements. (This violation is subject to a CMP, assessment and 

exclusion.) 
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4.00  Relationships With Business Entities Or Individuals 
 
Purpose: 
 

The practice shall avoid entering into any business arrangement or employment agreement with 

any business entity or individual who has been barred or excluded from, or deemed ineligible for 

participation in any government healthcare program for reason(s) involving fraud or abuse (see 

section 3.05 regarding the Exclusion Statute).  An exception to this policy will be made if such an 

entity has been reinstated following the period of exclusion, and has instituted an effective 

compliance program monitored by the appropriate government agency. 

 

The practice shall make reasonable inquiry into the background of prospective employees and 

business individuals/entities whose job functions or activities may materially impact: 

 

1. The Medicare/Medicaid claim development and submission process; 

2. The practice’s relationships with its physicians, employees, and independent contractors; 

or 

3. Referral patterns between providers and suppliers. 

 

 

4.01  Screening Employees 

 

Prior to employment, prospective employees shall be screened to determine whether they are 

on the OIG List of Excluded Individuals and Entities (LEIE).  To avoid civil monetary penalties, the 

practice will search the OIG Exclusions database for the individual’s name, and will not hire an 

individual that is currently excluded. 

 

The OIG Exclusions database shall also be checked for the names of existing employees 

(including physicians, nurses, technicians, administrative staff and others who will be involved in 

claims processing, or any services provided to beneficiaries of Federal healthcare programs) on 

a schedule that is reasonable considering the size of the practice, and population of Medicare 

and Medicaid patients. 

 

 

4.02  Screening Business Entities or Individuals 

 

The practice shall not enter into any agreement, written or oral, with any business entity or 

individual convicted of violating any federal or state, healthcare or business-related law or 

regulation, or with an entity or individual that has been barred, excluded or otherwise deemed 

ineligible from the Medicare, Medicaid or other state or federally funded government 

healthcare insurance program. 
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The practice shall neither refer to, nor accept a referral from an individual or business entity 

convicted of violating any federal or state, healthcare or business-related law or regulation, or 

with an individual or entity that has been barred, excluded, suspended or otherwise deemed 

ineligible from the Medicare, Medicaid or other state or federally funded government 

healthcare insurance program. 

 

In every agreement executed after the date that this policy is adopted, the practice shall 

require each party to sign a statement verifying that it has not been sanctioned by, or barred or 

excluded from Medicare, Medicaid or other government funded healthcare insurance 

programs.  Form 9.06 – Non-Employee Physician, Business Entity and Individual Screening may be 

used to document this verification.  In addition, the practice shall search the OIG Exclusions 

database for the names of any individuals/entities with whom it has a business associate or 

referral relationship according to the screening procedures in section 4.03. 

 

Business entities and individuals that had been excluded or otherwise ineligible must verify 

reinstatement and implementation of an effective compliance program before agreements 

and/or referrals will be entered into.  In such a case, Form 9.07 – Attestation shall be used to 

document the individual or entity’s statement that they are again eligible to participate in the 

program from which they had been barred. 

 

For receiving or making referrals, the practice shall maintain a list of physicians and entities that 

are not currently excluded from federally funded healthcare programs, as well as a list of 

currently excluded providers with whom business had been conducted prior to their exclusion.  

The lists will ensure that the practice may know with whom it may, and may not work. The 

Compliance Officer shall maintain the lists and review business and/or referral relationships on an 

annual basis. 

 

 

4.03 Screening Procedures 

 

The following procedures shall be followed when screening existing or prospective employees, 

non-employee physicians, business associates or other entities: 

 

• Have prospective or existing employees complete Form 9.05 – Prospective/Existing Employee 

Screening; or 

Have non-employee physicians, business entities or individuals complete Form 9.06 – Non-

Employee Physician, Business Entity and Individual Screening; 

 

• From the OIG home page – http://oig.hhs.gov, select the Online Searchable Database from 

the Exclusions menu to search for individuals or entities; 

• Search for any former names used by an individual (e.g., maiden name, previous 

married names, given name, etc.); 
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• Search for any hyphenated names under each of the last names (if applicable);  

 

• Maintain documentation of the initial name search and any additional searches performed 

so that compliance with this requirement can be verified.  Print the screen showing the results 

of the search(es), and attach to the screening form that the individual or entity completed. 

 

• Perform any additional screening procedures, such as credential verification, 

background/criminal history checks, etc. that the practice deems necessary. 

 

• Complete Form 9.08 – Review of Potential Employees, Referral Sources and Vendors and 

maintain with documentation of OIG searches and applicable screening forms. 

 

 

4.04 Excluded Individuals/Entities 

 

The practice shall not bill for any services performed by excluded nurses, technicians or other 

excluded individuals where such services are related to administrative duties, preparation of 

surgical trays or review of treatment plans if such services are reimbursed directly or indirectly 

(such as through a bundled payment) by a Federal healthcare program, even if the individuals 

do not furnish direct care to Federal program beneficiaries. 

 

The practice shall not offer payment to an excluded physician or entity (be it a partnership, 

corporation, etc.) for items furnished, ordered or prescribed by an excluded provider/supplier. 

 

If an excluded individual is employed by the practice, the practice shall not use federal or state 

healthcare program funds to pay any of the excluded person's salary or fringe benefits.  No 

other provider shall bill for services performed by an excluded provider. 

 

In the event that an excluded individual has a direct or indirect ownership or control interest of 

five percent (5%) or more in an entity, or is an officer, director or managing employee of that 

entity, the entity may also be excluded from participating in federal or state healthcare 

programs.  (This is true whether or not the excluded individual is compensated in any manner for 

his or her services to the entity.)  Thus, the practice shall inquire about an excluded individual's 

ownership interest in the entity with which it has a business associate or referral relationship. 
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5.00   AUDITING & MONITORING POLICY 
 

Purpose: 
 
The practice has adopted this audit policy to monitor the accuracy of claims and, when 

necessary, implement corrective actions to remedy inaccuracies or problems.  Audits are used 

to ensure that representative claims from all of the practice’s providers are periodically reviewed 

in a manner that will enable the practice to promptly identify deficiencies (in the claim 

development and submission process) that may result in inaccurate claims. 

 

 

5.01  Auditing Process 

 

The practice shall conduct periodic audits in accordance with the schedule described in 

section 5.02.  Ideally, the individual with overall responsibility for billing (i.e., billing manager) and 

a medically trained individual will conduct the internal audits.  An audit shall determine whether: 
 

• Bills are accurately coded and accurately reflect the services provided. 

• Services or items were accurately ordered, performed, and are reasonable and 
necessary. 

• Any incentives for unnecessary services exist. 

• Medical records contain sufficient documentation to support the charges. 

 

Baseline Audits 
 
A baseline audit shall examine the claim development and submission process from patient 

intake through claim submission and payment, and identify elements within this process that 

may contribute to non-compliance or that may need further improvement. 

 

When compared with subsequent audits, the baseline audit will enable the practice to judge its 

progress in eliminating or reducing potential areas of vulnerability.  The baseline audit shall 

examine claims that were submitted and paid during the initial three months following 

implementation of the education and training program. Subsequent audits should demonstrate 

the compliance efforts that have been made through a reduction in claim denials and an 

increase in the number of claims paid. This practice is known as benchmarking. 

 

Periodic Audits 
 
Following the baseline audit, periodic audits shall be conducted at least once each year. A 

randomly selected number of medical records shall be reviewed, and if problems are identified, 

focused reviews shall be conducted as needed to resolve the issue(s).  Depending upon the 

problems identified, records may be selected based upon specific diagnoses and/or 

procedures, payers, or specific practitioners. 
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Periodic audits shall focus on the following:  

 

1. Inclusion of a valid sample of the practice’s top ten denials or the practices top ten 

services provided. 

2. Review for data entry errors and legibility. 

3. Ensure dates of service match on record and claim form, and that patient identification 

is present on each page of the record. 

4. Confirmation that all orders are written and signed by a provider. 

5. Review for reasonable and necessary services performed. 

6. Ensure that diagnoses and treatment plans are documented and consistent.  

7. Review to confirm that all tests ordered by the provider(s) were actually performed and 

documented and that only those tests were billed. 

8. Review of evaluation and management services coding validity: 

a. Appropriate levels of service; 

b. Appropriate category of service; 

c. Medical necessity; and 

d. Usage of time for coding evaluation and management services. 

9. Review of ICD Coding: 

a. Priority of codes. 

b. CPT code linkage. 

c. Specificity. 

d. Appropriateness based upon Guidelines; and 

e. Use of E and V codes. 

10. Review to confirm the operative record supports the code assignment. 

11. Review unit and modifier usage. 

12. Review for mutually exclusive code usage and gender appropriate services. 

13. Assess usage of invalid or deleted codes. 

 

The practice shall devote resources as are necessary to ensure that the audits are: 

 

• Adequately staffed by persons with appropriate knowledge and experience to conduct the 

audits (ideally performed by the person in charge of billing and a medically trained person); 

and 

• Utilizing audit tools and protocol that have been periodically updated to reflect changes in 

applicable laws and regulations. 
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5.02  Audit Plan – Internal and External 

 

1. Internal Audit (performed by the practice’s personnel) 

 New employee/position audits: 
 

It is the policy of the practice and the responsibility of each supervisor to ensure that 

employees who are new to positions and have a direct impact on the claim development 

and submission process are provided adequate and appropriate training.  One mechanism 

for assuring the accuracy of the practice’s claims is to ensure that each employee 

understands the essential elements of his or her job functions.  This assurance is gained 

through the review of work being created by a new employee, or an existing employee in a 

new position. Accordingly, the work product of new employees or employees in new 

positions shall be reviewed in the following manner: 
 

• Billers and coders 

The initial claim-related work of each employee whose principle function includes the 

billing or coding of claims to be submitted to the Medicare or Medicaid program shall be 

reviewed by the employee’s manager or an experienced co-worker for a period of not 

less than five working days, or until the reviewer is satisfied that the accuracy of 

employee’s claims justifies cessation of the reviews. 
 

• Registration 

The work of every employee new to registration shall be reviewed for a period of not less 

than five working days or until the reviewer is satisfied that the accuracy of the 

employee’s work is adequate to justify cessation of the review. 
 

• Patient care providers 

Patient care providers shall have their documentation reviewed at least five times during 

the first 60 days of employment.  The provider’s supervisor shall review the provider’s 

documentation to ensure that the provider is accurately and completely documenting 

the services rendered in accordance with Medicare, Medicaid and any other programs’ 

applicable requirements.  

