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1.
PURPOSE
This policy provides guidelines concerning preparation for regulatory audits of the IRB and appropriate behavior toward regulators.

2.  POLICY

Avera acknowledges that certain regulatory agencies have the authority to audit the operations of IRBs, and supports such audits as part of its continuing effort to maintain high standards for human research protections. 

Entities that may audit IRBs include:  Food and Drug Administration (FDA), Office of Human Research Protections (OHRP), Joint Commission on Accreditation of Organizations (JCAHO), and appropriate certified auditors of foreign countries where data from clinical research has been submitted in an application for drug or device approval.  Sponsors or funding entities of research may also be authorized to audit specific documents and procedures.

3.
PROCEDURES
A.
Ongoing Preparation

Readiness is the key to a good outcome for any type of audit.  In order to strive toward continual readiness the following activities are in place.

1.
Self-audits – Ongoing audits may be performed using the FDA self-check list and other guidance provided on the FDA website at http://www.fda.gov/oc/ohrt/irbs/default.htm
2.
Review of warning letters issued to other facilities – Letters regarding common deficiencies and other warnings may be helpful to perform targeted reviews of IRB activities.  Warning letters are posted by both the FDA and the OHRP on their websites.

3.
Ongoing review of Policies and Procedures – Routine review of policies and procedures assure that written documentation accurately reflects IRB practices.  Ongoing review also assures policies are consistent with current Federal Regulations.
B.
Notification and Preparation for an Audit 
The FDA may conduct an unannounced audit of the IRB.  However, typically reasonable notice is given prior to an inspection.  Reasonable notice is generally 2-3 days.  Reasonable requests for postponement of an audit are considered on an individual basis (Ex. IRB Manager and Chair are both away from office at a training conference).

1.
Confirmation

a.
Confirm date and time of inspection
b.
Ask how long the audit is anticipated to take to allow for appropriate arrangements.
c.
Ask if any specific materials or files will be needed.
d.
Obtain contact information in case of questions or problems before the audit starts. 
2.
Alert Institutional Authorities – as soon as possible after the notification call the following should be notified.  These individuals may need to be available for interviews with the inspectors as well as quick consultations by the IRB staff.

a.
Avera Institutional Officials (Those who signed the Federal Wide Assurance)
b.
IRB Chair 

c.
The IRB staff 


d.
IRB members



e.
Legal counsel

3.
Preparation of audit documents/tools

a.
If known in advance which study is being audited, confirm IRB files and Clinical investigator files are complete and all paperwork is present and in chronological order.
b.
Make sure policies and procedures are current and no pages or sections are missing.

c.
Have a current organization chart available as well as membership rosters for the last 3-4 years.
d.
Organization IRB minutes – make sure all meeting minutes have been approved and signed.  If there are minutes that need to be approved and will not be prior to the inspection make sure they are labeled as “DRAFT”

e.
Prepare a notebook for the audit – This file will contain the IRB manager’s notes on the inspection, copies of any documents copied by the inspector, any other documents as requested or provided by the inspector

f.
Obtain a workspace for the auditor. – the work space should have a table and comfortable chairs and be able to accommodate 3 or 4 people to meet comfortably with the auditor.
g.

Access to Copy machine – 

1)
Auditors may be given unrestricted access to a copier as long as they agree to make copies for the IRB office of whatever is copied (or)

2)
IRB staff will make copies requested by the auditor and make copies for the IRB office as well.
C.
Participating in an Audit
1.
Upon arrival at the facility a “Notice of Inspection (FDA Form 482) will be given to the Avera representative.  This document has the inspector’s name and address of the district office.  It also contains the standard terms of inspection.  Inspectors will also show their credentials verifying that they are from the FDA.  It is the responsibility of the Avera representative (IRB Manager) to assure the identity of the inspector in order to maintain security of all IRB records. 


2.
Audit Activities:

a.
Request a daily update – the Avera representative (IRB manager) may request a daily “exit” interview with the inspector.  This may allow for answering any questions the inspector may have – or may provide the opportunity to immediately correct any “minor” discrepancies.

b.
Keep a list of any interviews conducted by the inspector and if possible take notes during the interview this will help with IRB staff/member debriefing following the inspection. 

c.
Exit Interview – The inspector identifies any deficiencies found during the audit (Statement of Findings).  Request clarification for any items described if needed.  Provide the inspector with a time frame within which an action report will be provided if needed (usually within 7 to 10 days)
D.
Follow-up After an Audit

Two types of letters are issued by the FDA when deviations are found in an audit.

1. Voluntary Action Indicated (VAI)
VAI ask for correction of minor deficiencies identified.  The IRB manager will prepare a letter to the FDA indicating what has been done and what will be done to fix the problem.  All issues addressed in the VAI should be covered.

2. Official Action Indicated (OAI) (Warning letters)
OAI demands correction of what the FDA considers as serious deficiencies and may carry some type of sanction for the institution and its investigators.
Reports of the audit, either verbal or written, should be addressed by the Avera IRB, (with the assistance and support of Avera Administration), as soon as possible after the audit.

4.  SCOPE

These policies and procedures apply to all IRBs in the Avera system.

5.  RESPONSIBILITY

Institutional Official is responsible for serving as the responsible institutional official in all regulatory agency matters regarding regulatory compliance, participating as needed in regulatory agency audits, and providing support in responding to and correcting audit findings.

IRB Manager (or equivalent) is responsible for all formal regulatory agency correspondence and interactions, establishing logistical support during regulatory agency audits, serving as key institution contact during such audits, and drafting responses to regulatory agency correspondence received following such audits.

IRB Chair, Members and Staff are responsible for participating in regulatory agency audits as determined by the IRB Manager, and in fully cooperating with government officials during their participation in such audits.

IRB Chair is responsible for assisting the IRB Manager in formal responses to regulatory agency audits and in implementing policy and procedure changes indicated by such audits.

6.  APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 56.115

45 CFR 46.115

FDA Compliance Program Guidance Manual 7348.809, Institutional Review Boards

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.  ATTACHMENTS

QA 902-A
FDA’s A Self-Evaluation Checklist for IRBs

9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager
	Upon being notified of an impending audit, notify all IRB staff, and staff of any other institutional officials designated.
	

	
	Using the Audit Preparation Checklist, assign responsibilities as indicated on the checklist.
	FDA’s A Self-Evaluation Checklist for IRBs.
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