D-200

Internal Auditing



1.0 Purpose

This procedure documents the internal auditing process for the ORF quality system to determine whether the Quality System;

· Conforms to the planned arrangement, to the requirements of ISO9001:2000 and to NIH Quality System requirements
· Is effectively implemented and Maintained

2.0 
Applicability

This procedure applies to all ORF quality auditors, managers responsible for processes defined within the ORF quality system and assigned for audit.

3.0
 Responsibilities

The Special Assistant to the Director of ORF, is responsible for:

· Requiring effective and prompt response from all ORF staff to any nonconformance and subsequent corrective actions identified during audits, and

· Conforming to established ORF quality procedures and processes.

The Management Representative is responsible for ensuring that:

· This procedure is followed by all ORF internal audit staff; 

· Audit findings are promptly reported to the manager of the area audited; 

· Corrective actions are pursued and closed out as quickly as possible; and 

· Internal auditors appointed to conduct audits are independent of the activities being audited, are properly trained in accordance with the requirements of this procedure, and have no other conflicts or potential conflicts of interest.

· Preparing and maintaining the schedule for audits

· Preparing a summary report for the Management Review Meetings

Division Leaders, Branch and Team leaders are responsible for:

· Providing resources necessary for the auditor to conduct an efficient and effective audit; 

· Informing employees about the timing, objectives, and scope of the audit; 

· Reviewing audit summary reports; 

· Ensuring cooperation in scheduling and attending internal audits by employees; 

· Responding promptly to audit findings; and 

· Taking effective and prompt steps to resolve any corrective actions reported.

All applicable ORF personnel are responsible for cooperating fully in the internal audit process to enable continuous improvement of the quality system.

Internal auditors are responsible for:

· Recording audit findings in the required format;

· Coordinating findings with the MR so they can be consolidated in the summary report;

· Performing verification audits resulting from corrective actions reports as assigned;
· Retaining and safeguarding documents pertaining to the audit;

· Submitting such documents as required;

· Treating privileged information with discretion.

4.0 Procedure

4.1
All personnel conducting internal audits undergo a minimum of 2 days of formal audit training from an approved training provider to meet minimal proficiency requirements. Selection of Auditors and conduct of Audits shall ensure objectivity and impartiality of the Audit process.  Auditors shall not audit their own work.
4.2
The Management Representative (MR) develops an annual audit schedule. The MR follows an approach that identifies audits from a workflow function/process that addresses the ISO 9001 standard. 

4.3
The MR establishes, maintains, and publishes the audit schedule that sets priorities on the basis of the status and importance of the activity, as well as the results of previous audits; i.e., the more important activities are audited more frequently. The Management Representative approves both the audit plan matrix and the annual audit schedule.

4.4
Auditors carefully plan audits by considering the activities to be audited, the questions to be asked, the quality system reference for each question, and the time allotted to the audit. They prepare an audit checklist in advance. 

4.4.1
Prior to the audit, individual auditors or a member of an audit team shall contact staff members to make arrangements to interview and as a courtesy notify the managers.   

4.5
The MR announces each internal audit via e-mail to area managers outlining the audit criteria, and scope of the audit.  

4.5.1
Auditors shall, as a courtesy, notify the area managers upon
entering and leaving a managers area. 

4.6
The area leader may accompany the auditor or appoint someone to act as a guide and to observe the audit process. 

4.7 
To the maximum extent possible, auditors conduct the audit interviews at the auditee’s workstation. 

4.8
Auditors shall use the audit checklist as a basis for the audit but shall not limit themselves to the prepared questions. In general, the auditor does not stray from the activity identified in advance. 

4.9
The completed audit checklists document compliance or lack thereof. 

4.10
When auditors have completed interviews in an area, they shall attempt to notify the manager of that area of issues that may be nonconforming.

4.11
A formal closing meeting, chaired by an auditor will be held with the area managers(s). Auditors shall verbally present their findings and provide copies of written NC reports to the area manager.

4.12
At the conclusion of the audit, auditors submit their checklist and NC reports to the MR who prepares a summary to be published in Qualtrax.  

4.13
Minor nonconformance’s that are identified during the internal audit can be corrected immediately but must be reported on a nonconformance form. The auditor is to sign and agree to the NC disposition/correction and a copy is to be included in the audit report submission.

4.14
Significant and system affecting nonconformances must be entered for corrective action using D-400  

4.14.1
The process outlined in D-400 is used to verify effectiveness of the corrective action

4.14.2
The auditor is to be notified that corrective action has been taken and that it is effective.

4.14.3
On occasion, the auditor may be requested by the MR to perform a follow up audit to confirm corrective action completion and/or effectiveness.

4.14.4
If 4.14.3 does not occur, and the NC is significant and system affecting, the MR is to require a revisit during the next scheduled audit 

4.15
At the close of the annual audit schedule, the MR issues a summary report.  As a minimum, the report identifies audits performed versus those scheduled, conformances noted, non-conformances identified, NCR/s prepared, corrective actions closed and verified.

4.16
The Management Representative closes the current audit by issuing summary report of audit findings for Management Review. The MR may be required to complete a summary of completed audits for Management Review upon request.

4.17
The MR is also required to review the minor NC’s corrected during an audit that are not elevated to Corrective And Preventative Action (CAPA) to determine if a trend or if collected minor occurrences indicate a more serious system problem requiring corrective or preventive action.  This effort is also to be included in the summary report.  

5.0 
Related Procedures

D-400, Nonconforming Products, Corrective and Preventive Actions

6.0 
Relevant Documents

Not Applicable

7.0 
Records

Copies of Certificates of Completion of Internal Audit Training  

Audit Checklists Reports -maintained for 1 year

Audit Schedule

CAPA 

Audit Summary Reports 