 

Note:  For the purpose of this policy, the term provider includes physicians, physician 

assistants, nurse practitioners, nurses, technicians and other persons who may document the 

delivery of services in the provider’s records (including medical records). 
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2. Internal Audit (performed by the practice’s personnel) 

Periodic random sample audits of medical records/claims by providers: 
 

The practice shall conduct periodic random sample audits of medical records/claims before 

they are submitted for payment (prospective audits).  The audits shall be conducted without 

warning to either the provider or any employee involved in preparing or submitting the bill.  

At a minimum, the practice’s audit activities shall consist of auditing 5-10 medical records 

(not less than 5 claims) annually of every employed provider. 

 

3. Internal Audit (performed by the practice’s personnel) 

Periodic random sample audits of employees engaged in billing: 
 

The practice shall conduct periodic random sample audits of claims before they are 

submitted for payment (prospective audits).  The audits shall be conducted without warning 

to any employee involved in preparing or submitting the bill.  At a minimum, the practice’s 

audit activities shall consist of auditing 5-10 medical records/claims (not less than 5 claims) 

annually of every employee, other than a physician, involved in preparing and submitting 

bills. 

 

4. External Audit (performed by an outside entity) 

Random sample audits of claims by providers: 
 

This is a quality control mechanism designed to verify the accuracy of the practice’s claims 

and the effectiveness of its internal audit process. Frequency of external audits will be at the 

discretion of the practice, with a recommendation for at least one external audit every three 

years. The auditing entity shall conduct periodic random sample audits of claims that have 

been submitted for payment (retrospective audit).  The audits shall be performed on claims 

submitted within 90 days preceding the audit.  The external audit activities shall consist of 

auditing 5 -10 medical records/claims per provider, at a minimum, and include a review of 

claims that have been reimbursed by Federal healthcare programs. 

 

5. Complaint audits: 

 

Upon receipt of a credible allegation or complaint alleging improper or inaccurate billing 

practices, the practice shall undertake a review of the matter, including an audit that meets 

the requirement set forth in the Investigative Process Policy, section 6.04.  The audit shall 

proceed as discussed in that policy in order to determine the extent of the problem that has 

been reported. 

 

Note:  Auditing Form 9.09 shall be used to document all internal audits.  The practice shall 

also maintain documentation of external audits as provided by the selected outside entity 

performing the audits (if applicable). 
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5.03 Monitoring for Warning Indicators 

 

In addition to regular audits, the practice shall monitor for warning indicators on an ongoing 

basis. Following are some common indications of fraud and/or abuse: 

· Significant changes in the number and/or types of claim rejections and/or payment 

reductions; 

· Correspondence from the carriers and insurers challenging the medical necessity or 

validity of claims; 

· Illogical patterns or unusual changes in procedure or diagnosis code utilization rates; 

· High volumes of unusual charge or payment adjustment transactions; and/or 

· Other unusual changes in reimbursement patterns. 

 

If any warning indicators are identified, a full assessment or investigation of the potential 

problem shall be carried out to determine the appropriate follow-up procedures.  The policies in 

section 6.00 should be referred to for internal investigation and response processes. 
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Section 6.00  Investigation & Response Policy 
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6.00  INVESTIGATION & RESPONSE POLICY 
 

Purpose: 
 
The purpose of this policy is to set forth the procedures that shall be used by the practice to 

respond to reports, or detection of problems during an audit that may be contrary to Medicare, 

Medicaid or other insurance program requirements.  A full internal assessment of the possible 

violation should be made as soon as possible after a problem is detected or reported.  

Depending upon the results of the investigation, appropriate corrective actions shall be taken to 

remedy the situation, and prevent recurrence of the violation. 

 

 

6.01 Internal Investigations 

 

If a report of suspected non-compliance is received, or is detected during an audit, the 

Compliance Officer and/or Compliance Committee shall look into the allegations to determine 

whether a violation occurred, and to what extent. 

 

 

6.02 Control of Investigations 

 

All reports received, whether by an employee of the practice, through an internal audit, or 

external audit shall be immediately provided to the Compliance Officer.  If the Compliance 

Officer is implicated in the violation, the report will instead be provided to (another member of) 

the Compliance Committee.  Likewise, any involved member of the Compliance Committee 

shall not be permitted to view the report.  

 

 

6.03 Purpose of Investigations 

 

The purposes of any investigation shall be to: 

• Identify activities that violate the practice’s fraud and abuse prevention policies; 

• Identify those situations in which the laws, rules and standards of the Medicare and 

Medicaid programs may not have been followed; 

• Identify individuals who may have knowingly or inadvertently caused claims to be 

submitted or processed in a manner which violated Medicare or Medicaid laws, rules, or 

standards; 

• Facilitate the correction of any procedures not in compliance with the Medicare or 

Medicaid laws, rules and standards; 

• Implement those procedures necessary to ensure future compliance; and 

• Protect the practice in the event of civil or criminal enforcement actions, and to preserve 

and protect the practice’s assets. 
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6.04  Investigative Process 

 

Steps to be followed when undertaking an investigation shall include, at a minimum: 

 

1. The Compliance Officer (or the highest level of non-involved personnel) shall be notified of 

the nature of the complaint, report or detected violation; 

2. An investigation to be commenced as soon as reasonably possible, but in no event later 

than seven working days following the receipt of the complaint or report, or longer if an 

acceptable auditor cannot be located to commence the audit (if an outside auditor is 

desired).  The investigation shall include, but need not be limited to:  

a. An interview of the complainant (unless an anonymous reporting system was utilized) 

and other persons who may have knowledge of the alleged problem or process, and a 

review of the applicable laws and regulations which might be relevant to or provide 

guidance with respect to the appropriateness or inappropriateness of the activity in 

question, to determine whether or not a problem actually exists. 

(i) If the review results in conclusions or findings that the reported conduct is permitted 

under applicable laws, regulations or policy, or that the reported act did not occur 

as alleged or that it does not otherwise appear to be a problem, the investigation 

shall be closed. 

(ii) If the initial investigation concludes that improper billing is occurring, that violations of 

applicable law are occurring, that inaccurate claims are being submitted, or that 

additional evidence is necessary, the investigation shall proceed to the next step. 

b. An audit including identification and review of representative bills or claims submitted to 

the Medicare/Medicaid programs to determine the nature, scope, frequency, duration, 

and potential financial magnitude of the problem. 

c. Interviews of the person(s) in the departments and institutions who appear to have 

played a role in the process in which the problem occurred.  The purpose of the 

interview will be to determine the facts related to the reported activity, and may include: 

(i) A determination of the involved individuals’ understanding of the Medicare and 

Medicaid laws, rules and regulations; 

(ii) The identification of persons with supervisory or managerial responsibility in the 

process; 

(iii) The adequacy of the training of the individuals performing the functions within the 

process;  

(iv) The extent to which any person knowingly or with reckless disregard or intentional 

indifference acted contrary to the Medicare or Medicaid laws, rules or regulations;  

(v) The nature and extent of potential civil or criminal liability of individuals or the 

practice; and 
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(vi) Preparation of a summary report which: 

• defines the nature of the problem; 

• summarizes the investigation process; 

• identifies any person whom the investigator believes acted deliberately or with 

reckless disregard or intentional indifference toward the Medicare/Medicaid 

laws, rules and policies; and 

• if possible, estimates the nature and extent of the resulting overpayment by the 

government, if any. 

 

In undertaking an investigation, the person(s) conducting the investigation may solicit the 

support of an internal audit, external auditors, and internal and external resources with 

knowledge of the applicable laws and regulations and required policies, procedures or 

standards that relate to the specific problem in question. 

 

 

6.05 Categories of Possible Violations 

 

The Compliance Officer or Committee shall determine the category of violation indicated by 

the investigation report: 

Category 4 – A simple violation of fraud and abuse policies from which no improper payments 
resulted. 

Category 3 – Conduct which does not violate criminal, civil or administrative law and that 
exclusively involves overpayments or errors (i.e., honest mistakes and billing errors). 

Category 2 – Conduct that appears to have been willfully indifferent or committed with 

reckless disregard for criminal, civil and/or administrative laws pertaining to healthcare 

benefit programs.  

Category 1 – Any ongoing fraud scheme or other conduct that appears to have been 

intentional, and that potentially violates criminal, civil and/or administrative laws. 
 

 

6.06 Response and Corrective Actions 

 

One member of the practice staff shall be given the responsibility of developing an appropriate 

corrective action plan, if necessary, following the investigation.  The specific actions taken will 

depend upon the circumstances, but may include the following measures: 

 

· Immediately cease the potentially fraudulent activity; 

· Immediately stop all billing related to the alleged problem until such time as the alleged 

offending practices are corrected; 
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· In the event that the practice discovers what appears to be an ongoing fraud scheme, 

and federal criminal, civil and/or administrative laws are involved, the practice shall 

notify legal counsel to determine the extent of the practice’s liability, and upon 

recommendation, refer the matter to law enforcement authorities, if necessary; 

· Initiate appropriate disciplinary action against person(s) involved in fraudulent activity 

according to section 6.06a - Employee Disciplinary Actions. 

· Calculate and generate repayment to the appropriate payer (any overpayments, 

duplicate payments, etc.); 

· Promptly institute a program of training and education for the appropriate personnel to 

prevent similar problems in the future. 

· Compliance policies or audit procedures may require modification if a violation 

occurred and was not detected (through internal audits and monitoring). 

 

 

6.06a Employee Disciplinary Actions 

 

Regardless of the category of violation that occurred, employee training will be provided to 

ensure that fraud and abuse prevention policies and procedures are clearly understood and 

are adhered to going forward.  The Compliance Officer and/or Compliance Committee shall 

determine the appropriate response to violations involving individual misconduct (i.e., violations 

other than those that occurred due to errant policies or procedures): 

· The employee will complete OIG Fraud & Abuse Prevention training, in addition to billing 

and coding procedure training as applicable to his/her duties; and 

· Appropriate sanctions will be imposed, such as verbal or written reprimand; or 

· In the case of conduct that appears to have been intentional, willfully indifferent or with 

reckless disregard to Federal healthcare program requirements, the person shall be 

removed from any position with oversight for, or impact upon the claims submission or 

billing process, at a minimum, and may be suspended, demoted or terminated. 

· If violations are severe or are repeated, and the Compliance Officer and/or Compliance 

Committee deem it appropriate, an employee may be terminated. 

