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1. 
PURPOSE
To ensure that the procedures in the quality manual, related to quality systems, and the laboratory’s SOPs, related to testing activities, are being followed. To determine the effectiveness of the laboratory’s procedures in controlling the quality of data reported. To identify, correct, and implement any changes needed in any of the quality system and testing activities procedures found to be deficient. To ensure all deficiencies in the laboratory’s quality system and testing activities are documented though its corrective action process
2. 
SCOPE
The internal audit SOP and associated checklist is used to audit, on an annual basis, the _________________TB laboratory’s quality system, policies and procedures, work instructions, analytical records, and reports.  In addition, the laboratory audits its testing activities on an annual basis.
3. 
RESPONSIBILITIES
3.1. Quality Assurance (QA) Manager or QA Officer (QAO)
It is the responsibility of the QA Manager or QAO to initiate all internal audits and ensure they are conducted in an efficient and timely manner, delegate responsible, trained staff, if applicable, to carry out specific audits of testing activities, notify the Head of the ______________________TB Laboratory, of any deficiencies (findings) in the quality system or testing activities documents and monitors corrective actions documents and tracks staff who have completed auditor training.
3.2. Auditor

It is the responsibility of the auditor to perform audits in an efficient and timely manner and report all findings to the QAO.
4. 
Definitions

· Audit Finding - A conclusion of importance based on observation(s).  An undesirable deviation or nonconformity.

· Corrective Action - Action taken to eliminate the root cause(s) and the symptom(s) of an existing undesirable deviation or nonconformity to prevent recurrence.

· Objective Evidence - Verifiable qualitative or quantitative observations, information, records, or statements of fact pertaining to the quality of a product or service or to the existence and implementation of quality system element.

· Quality Audit - Systematic and independent examination to determine whether quality activities and related results comply with planned arrangements and whether these arrangements are implemented effectively and are suitable to achieve objectives

5. 
CROSS REFERENCES
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6. 
PROCEDURE
6.1. The Audit Team

The Quality Assurance Manager or QA Officer (QAO) selects trained staff, if applicable, to perform the audits defined in this procedure.  If trained staff is limited, the QAO and/or technical director may perform the audits.  If trained staff are not limited, the QAO will designate one of the trained staff to serve as the lead auditor.  When ever possible, auditors are selected from a function not directly involved in the audit.

6.2. Training

Auditors are trained in auditing techniques.  Training consists of reading and understanding this procedure and reference material related to internal auditing, and where possible, shadowing a trained auditor or completing a formal, external training course. The auditors are also provided with the applicable auditing guidelines and checklists. Both quality system and method-specific checklists are to be provided to the auditor.
Evidence of the training includes a signature that the auditor has read and understands this procedure. It may also include documentation of any external seminars or course work related to quality system auditing.  All training records are to be kept for a minimum of five years.

6.3. Audit Plan

The entire quality system, including testing activities, is audited on a bi-annual basis.  The maximum interval between audits is six months.  The frequency may be adjusted for new procedures or deficiencies that resulted from complaints. Specific audits, which systemically review all procedures, should be conducted. Areas chosen for such audits may include procedures where there have been a nonconformity, new tests and quality assurance projects which the laboratory is undertaking. Areas that must be reviewed are those in which there has an audit finding.  Audit findings must be recorded on the Occurrence Report Form. Follow-up of corrective actions must be recorded on the Corrective Actions Form. 
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The QAO creates the audit schedule. The audit schedule defines the following:

· timeframe of the audit
· scope of audit
· elements and/ or areas to be audited

6.4. Performing the Audit

The QAO notifies the supervisors of the areas to be audited at least a month in advance. The QAO briefs the auditors on the audit procedures and the areas to be audited.  The auditors are to prepare prior to the audit by familiarizing themselves with the audit procedures.

During the audit, auditors use applicable checklists.  They record all findings on the checklists. The findings are discussed with the staff responsible for performing the function that was found to be deficient.

6.5. Deficiency Report and Corrective Action Response
A Deficiency Report is generated by the auditor for each legitimate finding.  The QAO makes the final decision as to whether the finding is legitimate if it can not be resolved between the auditor and the staff audited.  The QAO presents the final report to the audited staff, as well as, laboratory management, including the Head of the ___________________TB Laboratory.
The audited staff responds to the Deficiency Report in a manner prescribed by the laboratory’s corrective action procedures.  The corrective action must be completed within 90 days of the date of the finding.
When deficiencies cast doubt on the correctness or validity of the calibration or test results reported, the laboratory needs to immediately notify its clients of the situation.  A record of the client notification must be maintained.

6.6. Closing an Audit

Audit findings are closed upon completion of an effective corrective action for each of the findings.  All documents related to the audit, including checklists, Deficiency Report, corrective action responses, are maintained by the QAO.
6.7. Review and Evaluation

The QAO verifies successful implementation of the corrective action by observing objective evidence supplied by the audited staff as part of the corrective action process.  Follow-up is performed by the QAO, or designated staff, as part of the next scheduled audit to verify the effectiveness of the corrective actions that were implemented.  In addition, the QAO reviews the audit report with laboratory management, including the Head of the ___________________TB Laboratory, as part of the laboratory’s annual management review.
7. 
REFERENCES
National Environmental Laboratory Accreditation Conference (NELAC), 2003 NELAC Standard, Approved June 5, 2003, Effective July 1, 2003, 324 pp (EPA/600/R-04/003).
National Environmental Laboratory Accreditation Conference (NELAC), 2009 NELAC Standard, Approved August 24, 2009, Effective July 1, 2011.
New York State Department of Health (NYS DOH) Environmental Laboratory Approval Program (ELAP), method-specific checklists,

http://www.wadsworth.org/laboratorycert/elapcert/appforms.htm
New York State Department of Health (NYS DOH), NYCRR Subpart 55-2, Approval of Laboratories Performing Environmental Analysis, Sections 55-2.1 through 55-2.12 effective November 17, 2004, and Section 55-2.13 effective October 6, 2004.
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