Volume II: Health Center Risk Areas
Operational 

Responding to External Compliance Audits or Investigations: Sample Policy and Procedure

Policy. 
It is the policy of [Name of Health Center] (“Health Center”) to reasonably cooperate with all legitimate and appropriate external audits and investigations and to allow Health Center the opportunity to exercise its legal rights within established timeframes while fully cooperating with any audits or investigations. Health Center’s Compliance Officer is responsible for tracking and facilitating external compliance audits and investigations. 
The purpose of this policy is to (1) ensure appropriate Health Center personnel are informed about audit requests, investigations or unannounced visits by auditors and/or investigators; and, (2) coordinate Health Center’s response to audit requests, investigations or unannounced visits by auditors and/or investigators.

Procedure.

1.  Notification guidelines

a. Unannounced visits by auditors and/or investigators: If an auditor or investigator approaches any staff members, administrators and/or affiliates for information or questioning regarding the Health Center, or if an auditor or investigator presents at any Health Center site, the Compliance Officer and the employee’s supervisor should be notified immediately. If possible, the staff member, administrator or affiliate should clarify with the auditor/investigator exactly what information they are requesting, who they want to speak with, and what agency they represent. These details should be passed on to the Compliance Officer.
The staff member, administrator or affiliate should explain to the auditor/ investigator that Health Center policy requires notification of the Compliance Officer before cooperating with any audit or investigation. Auditors and investigators should at all times be treated respectfully, but should not be given access to Health Center documents, personnel or facilities until guidance is received from the Compliance Officer.
b. Advance notice by auditors and/or investigators: Any contact by any external auditor or investigator, whether by email, letter, telephone, fax or other mode, should be reported to the Compliance Officer immediately. Copies of any written documentation received should be immediately forwarded to the Compliance Officer. 

2. Responding to the audit or investigation

a. Upon receipt and verification of the audit/investigation, the Compliance Officer will alert relevant internal parties which may include the COO, CMO, CFO, Medical Records Department, affected department managers, other members of senior leadership, etc. These individuals will serve as the audit team. 
b. The Compliance Officer will also notify the CEO, outside counsel and the Board of Directors, as appropriate. The Compliance Officer is responsible for communicating with the Health Center’s senior management, outside counsel and Board of Directors throughout the audit process.
c. The audit team will convene to plan the Health Center’s response, review record requests and prepare for the site visit, if applicable. The audit team will assign a point of contact who will serve as the liaison to the external auditor or investigator.
d. The Health Center will provide external auditors and investigators with access to all records that are available in accordance with the document retention policy and relevant to the audit, except those deemed by the Health Center to be privileged or protected. The Medical Records Department will coordinate medical record scanning or copying in the required format. A separate copy of all records submitted to the auditor/investigator will be provided to the Compliance Officer for inclusion in the audit file.

e. The Compliance Officer is responsible for assuring that information security and confidentiality protocols are followed. Signed agreements or authorizations will be stored in the audit file.

f. All requests for information will be documented in writing and will become part of the audit file.

3. Responding to the audit or investigation report

a. Upon receipt of the audit or investigation report, the Compliance Officer is responsible for notifying and reconvening the audit team. The Compliance Officer will also notify the CEO, counsel and the Board of Directors, as appropriate.

b. The Compliance Officer is responsible for coordinating the management response and any other necessary follow-up. The Compliance Officer will document any action taken and will provide follow up reviews to ensure the effectiveness of corrective actions.

c. The Compliance Officer is responsible for storing the audit file which includes copies of all documents provided to the auditor/investigator, all correspondence with the auditor/investigator and with outside counsel, and all other relevant documents. The audit file shall be retained in accordance with the Health Center’s document retention policy.
This policy and procedure shall be periodically reviewed and updated consistent with the requirements and standards established by the Board of Directors and health center management, federal and state laws and regulations, and applicable accrediting and review organizations.
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� 	The Authors of these materials include attorneys at the law firm of Feldesman Tucker Leifer Fidell LLP. The sample documents offer general guidance based on federal law and regulations and do not necessarily apply to all community health centers under all facts and circumstances. Further, these materials do not replace, and are not a substitute for, legal advice from qualified legal counsel.


� 	Authors’ note: Using the following sample as a guide, health centers should tailor the procedure to reflect their own policies and procedures.
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