 

 

6.06b  Repayment without Penalties 

 

When billing errors or honest mistakes result in erroneous claims, the practice shall return the 

funds erroneously claimed (without penalties) as soon as possible after discovery of the errors 

and completion of an investigation. The matter shall be disclosed directly to the appropriate 

Federal healthcare program, or other responsible contractor under the payer’s voluntary refund 

process. 
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6.06c Provider Self-Disclosure Protocol 

 

The OIG Provider Self-Disclosure Protocol (SDP) is a program for voluntarily reporting potential 

fraud and abuse issues.  Self-reporting minimizes the potential cost and disruption that a full-

scale CMS audit and investigation can cause. The program also allows negotiation of a fair 

monetary settlement, and avoidance of an OIG permissive exclusion that would prevent the 

provider’s participation with Federal healthcare programs. The SDP is used to resolve matters 

that implicate potential fraud against Federal healthcare programs, rather than mere 

overpayments. 

 

There are three benefits that might be received as a result of self-reporting:  

• If the practice can demonstrate an effective compliance program and agrees to 

maintain its compliance program, the OIG may not require that the provider enter into 

an Integrity Agreement (IA) (see Section 6.06d); 

• In cases where the provider’s own audits detected the disclosed problem, the OIG may 

consider alternatives to the IA’s auditing provisions (see Section 6.06d).  The provider may 

be able to perform some or all of its billing audits through internal auditing methods 

rather than be required to retain an independent review organization to perform the 

billing review; and 

• Self-disclosing can help to demonstrate a provider’s trustworthiness to the OIG, and may 

result in the OIG determining that it can sufficiently safeguard the Federal healthcare 

programs through an IA without the exclusion remedy, which is typically included in an 

IA. 

 

According to OIG, provider(s) should ensure that the conduct has ended prior to entry into the 

Provider Self-Disclosure Protocol program or, at least, in the case of an improper kickback 

arrangement, that corrective action will be taken and the improper arrangement will be 

terminated within 90 days of submission to the SDP.  All other necessary corrective action should 

be complete and effective at the time of the disclosure (i.e., amended procedures and/or 

policies, retraining, employee disciplinary actions, etc). 

 

Complete information on the Provider Self-Disclosure Protocol is provided at the following OIG 

web page: 

 

http://oig.hhs.gov/compliance/self-disclosure-info/protocol.asp 

 

A copy of the Provider Self-Disclosure Protocol (updated April 17, 2013) is provided in section 

10.00 – OIG Guidance Documents.  
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6.06d Corporate Integrity Agreements (IAs) 

 

As part of a settlement process, OIG will negotiate an integrity agreement with the practice.  In 

such an agreement, the practice agrees to certain obligations, and in exchange, OIG agrees 

not to seek the providers’ exclusion from participation in Medicare, Medicaid and other Federal 

healthcare programs.  A comprehensive IA typically lasts 5 years and includes requirements to: 

· designate/hire a Compliance Officer/appoint a Compliance Committee; 

· develop written standards and policies; 

· implement a comprehensive employee training program; 

· retain an independent review organization to conduct annual reviews; 

· establish a confidential disclosure program; 

· restrict employment of ineligible persons; 

· report overpayments, reportable events, and ongoing investigations/legal proceedings; 

and 

· provide an implementation report and annual reports to OIG on the status of the entity’s 

compliance activities. 

 

As stated in the previous section, the requirements of an IA may be abbreviated if the provider’s 

own audits detect the violations, and the provider self-discloses them. 

 

 

6.07 Recordkeeping 

 

The Compliance Officer shall maintain all records pertaining to reported or detected violations, 

subsequent investigations and corrective actions.  Section 7.00 outlines records retention. 
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Section 7.00  Record Retention Policy 
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7.00  RECORD RETENTION POLICY 
 
Purpose: 
 
This policy outlines procedures regarding the creation, retention, storage and destruction of 

records and documents. 

 

 

7.01  Compliance Records 

 

All records related to the compliance program shall be maintained for at least five years, unless 

otherwise specified below: 

 

1. All records relating to screening of business individuals/entities, employees and those 

persons or entities with whom the practice has a business relationship shall be kept for the 

latter of:  six years; six years from the date the relationship is terminated; or at a later date 

dictated by another practice policy. 

 

2. All records pertaining to internal investigations and internal audit results. 

 

3. All records related to educational and training activities shall be maintained for 10 years 

(according to CMS guidelines). 
 

4. All disciplinary records shall be maintained for as long as the practice requires its records 

of employees and former employees to be maintained, but in no event shall it be less 

than two years after the employee leaves the practice. 
 

5. All self-disclosures by the practice to the OIG or any other federal or state agency or 

carrier shall be maintained for ten years; 

 

6. All modifications to the compliance program shall be recorded and maintained 

indefinitely.  Each modification shall identify the date the policy was first adopted and 

the date the most recent modification was adopted. 

 

7. Any record of advice from a Government agency (including a Medicare carrier), and 

the original request for information that was submitted by the practice (either written or 

verbal) should be retained, particularly if the practice will be relying on the response to 

guide it in future decisions, actions or claim reimbursement requests or appeals. 

 

Although there is no requirement that the practice retain its compliance records, having all the 

relevant documentation relating to the practice’s compliance efforts or handling of a particular 

problem can benefit the practice should it ever be questioned regarding those activities. 
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7.02  Destruction of Compliance Records 

 

The duration for retaining any record shall commence on the date that the investigation, audit 

or related matter is complete.  No documents relating to a pending investigation, inquiry of any 

sort, possible billing error or an incident of fraud or abuse may be destroyed without permission 

of the Compliance Officer and/or approval of legal counsel. 

 

 

7.03  Medical Record Documentation 

 

Timely, accurate and complete documentation of diagnosis and treatment is important to 

clinical patient care, but also serves the purpose of verifying claims accuracy.  Medical records 

may be used to validate the site of the service, the appropriateness of the services provided, the 

accuracy of the billing, and the identity of the service provider. 

 

CPT and ICD codes should be supported by documentation in the medical record, and the 

medical chart should contain all necessary information, including the person who provided the 

services.  These issues are identified by the OIG as the leading cause of improper payments. 

 
The following guidelines will be used to ensure accurate medical record documentation: 

• The medical record is complete and legible; 

• The documentation of each patient encounter should include: 

• The reason for the encounter; any relevant history; physical examination findings; prior 

diagnostic test results;  

• Assessment, clinical impression, or diagnosis; 

• Plan of care; and  

• Date and legible identity of the observer; 

• If not documented, the rationale for ordering diagnostic and other ancillary services should 

be easily inferred by an independent reviewer or third party. Past and present diagnoses 

should be accessible to the treating and/or consulting physician; 

• Appropriate health risk factors are identified; 

• The patient’s progress, his or her response to, and any changes in, treatment, and any 

revision in diagnosis are documented; and 

• Diagnosis and procedure codes used for claims submission are supported by documentation 

and the medical record. 

 

Medical records shall be maintained for the duration recommended/required by the practice’s 

state (if available), or affiliated medical society/professional association.  Medical records must 

be maintained confidentially, according to HIPAA’s Privacy and Security Rule requirements. 

 

Patient encounter forms, including registration form, history and physical form and chargemaster 

(superbill and patient statement) shall be reviewed periodically to ensure they elicit the data 

required for coding purposes. 
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CMS 1500 Form 
 

 Another documentation area that shall be monitored closely is the proper completion of the 

CMS 1500 form. The following procedures shall be implemented to ensure the form is properly 

completed: 

 
1. Link the most appropriate diagnosis with the corresponding procedure code; 

2. Use modifiers appropriately; and 

3. Provide Medicare with all information about a patient’s other insurance coverage. 

 

 

7.03a CMS Documentation Guidelines 

 

If medical record documentation is identified as insufficient during a prospective audit, or as a 

result of a number of denied claims, the practice shall determine whether corrective actions are 

necessary to improve the quality of documentation.  

 

Documentation guidelines may be referenced and reviewed on the Centers for Medicare and 

Medicaid Services website at:  

 

http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-

MLN/MLNEdWebGuide/EMDOC.html 
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Section 8.00  Investigation or Search by Federal  
  or State Agencies 
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8.00  INVESTIGATION OR SEARCH BY FEDERAL OR STATE AGENCIES 
 

The practice shall cooperate and participate openly and honestly in any government 

investigation or audit by a federal or state agency.  Although the practice shall assist the 

agency in a reasonable manner, it may do so with the guidance of legal counsel. 

 

It is not the policy of the practice to participate in an investigation without being properly 

advised as to the investigation’s scope and purpose, or in the event of surprise audits or 

searches, without the agency producing the necessary and proper authority. 

 

Note:  For purposes of this policy, government representatives will be addressed as “agents,” 

regardless of their actual titles. 

 

 

8.01  Identity of Agent and/or Agency 
 
Employees should follow these guidelines when any scheduled or unscheduled search, audit or 

questioning occurs by a governmental agent. 

 

1. Determine which government agency is performing the investigation.  The most 

common agencies are: 

• Department of Health and Human Services Drug Enforcement Agency 

• Federal Bureau of Investigation (often in cooperation with the U.S. Attorney’s Office) 

• Health Care Financing Administration 

• Medicaid Fraud Control Unit 

• Centers for Medicare & Medicaid Services (Recovery Audit Program) 

• Medicaid Programs 

• Medicare Intermediary 

• Medicare Carrier 

• Office of Inspector General 

• State Attorney General’s Office 

• Postal Inspector 

 

2. If the agent appears in person, obtain and retain identification from the agent(s) and 

contact the agency to confirm his/her identity and visit.  If the agent wishes to search the 

facility or obtain documents or equipment (including a computer), request a search 

warrant and any affidavit supporting the warrant. 

 

3. If an agent contacts the practice by phone, ask for the person’s phone number and 

their affiliation for the purpose of returning the call at a more appropriate time.  

Determine the purpose of their call.  Never provide information, answer questions, or 

speculate.  Refer the call to the Compliance Officer. 
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8.02  Validity of a Search 

 

A search occurs any time an agent enters a company’s premises and requests any documents 

or asks questions.  A search may not be conducted without a valid search warrant. 
 
1. Search Warrant Presented:  If the agent claims to have a search warrant, obtain a copy 

of the warrant, then: 
 

a. Make a copy of the warrant and any affidavit; 

b. Read the warrant to determine the scope of the search (where and for what items) 

and limit the search to that scope only; 

c. Review the date and time listed to ensure that it is valid.  No search may be 

conducted other than within the time period specified; and 

d. Although legal counsel and the Compliance Officer should be present with a 

scheduled audit, try also to ensure their presence in the event of an unscheduled 

search/audit. 

