1.0
Human Subject Research; Continuous Quality Improvement & Quality Assurance Activities
The ICH GCP guideline glossary definition of an audit is: ”A systematic and independent examination of trial related activities and documents to determine whether the evaluated trial related activities were conducted and the data were recorded, analyzed, and accurately reported according to the sponsor’s protocol, SOPs, GCPs and the applicable regulatory requirements.” 

It is the policy of the Aurora Health Care Institutional Review Board (IRB) to protect the integrity of clinical research by providing oversight of approved protocols of human subject research under its review.  The Aurora Health Care Research and Quality Compliance Specialist under the direction of the Institutional Official (IO) and the Research Compliance Officer (RCO) will conduct continuous quality improvement and quality assurance activities to assure the best possible research practice is conducted in Human Research.  Audits will be conducted on IRB approved protocols to ensure compliance with the protocol, state and federal law based on regulations and policies found in Title 45 Code of Federal Regulations Part 46, Title 21 CFR Parts 11, 50, 54, 56 and ICH Good Clinical Practice Guidelines as adopted by the FDA, the USA Federal Wide Assurance, and Aurora Health Care Institutional Review Board.

The purpose of the policy is to provide written guidance on operational requirements for such compliance auditing activities.

2.0
PROTOCOL SELECTION & PREPARATION

2.1
Audit selection activities may include but are not limited to:

· Random

· For cause

· At the direction of the IRB

· Research participant, family, or research personnel complaint

· Investigator sponsored studies

· Follow-up of corrective actions resulting from routine audits

2.2

Documents that may be reviewed during the audit process include but are not 
limited to:

· All IRB submissions and correspondence 

· Regulatory essential documents

· Sponsor documents and correspondence

· Study protocol

· Signed informed consents

· Case report forms

· Participant study source documents

· Research subject files

· Participant medical records

· Study logs drug/device accountability, distribution, and storage forms

· SAE reports

· Protocol deviations 

· Physician progress noted 

· Monitoring reports

· Staff training records

· PI and study staff CV and license

2.3
The Research Quality and Compliance Specialist may audit other documents as necessary for the type and situation of the audit being conducted.

3.0
AUDIT PROCEDURES

3.1
The Research Quality and Compliance Specialist will contact the principal investigator and the study coordinator by telephone, email or letter to notify them of the audit and schedule a date and time for the on-site audit.  An explanation of the scope, rationale of the audit, what material/documents will be required for review, and the duration of the audit process will be provided.

3.2
For cause audits may be conducted immediately, prior to written notification.

3.3
A copy of the study documents that will be requested prior to the audit include but are not limited to:

· Most recent study protocol

· Most recent approved informed consent

· Case report forms

· Participant medical records

· Investigators Brochure (if applicable)

3.4
Pre-audit meeting may be conducted to discuss the audit process and address any concerns or questions from the principal investigator or study staff.

3.5
An audit checklist will be used to document proper performance of the audit.

3.6
The auditing process will include the comparison of study documentation against the requirements of the study protocol, source documentation, all appropriate federal and state regulations, Aurora Health Care IRB, and Clinical Research Office Standard Operating Procedures (SOP), and Good Clinical Practice (GCP).

3.7
The number of participant files audited will be at minimum 10 percent of the total enrollment.  Files reviewed will be randomly selected.  All participants signed consent forms and consent source documentation may be audited.  In the case of for cause audit, 100 percent of the participant files may be audited.

3.8
If at any time during the audit process an issue that potentially places participants at risk, that participants were exposed to unexpected serious harm, that participants are in danger of imminent harm, that Aurora Health Care IRB policies and procedures or any federal or state regulations were not met, the findings will be immediately reported to the IRB Chairperson and the IO/ RCO  for further immediate action.

3.9
A close out visit may be requested with the principal investigator and the study coordinator to discuss the findings of the audit.

4.0
FINAL AUDIT REPORT

4.1
A Final Report will be written by the Research Quality and Compliance Specialist detailing the audit observations and making recommendations for any corrective actions and improvements as needed.

4.2
A draft of the Final Report will be reviewed for final input and approved by the IO/RCO.

4.3
A copy of the Final Report will be mailed to the principal investigator to be filed in a separate study file.

4.4
An electronic copy of the Final Report will be sent to the IRB Chairperson, IO/RCO, Research Study Manager, and the Research Coordinator.

4.5
A copy of the Final Report will be filed in the office of the Research Quality and Compliance Specialist.

5.0
CORRECTIVE ACTIONS

5.1
If the audit identifies significant problems or concerns, the principal investigator will be asked to respond in writing to the IRB Chairperson by a specified date to acknowledge and address these issues by submitting a corrective plan.

5.2
Based on the scope and severity of the identified issues and under the direction of the IRB Chairperson the following actions may be warranted but not limited to:

· Temporary halt to new subject accrual

· Replacement of a principal investigator

· Immediate termination or suspension of the research project

· Notification of the appropriate regulatory agencies and/or sponsor

5.3
Follow-up audits will be scheduled when deficiencies have been identified whose correction is substantially important in providing adequate protection of the rights and welfare of participants.
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