 

2. No Search Warrant Presented:  If no search warrant is produced, and if no permission 

was given by the practice for the search/audit, regardless of whether the agent claims 

to have a warrant or not, inform the agent that a visit must be scheduled with the 

Compliance Officer and that no access shall be permitted without a valid search 

warrant.  An unscheduled audit without the practice’s permission or without a court 

order/search warrant is illegal.  If the agent begins to conduct an illegal search, contact 

both the police and the agency the individual claims to represent to advise it of the 

person’s visit and that you cannot cooperate at that time without proper 

documentation.  Also, contact the practice’s legal counsel. 

 

Only the Compliance Officer or other designated individual shall have the authority to 

consent to a search without a warrant.  No other employee shall consent to such a 

search upon request from an agent who does not have a search warrant. 

 

 

3. Agent Claims Warrant Unnecessary:  Some agents might claim that the agency they 

work for is statutorily exempted from requiring a search warrant.  If such a claim is made, 

and the agent does not possess a warrant, request the statutory section allegedly 

providing authority for the search.  Request that the agent wait while you contact legal 

counsel to confirm that no warrant is needed. 
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8.03  Search Procedures 
 

In the event that a valid warrant is produced and a search is conducted: 

 

1. Appoint one person to be in charge of communicating with the agent(s).  No other 

person should communicate with the agent(s) other than as specified below. 
 

2. Do not obstruct the agent if the search is lawful, as this is a crime.  Also, no employee 

shall: 

• alter or destroy a demanded document; 

• falsely deny knowledge of a document; or 

• intimidate another employee from assisting if such assistance is required. 

 

Note: Asking questions and demanding a copy of the warrant do not constitute 

obstruction. 
 

3. An employee must answer questions concerning the location of documents. 
 

4. An employee is not required to answer other questions. 
 

5. An employee should not sign any affidavits or statements, and should instruct the agent 

that he or she must obtain approval from legal counsel before signing any document. 
 

6. Keep a thorough list of every document that is inspected and/or seized.  If a folder is 

taken, take detailed notes of documents that are in the folder. 
 

7. Take detailed notes of documents that are reviewed during the search, but which are 

not seized. 
 

8. Take copious notes of any communications, questions or requests for documents. 
 

9. Get a detailed receipt from the agent of all documents/items which the government has 

obtained or has copied, including the number of pages copied (for reimbursement). 
 

10. Photocopy all original documents being seized. 
 

11. If computers, disks, hard drives or similar items are seized, ask the agent to copy the 

contents to a hard drive. 
 

12. If the agent seizes or copies patient records, request time to copy those records so that 

patient care or patient confidentiality will not be compromised. 

 

13. DO NOT trust the agent to reveal everything that was taken.  Keep very close to the 

agent at all times. 
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8.04  Interviews 
 

Employees are asked to cooperate fully with agents.  However, it is within their rights to consult 

the Compliance Officer or legal counsel before taking part in an interview. 

 

1. Employees are not required to speak with an agent when the agent makes first contact, 

especially if such contact was unscheduled, and regardless of whether or not any search 

warrant is produced. 

 

2. Agents may not threaten an employee in any way, require an employee to speak with 

them immediately or suggest that they may offer an employee a “deal” in exchange for 

information.  These are all intimidation tactics and should be reported to legal counsel. 

 

3. An employee may always schedule an interview in advance. 

 

4. If an agent or other government agent inquires about matters not within the employee’s 

customary area of responsibility, the employee should not disregard the question(s) but 

should refer the question(s) to the Compliance Officer who shall then produce the 

appropriate employee. 

 

5. An employee is entitled to have someone with him during any interview, including the 

corporation's (practice’s) lawyer, at no cost to the employee.  An employee may also 

consult with an attorney of his/her choice at the employer’s expense.  Such costs must 

be repaid if it is determined that the employee has been engaging in a fraudulent or 

abusive practice unbeknownst to the corporation (practice). 

 
6. An employee is always free to speak with the agent.  If the government agent wishes to 

speak to a specific employee personally, attempt to find out why without pressing for 
details.



 

 

9.00 OIG Compliance Program Forms 

Each of the forms is provided in Microsoft Word® and PDF formats in the Member 

Services area of Eagle Associates’ website for printing and/or modification, as 

needed:   www.eagleassociates.net 
 

 

Form # Title 

 

9.00 Forms 

9.01 Employee Training/Education 

9.02 Simple Error Log Form 

9.03 Confidential Incident Report – Parts I & II 

9.04 Employee Code of Conduct 

9.05 Prospective/Existing Employee Screening 

9.06 Non-Employee Physician, Business Entity and Individual Screening 

9.07 Attestation 

9.08 Review of Potential Employees, Referral Sources and Vendors 

9.09 Auditing Form 

 



Employee Training/Education Form 9.01 

 
Name of Employee:   

 
Position:   

 
Calendar Year:   

 
 

Training Date:   Number of Hours:    

 

Subject Matter of Training:   

 

Sponsor:    

 

 Initial Training Retraining 
 

 

Training Date:   Number of Hours:    

 

Subject Matter of Training:   

 

Sponsor:    

 

 Initial Training Retraining 
 

 
 

Training Date:   Number of Hours:    

 

Subject Matter of Training:   

 

Sponsor:    

 

 Initial Training Retraining 
 

 
 
Total Number Hours Trained:   



Simple Error Log Form Form 9.02 
 
 
 
Date:    

 
 
Department:   

 
 
Supervisor:   

 
 
Error reported by:   

 
 
Number of incidents detected:   
 
 
 
Error:   

 
  

 
  

 
  

 

 

Method of Correction:   

 
  

 
  

 
  

 

 

Notes:   

 
  

 
  

 
  

 

 
 



Confidential Incident Report  -  Part 1 Form 9.03 
 
(Part I may to be used by an employee of the practice to make a complaint, or to report an incident.) 
 
The form may be submitted anonymously, or in-person to the Compliance Officer, or a Compliance Committee 
member.  (Please note that anonymous reports may be more difficult to investigate.) 
 
 
(Optional) 
 

Name of person making report:    

 

Position:   

 

Phone number:   

 

Supervisor:    

 
 

 

 
 
Report 
 

Date:    

 
 
Concern:   
 
  
 
  
 
  
 
  
 
 
 
Who was notified prior to this report?   
 
 
Is anyone involved who you do not wish to know of this report?   
 

 
Please state the reason:    

 
  
 
  
 



Confidential Incident Report – Part II Form 9.03 
 
(This page is to be completed by the Compliance Officer or Compliance Committee member.) 
 

Report received from:   
 
 
Investigative Actions: 
 
  
 
  
 
  
 
  
 
  
 
  
 
 
 
Findings: 
 
  
 
  
 
  
 
  
 
  
 
  
 
 
 
Corrective Actions: 
 
  
 
  
 
  
 
  
 
  
 
  
 



Employee Code of Conduct Form 9.04 
 
It is the intent of this practice to conduct its business with honesty, integrity, and in an 
appropriate manner for services provided, while ensuring that its business arrangements comply 
with relevant state and federal statutes and regulations. 
 
The practice's Code of Conduct is intended to help define the conduct that is expected of you, 
to empower you in resolving legal and ethical issues, and to provide you with a way to report 
violations. Each employee will be provided with a copy of the practice's Code of Conduct to 
document his/her knowledge of, and agreement with the following rules of the practice's Code 
of Conduct. 
 
 
1. Compliance with Written Policies and Procedures 
 
 Each employee has a responsibility for his/her own personal conduct in regard to 

compliance with policies and procedures of the practice.  This includes policies and 
procedures for compliance with HIPAA and Safety regulations, as well as those for the 
prevention and detection of fraud and abuse. 

 
 
2.  Good Faith vs. Bad Faith Reports 
 
 Each employee has a responsibility to be aware of his/her own personal conduct, and the 

potential wrongful conduct of others.  The ability to prevent or detect wrongful conduct in a 
timely manner depends, in part, on the awareness of each employee.  Any observation or 
suspicion of wrongful conduct or violation of policies and procedures may be discussed with 
your supervisors/managers, members of the practice's Compliance Committee, or 
appropriate Compliance Officer (for HIPAA, OSHA, or OIG compliance). 

 
 Each employee has a responsibility to report suspected wrongful conduct and/or violations 

of policies and procedures in “good faith” as soon as he/she becomes aware of them.  You 
are acting in “bad faith” if you report that someone is violating his or her employee 
obligations when you know that he or she really is not.  In other words, you would be acting 
in bad faith if you reported someone out of spite, jealousy, or for some other improper 
purpose.  Failure to report a violation, or making an accusation in bad faith will subject you 
to disciplinary actions, up to and including termination. 

 
 Your anonymity for good faith reporting shall be maintained as much as possible.  The 

practice cannot guarantee that your identity will not be discovered or disclosed in the 
course of an investigation, particularly when it is necessary to share the results of an 
investigation with a government agency.  While you are not required to identify yourself, it 
should be noted that anonymous complaints are often more difficult to investigate. 

 
 Additionally, the practice will not tolerate any threats or actual acts of retaliation against an 

employee that, in good faith, reports possible wrongful conduct or violation of the policies 
and procedures of the practice. 

 
 



3. When in Doubt, Ask for Clarification 
 
 Regulations are complicated, and subject to frequent change, as well as interpretation.  The 

practice encourages all employees to ask for clarification or assistance whenever a question 
arises.   

 
 
4. Maintain the Confidentiality of Patient Information and Records 
 
 The practice collects and maintains patient information that is protected by federal and 

state regulations.  Whether in verbal, printed, or electronic form, it is the responsibility of all 
employees to safeguard patient information as specified by HIPAA regulations, as well as the 
privacy and security policies of the practice.  Any unauthorized disclosure of patient 
information may subject you to civil and criminal prosecution, as well as termination from 
employment.  Employee responsibility for maintaining the confidentiality of patient 
information shall continue beyond the employee's term of employment with the practice. 

 
 
5. Training and Education 
 
 The practice provides training and education for all employees that is appropriate for the 

performance of their assigned duties.  It is the responsibility of all employees to participate in 
the training provided by the practice.  Failure to complete assigned training may result in 
disciplinary action. 

 
 
6. Zero Tolerance 
 
 The practice has implemented a policy that requires the practice to discipline any 

employee, including physicians, for intentionally or knowingly violating any federal or state 
law or regulation, or for intentionally not bringing to the attention of the practice any billing-
related error that results in an overpayment to the practice. 

 
 
7. Disciplinary Actions 
 
 Disciplinary actions or sanctions shall be imposed upon any employee that violates the rules 

within the practice's Code of Conduct, or fails to comply with related policies and 
procedures.  Failure to meet your responsibilities or assigned duties in relation to fraud and 
abuse laws will subject you to disciplinary actions up to, and including termination of 
employment. 

 
 
    
Employee Signature        Date Signed 
 
 
 



Prospective/Existing Employee Screening Form 9.05 
 
This form shall be completed by a prospective or existing employee for screening purposes.  The practice shall 
complete Form 9.08 following collection of this form. 
 
Name:   
 
Please list any additional names (i.e., maiden, former married, given, or hyphenated names) that you currently use, 

and/or have used in the previous five years:   
 
  
 
Date:   
 
 
1. Have you ever been terminated, suspended, or otherwise disciplined by a previous employer for conduct 

relating to untruthfulness or an illegal or fraudulent act? 

  yes !   no !  
 
If yes, please provide specific details (date, allegations, punishment): 

  

  

  

  

 
2. Have you ever been barred, excluded or sanctioned by a federal or state government program (not just a  

 healthcare-related program)? yes !   no !  
 
If yes, provide specific details: 

  

  

  
 
(To be completed by medical personnel only - physicians, nurses, technicians, etc.:)  
 
3. Have you ever been disciplined for professional misconduct?  yes !   no !  
 
If yes, please provide specific details including dates, conduct alleged, and action taken: 
 
  

  

  

If you have ever been sanctioned by or barred, suspended or excluded from the Medicare, Medicaid or other 
government funded health care insurance program, are you presently able to participate in such a program?    

 yes !   no !  
 
 
Please list the programs in which you may now participate: 
 
  

  

  



 

Non-Employee Physician, Business Entity And Individual Screening Form 9.06 
 
 
This form shall be completed by the proposed physician, business entity or individual before entering into any 
contract or business arrangement.  The practice shall complete Form 9.08 following collection of this form. 
 
Name of person/company:    
 
Name of representative (of a company or business entity):    
 
Title or position of representative completing survey:    
 
Type of product(s) to be sold/service to be rendered:    
 
Date survey completed:    
 
 
1) Has the physician, business entity or individual ever been disciplined for conduct relating to untruthfulness or an 

illegal or fraudulent act? yes !  no !  
 
If yes, please provide specific details (date, allegations, punishment, etc):  

____________________________________________________________________________________________________ 

____________________________________________________________________________________________________ 

 
2) Has the physician, business entity or individual ever been barred, excluded or sanctioned by a federal or state 

government program (not just a healthcare-related program)? yes !  no !   
 
If yes, provide specific details:  

____________________________________________________________________________________________________ 

____________________________________________________________________________________________________ 

 
To be completed by all business entities & groups (physicians, nurses, technicians, etc):  
 
3) Has any board member or officer of the business entity (if practitioners) ever been disciplined for professional 

misconduct? yes !  no !  
 
If yes, please provide specific details including dates, conduct alleged, and action taken: 

  

  

Does this person control or own more than five percent (5%) of the entity? yes !  no !  
 
 
4) Has any board member or officer ever been barred or suspended from, excluded by or denied participation in 

a federally or state funded or sponsored program?  yes !  no !  
 
If yes, provide details: 
  

  

Does this person control or own more than five percent (5%) of the entity?  yes !  no !  
 
 



 

   Form 9.06 cont. 
 
5) If the individual, entity or any of its board members or officers have ever been sanctioned by or barred or 

excluded from the Medicare, Medicaid or other government funded health care insurance program, is the 
entity presently able to participate in such a program?  yes !  no !  
 

If yes, provide details: 

  

  

 
Does this person control or own more than five percent (5%) of the entity?  yes !  no !  
 



Attestation Form 9.07 
 

 
I,  , or the business entity of which I am the authorized agent, attest that 
 Name 

on the   day of  ,   I [or the entity] was excluded from the  
 month year 

  program.  I [or the entity] was permitted to again participate on  
(Medicare/Medicaid/CHIP) 

the   day of  ,  . 
 month year 

 

 
I hereby attest that I [or the entity] have instituted an effective compliance plan, or that there is  
such a plan at my place of employment and that I abide by all of the policies and rules therein. 
 

    
  Signature of employee or agent        Date 

 
 
 
 
 
 
 
 
 
ALTERNATE ATTESTATION 
 
I hereby attest that neither I, nor the entity for which I work are barred, excluded or suspended 
from any federal or state insurance program. 
 
 
    
  Signature of employee or agent      Date 



Review of Potential Employees, Referral Sources and Vendors Form 9.08 
 
(To be completed by the practice when Forms 9.05 or 9.06 are distributed.) 
 
 
Name of employee, referral source or vendor:    
 
Other (former, hyphenated, married) names searched:   

  
 

Please confirm that the following has been surveyed: 
 

Search the Office of Inspector General Exclusions Database:  

http://exclusions.oig.hhs.gov 

 

Survey conducted: yes !  no !  

Negative information located:  yes !  no !  

· Attach to this form a printout of the search screen that indicates that there is, or is not any 

information on the individual/entity. 

    
 

Optional Screening: 
 

State Exclusions, Sanctions and Other Disciplinary Actions 

 Your State should maintain its own list of sanctioned, excluded or ineligible providers/entities 

(concerning Medicaid program or State law violations).  This information can be obtained from the 

State’s Department of Health and Human Services office, or through the State Medicaid Agency.  

(These exclusion lists are often available on the agency’s website). 
 

Survey conducted: yes !  no !  

Negative information located: yes !  no !  

 

Criminal Background Check 

The OIG does not require a background check.  However, if the practice chooses, you may contact 

the State Police, County Sheriff and Local Police to determine whether or not an individual has a 

prior criminal history.  You may attach any reports of criminal history to this form. 
 

Survey conducted: yes !  no !  

Negative information located: yes !  no !  

 



Auditing Form Form 9.09 
 
 

Type of audit: (check one) 

! Billers and Coders (min. 5 working days for initial audit) 

! Admitting/Registration (min. 5 working days for initial audit) 

! Patient Care Provider (min. 5 working days of first sixty days for initial audit)  

! Periodic Random Sample Audit of Providers (not less than 10 claims annually)  

! Periodic Random Sample Audit of Employees engaged in billing (not less than 10 claims 
annually)  

! Complaint Audits (upon receipt of credible allegation – see Auditing & Monitoring Policy – 
Section 5.02)  
 
 

Name (Subject of Audit):    
 
Job Title:   
 
Dates of Audit:    
 
Number of items audited:   
 

Scope of audit (bills, medical records, etc):   

  
 
List specific errors:   

  

  

  

 
Were the items corrected before the bill was submitted? yes no 
 
 
Will the employee(s) involved receive training to prevent future errors? yes no 
 

If yes, identify the type of training that is needed:  

  
 
 
Are future audits necessary to ensure the problem is corrected? yes no  
 

If so, please list time frame for audit to be conducted:   

 
 
I verify that the above is true to the best of my knowledge and that I have disclosed all pertinent results of the audit. 
 
  
Signature of Auditor 



 

©   Eagle Associates, Inc.    (800) 777-2337        OIG Compliance Program 
 

 

 

Section 10.00 Guidance Documents 

 

 

 

OIG Provider Self-Disclosure Protocol 

 

The following guidance documents are available for reference in the Member Services 
area of Eagle Associates’ website (www.eagleassociates.net): 

• Affordable Care Act – Section 6401 

• OIG Compliance Program for Individual and Small Group Physician Practices 

• New Physicians Roadmap to Avoid Fraud and Abuse 

• Medicare and State Health Care Programs: Fraud and Abuse; Revisions to the 
Anti-Kickback Statute and Civil Monetary Penalty Rules Regarding Beneficiary 
Inducements 

 



UPDATED - OIG’s Provider Self-Disclosure Protocol 
 
Note: This notice, issued on April 17, 2013, updates the Provider Self-Disclosure Protocol. 
FOR FURTHER INFORMATION CONTACT: Patrice S. Drew, Department of Health and Human Services, Office of Inspector 
General, Congressional and Regulatory Affairs, at (202) 619-1368. 
 
I. Background  
In 1998, the Office of Inspector General (OIG) of the United States Department of Health and 
Human Services (HHS) published the Provider Self-Disclosure Protocol (the SDP) at 63 Fed Reg. 
58399 (October 30, 1998) to establish a process for health care providers to voluntarily identify, 
disclose, and resolve instances of potential fraud involving the Federal health care programs (as 
defined in section 1128B(f) of the Social Security Act (the Act), 42 U.S.C. 1320a–7b(f)). The SDP 
provides guidance on how to investigate this conduct, quantify damages, and report the 
conduct to OIG to resolve the provider’s liability under OIG’s civil monetary penalty (CMP) 
authorities. Over the past 15 years, we have resolved over 800 disclosures, resulting in recoveries 
of more than $280 million to the Federal health care programs.  
Since the original publication, we identified areas where additional guidance would be 
beneficial to the health care community and would improve the efficient resolution of SDP 
matters. To that end, we issued three Open Letters to Health Care Providers in 2006, 2008, and 
2009. Since the last Open Letter, we continued to evaluate our SDP process. We also solicited 
comments about the SDP on June 18, 2012, and we received numerous helpful comments from 
the public. On the basis of our experience and the comments we received, we have decided 
to revise the SDP in its entirety at this time. This revised SDP supersedes and replaces the 1998 
Federal Register Notice and the Open Letters, as described below. 
 
A. Why Disclosure Is Important  
For many years, OIG has emphasized the importance of dealing with the Federal health care 
programs with integrity. All members of the health care industry have a legal and ethical duty to 
do so. This duty includes an obligation to take measures to detect and prevent fraudulent and 
abusive activities, including implementing specific procedures and mechanisms to investigate 
and resolve instances of potential fraud involving the Federal health care programs. Whether as 
a result of voluntary self-assessment or in response to external forces, participants in the health 
care industry must be prepared to investigate such instances, assess the potential losses suffered 
by the Federal health care programs, and make full disclosure to the appropriate authorities. 
 
B. Benefits of Disclosure  
We recognize that whether to disclose potential fraud to OIG is a significant decision. However, 
there are significant benefits to disclosing potential fraud to OIG that should make that decision 
easier.  
 
First, we believe that good faith disclosure of potential fraud and cooperation with OIG’s review 
and resolution process are typically indications of a robust and effective compliance program. 
As a result, we have instituted a presumption against requiring integrity agreement obligations in 
exchange for a release of OIG’s permissive exclusion authorities in resolving an SDP matter. Since 
2008, we have resolved 235 SDP cases through settlements. In all but one of these cases, we 
have released the disclosing parties from permissive exclusion without requiring any integrity 
measures.  
 
Second, we believe that individuals or entities that use the SDP and cooperate with OIG during 
the SDP process deserve to pay a lower multiplier on single damages than would normally be 
required in resolving a Government-initiated investigation. The specific multiplier that we accept 
may vary depending on the facts of each case. OIG’s general practice in CMP settlements of 
SDP matters is to require a minimum multiplier of 1.5 times the single damages, although we 
determine in each individual case whether a higher multiplier may be warranted.  



Third, we believe that using the SDP may mitigate potential exposure under section 1128J(d) of 
the Act, 42 U.S.C. 1320a-7k(d). Section 1128J(d)(2) of the Act requires that a Medicare or 
Medicaid overpayment be reported and returned by the later of (1) the date that is 60 days 
after the date on which the overpayment was identified or (2) the date any corresponding cost 
report is due, if applicable. Any overpayment retained by a “person,” as defined in section 
1128J(d)(4)(C) of the Act after this deadline may create liability under the Civil Monetary 
Penalties Law (CMPL), section 1128A of the Act, and the False Claims Act (FCA), 31 U.S.C. 3729. 
In its Notice of Proposed Rulemaking, 77 Fed. Reg. 9179-9187 (February 16, 2012), the Centers for 
Medicare & Medicaid Services (CMS) proposes to suspend the obligation to report 
overpayments under section 1128J(d) of the Act when OIG acknowledges receipt of a 
submission to the SDP so long as the submission is timely made. CMS also proposes to suspend 
the obligation to return overpayments until a settlement agreement is entered into, or the 
provider or supplier withdraws or is removed from the SDP. As necessary, we will provide 
additional guidance on OIG’s web site concerning section 1128J of the Act and the SDP after 
CMS issues its final rule.  
 
Finally, we commit to working with individuals and entities that use the SDP in good faith and 
cooperate with OIG’s review and resolution process. OIG created the SDP to provide a specific 
and detailed process that can be relied upon by all participants in the health care industry as 
one that OIG will consistently follow. As part of this commitment, we streamlined our internal 
process to reduce the average time a case is pending with OIG to less than 12 months from 
acceptance into the SDP. To further facilitate timely resolutions of SDP matters, we are changing 
the timeframe to submit the findings of the completed internal investigation and damages 
calculation from 90 days from acceptance into the SDP to 90 days from the date of the initial 
submission.  
 
II. Eligibility Criteria and Guidance  
This section explains the eligibility criteria for the SDP, including who may use the SDP and what 
conduct is and is not eligible for acceptance into the SDP. 
 
A. Who May Use the SDP  
All health care providers, suppliers, or other individuals or entities who are subject to OIG’s CMP 
authorities found at 42 C.F.R. Part 1003 are eligible to use the SDP. The SDP is not limited to any 
particular industry, medical specialty, or type of service. For example, a pharmaceutical or 
medical device manufacturer may use the SDP to disclose potential violations of the Federal 
anti-kickback statute (AKS), section 1128B(b) of the Act, because such violations trigger CMP 
liability under section 1128A(a)(7) of the Act, a provision of the CMPL. For purposes of the SDP, 
we refer to all individuals or entities that make a submission to the SDP as “disclosing parties.” The 
disclosing party should disclose conduct for which it may be liable, including potential successor 
liability based on its purchase of another entity. For example, a disclosing party could have 
liabilities as the result of a merger or an acquisition. However, disclosing parties should not use 
the SDP to disclose conduct of another, unrelated party. OIG’s hotline should be used to report 
potential misconduct of other parties (1-800-OIG-TIPS or https://oig.hhs.gov/fraud/report-
fraud/index.asp).  
 
Disclosing parties already subject to a Government inquiry (including investigations, audits, or 
other oversight activities) are not automatically precluded from using the SDP. The disclosure, 
however, must be made in good faith and must not be an attempt to circumvent any ongoing 
inquiry. Disclosing parties under Corporate Integrity Agreements (CIA) with OIG may also use the 
SDP in addition to making any reports required in the CIA.  
 



B. Conduct Eligible for the SDP  
The SDP is available to facilitate the resolution of matters that, in the disclosing party’s 
reasonable assessment, potentially violate Federal criminal, civil, or administrative laws for which 
CMPs are authorized. In making a disclosure, a disclosing party must acknowledge that the 
conduct is a potential violation. Disclosing parties must explicitly identify the laws that were 
potentially violated and should not refer broadly to, for example, “Federal laws, rules, and 
regulations” or “the Social Security Act.” OIG has found that disclosing parties who avoid 
acknowledging that there is a potential violation are more likely to have unclear or incomplete 
submissions or unrealistic expectations about resolutions, which result in a lengthier review and 
resolution process. In addition, statements such as “the Government may think there is a 
violation, but we disagree” raise questions about whether the matter is appropriate for the SDP. 
The resulting back-and-forth over these issues can create unnecessary delays in reaching a 
resolution and may result in the disclosing party’s removal from the SDP.  
 
C. Conduct Ineligible for the SDP  
First, the SDP is not available for a matter that does not involve potential violations of Federal 
criminal, civil, or administrative law for which CMPs are authorized, such as one exclusively 
involving overpayments or errors. In this situation, the matter should be disclosed directly to the 
appropriate CMS or other responsible contractor under the payor’s voluntary refund process.  
Second, the SDP is not available to request an opinion from OIG regarding whether an actual or 
potential violation has occurred. For example, a disclosure that broadly describes a business 
arrangement and requests a determination from OIG regarding whether the arrangement 
violates the AKS is not appropriate for the SDP. The Advisory Opinion process is the only vehicle 
to obtain an OIG opinion, as described at https://oig.hhs.gov/compliance/advisory-
opinions/index.asp.  
 
Third, the SDP is not available for disclosure of an arrangement that involves only liability under 
the physician self-referral law, section 1877 of the Act (the Stark Law), without accompanying 
potential liability under the AKS for the same arrangement. Disclosing parties must analyze each 
arrangement involving a physician to determine whether it raises potential liability under the 
AKS, the Stark Law, or both laws. Stark- only conduct should be disclosed to CMS through its Self-
Referral Disclosure Protocol (SRDP), which can be found at: 
http://www.cms.gov/PhysicianSelfReferral/. OIG reserves the right to determine whether an 
arrangement is appropriate for resolution in the SDP.  
 
D. Tolling the Statute of Limitations  
As described above, one of the benefits of disclosure is that CMS has proposed that the time for 
repayment of an identified overpayment under section 1128J(d) of the Act will be tolled for the 
disclosing party. To preserve the rights of the parties while the matter is being resolved through 
the SDP, OIG expects disclosing parties to disclose with a good faith willingness to resolve all 
liability within the CMPL’s six year statute of limitations as described in section 1128A(c)(1) of the 
Act. Accordingly, the disclosing party agrees, as a condition precedent to the OIG’s 
acceptance into the SDP, to waive and not to plead statute of limitations, laches, or any similar 
defenses to any administrative action filed by OIG relating to the disclosed conduct, except to 
the extent that such defenses would have been available to the disclosing party had an 
administrative action been filed on the date of submission.  
 
E. Corrective Action  
Prior to disclosure, the disclosing party should ensure that the conduct has ended or, at least, in 
the case of an improper kickback arrangement, that corrective action will be taken and the 
improper arrangement will be terminated within 90 days of submission to the SDP. Additionally, 
all other necessary corrective action should be complete and effective at the time of disclosure.  
III. Submission Content  



To be considered for admission into the SDP, the disclosing party must include the following 
information in its submission:  
 
A. Requirements for All Disclosures  
The disclosing party is expected to conduct an internal investigation and report its findings to 
OIG in its submission. If the disclosing party is unable to complete its internal investigation before 
sending its submission, the disclosing party must certify in its submission that it will complete the 
internal investigation within 90 days of the date of its initial submission.  
 
Disclosures may be submitted through OIG’s Web site at https://oig.hhs.gov/compliance/self-
disclosure-info/index.asp. Disclosures may also be submitted by mail to the Chief of the 
Administrative and Civil Remedies Branch, Office of Counsel to the Inspector General, Office of 
Inspector General, Department of Health and Human Services, 330 Independence Avenue, SW, 
Cohen Building, Room 5527, Washington, DC 20201. Submissions by facsimile or other means will 
not be accepted. The narrative submission must include:  
 

1. The name, address, type of health care provider, provider identification number(s), and 
tax identification number(s) of the disclosing party and the Government payors 
(including Medicare contractors) to which the disclosing party submits claims or a 
statement that the disclosing party does not submit claims.  
 

2. If the disclosing party is an entity that is owned or controlled by or is otherwise part of a 
system or network, an organizational chart, a description or diagram describing the 
pertinent relationships; the names and addresses of any related entities; and any 
affected corporate divisions, departments, or branches.  

 
3. The name, street address, phone number, and email address of the disclosing party’s 

designated representative for purposes of the voluntary disclosure.  
 

4. A concise statement of all details relevant to the conduct disclosed, including, at 
minimum, the types of claims, transactions, or other conduct giving rise to the matter; the 
period during which the conduct occurred; and the names of entities and individuals 
believed to be implicated, including an explanation of their roles in the matter.  

 
5. A statement of the Federal criminal, civil, or administrative laws that are potentially 

violated by the disclosed conduct.  
 

6. The Federal health care programs affected by the disclosed conduct.  
 

7. An estimate of the damages, as described in the applicable section below, to each 
Federal health care program relevant to the disclosed conduct, or a certification that 
the estimate will be completed and submitted to OIG within 90 days of the date of 
submission. When a disclosing party can determine the amount of actual damages to 
Federal health care programs, the actual damages amount must be provided instead of 
an estimate.  

 
8. A description of the disclosing party’s corrective action upon discovery of the conduct.  

 
9. A statement of whether the disclosing party has knowledge that the matter is under 

current inquiry by a Government agency or contractor. If the disclosing party has 
knowledge of a pending inquiry, it must identify any involved Government entity and its 
individual representatives. The disclosing party must also disclose whether it is under 
investigation or other inquiry for any other matters relating to a Federal health care 
program and provide similar information relating to those other matters.  



10. The name of an individual authorized to enter into a settlement agreement on behalf of 
the disclosing party.  

 
11. A certification by the disclosing party, or, in the case of an entity, an authorized 

representative on behalf of the disclosing party, stating that to the best of the individual’s 
knowledge, the submission contains truthful information and is based on a good faith 
effort to bring the matter to the Government’s attention for the purpose of resolving 
potential liability to the Government and to assist OIG in its resolution of the disclosed 
matter.  

 
B. Requirements for Conduct Involving False Billing  
When a disclosure involves the submission of improper claims to Federal health care programs, 
the disclosing party must conduct a review to estimate the improper amount paid by the 
Federal health care programs (referred to as “damages”) and prepare a report of its findings 
that follows the requirements in this section. OIG will verify a disclosing party’s calculation of 
damages.  
 
The disclosing party’s estimation of damages must consist of a review of either: (1) all the claims 
affected by the disclosed matter or (2) a statistically valid random sample of the claims that can 
be projected to the population of claims affected by the matter. A disclosing party may not 
extend the time to resubmit claims to Federal health care programs through the SDP; therefore, 
the damages estimation must not include a reduction, or “netting” for any underpayments 
discovered in the review.  
 
When using a sample to estimate damages, the disclosing party must use a sample of at least 
100 items and use the mean point estimate to calculate damages. If a probe sample was used, 
those claims may be included in the 100-item sample if statistically appropriate. To avoid 
unreasonably large sample sizes, the SDP does not require a minimum precision level for the 
review of claims. As a result, the disclosing party may select an appropriate sample size to 
estimate damages as long as the sample size is at least 100 items. As a general rule, smaller 
sample sizes (closer to 100) will suffice where the population has a high level of homogeneity, 
and larger sample sizes will be necessary where the population contains a more diverse mixture 
of claim types. The disclosing party should keep in mind that a careful and complete definition 
of the population will assist in making accurate findings.  
 
The disclosing party’s report must include, at a minimum, the following information:  
 

1. Review Objective: A statement clearly articulating the objective of the review.  
2. Population: A description of the group of claims about which information is needed, an 

explanation of the methodology used to develop the population, and the basis for this 
determination.  

3. Sources of Data: A full description of the source of the data reviewed and the 
information upon which the review was based, including the sources of payment data, 
and the documents that were relied upon.  

4. Personnel Qualifications: The names and titles of the individuals who conducted the 
review. The review should be conducted by qualified individuals, e.g., statisticians, 
accountants, auditors, consultants, and medical reviewers, and the review report should 
describe their qualifications.  

5. Characteristics Measured: The review report should identify the characteristics used for 
testing each item. For example, in a review designed to estimate the value of 
overpayments due to duplicate payments, the characteristics used are those that must 
exist for an item to be a duplicate. The amount of the duplicate payment is the 
measurement of the overpayment. The report must also explain the method for 



determining whether an item entirely or partially meets the criterion for having the 
characteristics measured.  
 

If the financial review was based upon a sample, the review report must also include the 
Sampling Plan that was followed. At a minimum, this includes:  
 

1. Sampling Unit: Any of the designated elements that constitute the population of interest.  
2. Sampling Frame: The totality of the sampling units from which the sample was selected 

and the way in which the audit population differs from the sampling frame (and the 
effect this difference has on conclusions reached as a result of the audit).  

3. Sample Size: The size of the sample reviewed to reach the estimate of the damages. The 
sample size must be at least 100 claims.  

4. Source of Random Numbers: The sample must be selected through random numbers. 
The source of the random numbers used must be shown in the report. We strongly 
recommend the use of OIG’s Statistical Sampling Software, also known as ‘‘RAT-STATS,’’ 
which is currently available free of charge at https://oig.hhs.gov/compliance/rat- 
stats/index.asp.  

5. Method of Selecting Sampling Units: The method for selecting the sample units.  
6. Sample Design: Unless the disclosing party demonstrates the need to use a different 

sample design, the review should use simple random sampling. If necessary, the 
disclosing party may use stratified or multistage sampling. Details about the strata, 
stages, and clusters should be included in the review report.  

7. Missing Sample Items and Other Evidence: If the review was based on a sample, missing 
sample items should be treated as errors, pursuant to Federal health care program rules 
requiring the retention of supporting information for submitted claims. Missing sample 
items should be noted in the report. The report must also describe any evidence, other 
than the sample results, that was considered in arriving at the review results.  

8. Estimation Methodology: If the review was based on a sample, because the general 
purpose of the review is to estimate the monetary losses to the Federal health care 
programs, the methodology to be used must be variables sampling (treating each 
individual item in the population as a sampling unit) using the difference estimator 
(estimates of the total errors in the population are made from the sample differences by 
multiplying the average audited difference by the number of units in the population).  
 

C. Requirements for Conduct Involving Excluded Persons  
Many SDP submissions disclose the employment of, or contracting with, individuals who appear 
on OIG’s List of Excluded Individuals and Entities (LEIE) (available online at 
https://exclusions.oig.hhs.gov ). We are providing additional guidance here to help disclosing 
parties gather the necessary information for a complete disclosure.  
 
Specific Information  
 
In addition to providing the general information required by section III.A, the disclosure must 
provide the following information:  

1. The identity of the excluded individual and any provider identification number .  
2. The job duties performed by that individual.  
3. The dates of the individual’s employment or contractual relationship.  
4. A description of any background checks that the disclosing party completed before 

and/or during the individual’s employment or contract.  
5. A description of the disclosing party’s screening process (including any policy or 

procedure that was in place) and any flaw or breakdown in that process that led to the 
hiring or contracting with the excluded individual.  

6. A description of how the conduct was discovered.  



7. A description of any corrective action (including a copy of any revised policy or 
procedure) implemented to prevent future hiring of excluded individuals.  

 
In addition, before disclosing the employment of an excluded individual, a disclosing party must 
screen all current employees and contractors against the LEIE. Once this has been done, the 
disclosing party should disclose all excluded persons in one submission.  
 
Calculating Damages  
Federal health care programs may not pay, directly or indirectly, for items or services furnished, 
ordered, or prescribed by excluded individuals or entities. If a disclosing party employed or 
contracted with an excluded person who was a direct provider, such as a physician or a 
pharmacist, and the items or services furnished, ordered, or prescribed by that person were 
separately billed to Federal health care programs, the disclosure must include the total amounts 
claimed and paid by the Federal health care programs for those items or services.  
We understand that when an excluded individual provided items or services that are not billed 
separately to Federal health care programs, such as many items or services furnished by nurses, 
respiratory therapists, and billing and other administrative personnel, the damages amounts can 
be difficult to quantify. For purposes of resolving SDP matters involving such non-separately-
billable items or services, we use the disclosing party’s total costs of employment or contracting 
during the exclusion to estimate the value of the items and services provided by that excluded 
individual. The costs of employment or contracting include, but are not limited to, all salary and 
benefits and other money or items of value, health insurance, life insurance, disability insurance, 
and employer taxes paid related to employment of the individual (e.g., employer’s share of 
FICA and Medicare taxes). This total amount should be multiplied by the disclosing party’s 
revenue-based Federal health care program payor mix for the relevant time period. (If a 
disclosing party can measure the Federal payor mix for the department or unit in which the 
excluded person worked, it is appropriate to apply that payor mix. If the departmental payor mix 
cannot reasonably be measured, the disclosing party must apply the payor mix for the whole 
entity.) The resulting amount will be used, for purposes of compromising OIG’s CMP authorities in 
a settlement, as a proxy for the amount paid and the single damages to the Federal health care 
programs resulting from the employment of the excluded individual. When the disclosing party is 
using a Federal payor mix, the disclosure must include a separate calculation for each Federal 
health care program. For example, if the disclosing party’s Federal payor mix is 60 percent, the 
disclosure should break down how the Federal health care programs make up that 60 percent, 
such as 40 percent Medicare, 10 percent Medicaid State A, 5 percent Medicaid State B, and 5 
percent TRICARE.  
 
D. Requirements for Conduct Involving the Anti-Kickback Statute and Physician Self-Referral Law  
Another large category of SDP submissions relates to potential violations of the AKS (including 
conduct that violates both the AKS and the Stark Law). This section provides further guidance to 
help disclosing parties gather the necessary information for complete disclosure.  
10  
Specific Information  
In this section, we provide additional guidance on submitting the information described in 
section III.A. Any disclosure must clearly acknowledge that in the disclosing party’s reasonable 
assessment of the information available at the time of the disclosure, the subject arrangement(s) 
constitute potential violations of the AKS and, if applicable, the Stark Law. In the past, some 
disclosing parties have failed to include this acknowledgment in their submissions to the SDP 
while others have phrased their acknowledgments as suggestions that OIG could view the 
disclosed conduct as potential violations. OIG will not accept any disclosing party into the SDP 
that fails to acknowledge clearly that the disclosed arrangement constitutes a potential 
violation of the AKS and, if applicable, the Stark Law.  
 



As with other self-disclosed conduct, OIG needs to understand the precise nature of the 
disclosed conduct that creates potential AKS liability or both AKS and Stark Law liability. 
Therefore, the disclosing party must include in its narrative submission (not by reference to 
attachments or other documents) a concise statement of all details directly relevant to the 
disclosed conduct and a specific analysis of why each disclosed arrangement potentially 
violates the AKS and Stark Laws. The description should include the participants’ identities, their 
relationship to one another to the extent that the relationship affects their potential liability (e.g., 
hospital-landlord, referring physician-tenant); the payment arrangements; and the dates during 
which each suspect arrangement occurred. Further, the disclosure should explain the relevant 
context and the features of the arrangement that raise potential AKS or both AKS and Stark Law 
liability.  
 
Below are several examples of the type of information OIG finds helpful in assessing and 
resolving disclosed conduct involving potential AKS and, if applicable, Stark Law violations. 
These illustrations are by no means comprehensive or exclusive; rather, they reflect some 
common issues that have arisen in SDP submissions. For example:  
 

1. How fair market value was determined and why it is now in question.  
2. Why required payments from referral sources, under leases or other contracts, were not 

timely made or collected or did not conform to the negotiated agreement and how 
long such lapses existed.  

3. Why the arrangement was arguably not commercially reasonable (e.g., lacked a 
reasonable business purpose).  

4. Whether payments were made for services not performed or documented and, if so, 
why.  

5. Whether referring physicians received payments from Designated Health Service entities 
that varied with, or took into account, the volume or value of referrals without complying 
with a Stark Law exception. Finally, the submission must describe the corrective action 
taken to remedy the suspect arrangement(s), as well as any safeguards implemented by 
the disclosing party to prevent the conduct from reoccurring.  
 

Calculating Damages  
AKS compliance is a condition of payment of the Federal health care programs. Under section 
1128B(g) of the Act, claims that include items or services resulting from an AKS violation 
constitute false or fraudulent claims for purposes of the FCA. Stark Law compliance is also a 
condition of payment under section 1877 of the Act. Thus, a disclosing party must submit an 
estimate of the amount paid by Federal health care programs for the items or services 
associated with potential violations of the AKS and, if applicable, the Stark Law. A disclosing 
party may use the methodology in section III.B to calculate the estimate. Alternatively, a 
disclosing party may identify another reliable methodology to calculate this claims-based 
estimate and explain that methodology in its submission.  
 
Consistent with OIG’s CMPL authorities, a disclosing party must include the total amount of 
remuneration involved in each arrangement without regard to whether the disclosing party 
believes a portion of the total remuneration was offered, paid, solicited, or received for a lawful 
purpose. A disclosing party may also explain what it believes is the value of the financial benefit 
conferred under the arrangement and whether it believes any portion of the total remuneration 
should not be considered by OIG in determining an appropriate settlement of OIG’s CMP 
authorities. Given the various legal authorities at issue, OIG has broad discretion in determining 
an appropriate resolution in these cases. For purposes of resolving SDP matters, we generally 
exercise this discretion by compromising our CMP authorities for an amount based upon a 
multiplier of the remuneration conferred by the referral recipient to the individual or entity 
making the referral. While this is our general approach, OIG’s determination of the appropriate 
settlement amount depends on the facts and circumstances of each matter. We generally use 



this remuneration-based methodology in the SDP as an incentive to encourage disclosure of 
potential AKS violations. OIG’s use of a remuneration-based methodology in the SDP settlement 
context does not govern OIG’s position in other situations, such as Government-initiated 
investigations, in which the Government may use any legally supportable measure of damages, 
multipliers, and penalties.  
 
IV. Resolution  
Resolution of a matter in the SDP depends on cooperation, realistic expectations, and clear 
communication between OIG and the disclosing party. This section provides some basic 
information about successful resolution of SDP matters.  
 
A. Cooperation Is Essential  
The benefits of self-disclosure, such as a speedy resolution, lower multiplier, and an exclusion 
release without integrity agreement obligations, depend on the disclosing party’s willingness to 
work cooperatively with OIG throughout the process. Cooperation includes, for example, 
conducting a thorough investigation, submitting all necessary information, communicating 
through a consistent point of contact, being responsive to OIG requests for additional 
information, and being willing to pay a penalty or multiplier of damages for self-disclosed 
conduct. Disclosing parties who fail to cooperate with OIG in good faith will be removed from 
the SDP.  
 
B. OIG Coordination With DOJ on Civil Matters  
OIG will coordinate with the Department of Justice (DOJ) on in resolving SDP matters. If OIG is 
the sole agency representing the Federal Government, the matter will be settled under OIG’s 
applicable CMP authorities. In some cases, disclosing parties may request release under the 
FCA, and in other cases, DOJ may choose to participate in the settlement of the matters. If DOJ 
participates in the settlement, the matter will be resolved as DOJ determines is appropriate 
consistent with its resolution of FCA cases, which could include a calculation of damages 
resulting from violations of the AKS based on paid claims. OIG will advocate that the disclosing 
party receive a benefit from disclosure under the SDP and the matter be resolved consistent with 
OIG’s approach in similar cases. However, DOJ determines the approach in cases in which it is 
involved.  
 
C. OIG Coordination With DOJ on Criminal Matters  
OIG encourages disclosing parties to disclose potential criminal conduct though the SDP 
process. OIG’s Office of Investigations investigates criminal matters, and any disclosure of 
criminal conduct through the SDP will be referred to DOJ for resolution. 
As in civil cases referred to DOJ, OIG will advocate that the disclosing parties receive a benefit 
from disclosure under the SDP.  
 
D. OIG Coordination With the SRDP  
Disclosing parties need to decide whether OIG’s SDP or CMS’s SRDP is the appropriate protocol 
to disclose potential Stark Law violations. Both protocols should not be used for the same 
arrangement. As stated above, disclosing parties must analyze each arrangement to determine 
whether the arrangement raises potential violations of the AKS, the Stark Law, or both. If the 
arrangement raises a potential violation of only the AKS or of both the AKS and the Stark Law, 
the arrangement should be disclosed to OIG under the SDP. If the arrangement raises a 
potential violation of only the Stark Law, the arrangement should be disclosed to CMS under the 
SRDP. OIG coordinates with CMS on the review and resolution of matters disclosed to either 
agency as appropriate. However, OIG does not participate in SRDP settlements.  
 
E. Minimum Settlement Amounts  
While OIG does not demand an admission of liability in settlement agreements, disclosing parties 
should expect to pay above single damages for disclosed conduct that potentially violates 



Federal law. OIG’s general practice is to require a minimum multiplier of 1.5 times the single 
damages, although in each case, we determine whether a higher multiplier is appropriate. As a 
general practice, for purposes of settlement in the SDP, OIG applies this multiplier to the amount 
paid by Federal health care programs, not the amount claimed.  
 
To better allocate disclosing party and OIG resources in resolving matters through the SDP and 
to promote transparency and realistic expectations in the SDP process, we require minimum 
settlement amounts for self-disclosed matters. For kickback-related submissions accepted into 
the SDP, OIG will require a minimum $50,000 settlement amount to resolve the matter. This 
minimum amount is consistent with OIG’s statutory authority to impose a penalty of up to $50,000 
for each such transaction and an assessment of up to three times the total remuneration. See 
section 1128A(a)(7) of the Act. For all other matters accepted into the SDP, OIG will require a 
minimum $10,000 settlement amount to resolve the matter. This minimum amount is consistent 
with OIG’s statutory authority to impose a penalty of at least up to $10,000 for each improper 
claim submitted as described in the CMPL, section 1128A(a) of the Act. These minimum amounts 
account for Federal health care program damages and any relevant multiplier.  
 
In the unusual instance when OIG determines that no potential fraud liability exists for conduct 
disclosed under the SDP, OIG will refer the matter to the appropriate payor for acceptance of 
the overpayment and no CMP release will be provided.  
 
F. Financial Inability To Pay  
In some situations, disclosing parties may be unable to pay otherwise appropriate settlement 
amounts. In preparing the disclosure, disclosing parties should determine whether an inability to 
pay may be an issue. If a disclosing party asserts that it cannot pay a proposed settlement 
amount (i.e., damages plus a multiplier or penalty amount), OIG will require extensive financial 
information, including audited financial statements, tax returns, and asset records. Disclosing 
parties must certify to the truthfulness and completeness of the financial disclosure. In addition to 
submitting the financial forms, disclosing parties should include an assessment of how much they 
believe they can afford to pay.  
 
Disclosing parties should raise potential inability-to-pay issues at the earliest possible time, 
preferably in the SDP submission. Doing so enables OIG to promptly send the disclosing party the 
financial disclosure forms and consider that information in determining an appropriate resolution.  
 
G. Overpayment Reconciliation  
If, prior to resolving an SDP matter, a disclosing party refunds an overpayment related to the 
same conduct disclosed under the SDP, OIG will credit the amount paid toward the ultimate 
settlement amount. However, OIG is not bound by any amount that is repaid outside the SDP 
process. OIG may question the methodology of the overpayment calculation, particularly if the 
disclosing party estimated the overpayment amount by some method other than as described 
in the SDP. If OIG disputes the methodology used to calculate the overpayment, OIG may 
require the disclosing party to redo the review or conduct an independent damages review, 
which may result in a damages or overpayment amount that is higher than the disclosing party’s 
estimate. Moreover, even if OIG agrees with the methodology used to calculate the 
overpayment, the disclosing party should expect to pay a multiplier on the damages under the 
SDP.  
 
H. FOIA Implications of Disclosure  
Disclosing parties should clearly identify any portion of their submissions that they believe are 
trade secrets or are commercial, financial, privileged, or confidential and therefore potentially 
exempt from disclosure under the Freedom of Information Act (FOIA), 5 U.S.C. § 552. Information 
identified as exempt must meet the criteria for exemption from disclosure under FOIA as 
determined by an OIG FOIA officer. Consistent with the Department of Health and Human 



Services’ FOIA procedures, set forth in 45 C.F.R. Part 5, OIG will make a reasonable effort to notify 
a disclosing party prior to any release by OIG of information submitted by a disclosing party and 
identified upon submission by a disclosing party as trade secrets or as commercial, financial, 
privileged, or confidential under the FOIA rules. With respect to such releases, a disclosing party 
will have the rights set forth at 45 C.F.R. § 5.65(d).  
 



Subtitle E—Medicare, Medicaid, and CHIP Program Integrity Provisions  
 
SEC. 6401. PROVIDER SCREENING AND OTHER ENROLLMENT REQUIREMENTS UNDER MEDICARE, 
MEDICAID, AND CHIP.  
 

(7) COMPLIANCE PROGRAMS. 

 

(A) IN GENERAL. 

On or after the date of implementation determined by the Secretary under 

subparagraph (C), a provider of medical or other items or services or supplier within a 

particular industry sector or category shall, as a condition of enrollment in the program 

under this title, title XIX, or title XXI, establish a compliance program that contains the 

core elements established under subparagraph (B) with respect to that provider or 

supplier and industry or category.  

 

(B) ESTABLISHMENT OF CORE ELEMENTS. 

The Secretary, in consultation with the Inspector General of the Department of Health 

and Human Services, shall establish core elements for a compliance program under 

subparagraph (A) for providers or suppliers within a particular industry or category.  

 

 (C) TIMELINE FOR IMPLEMENTATION.  

The Secretary shall determine the timeline for the establishment of the core elements 

under subparagraph (B) and the date of the implementation of subparagraph (A) for 

providers or suppliers within a particular industry or category.  

The Secretary shall, in determining such date of implementation, consider the extent to 

which the adoption of compliance programs by a provider  

of medical or other items or services or supplier is widespread in a particular industry 

sector or with respect to a particular provider or supplier category.’’.  
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