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l. PURPOSE: This SOP is designed to provide a systematic and independent examination of a
qudity system and determine compliance with set sandards. These standards include the,
A2LA criteria, ISO/IEC-Guide 25, 1SO 9001, QA plan, manuals, and SOPs.

II.  APPLICABILITY: All Strategic Initiatives Office (SIO) personnd will conduct internal
asessments of DLS according to the procedures in this SOP. The origind hardcopy will be
maintained in the SIO, bldg. E2100, and room 1102.

1. DEFINITIONS:

A. Quadlity Control - The operationd techniques and activities that are used to fulfil
requirements for Qudlty.

B. Qudity Assurance - The provison of objective evidence that requirements for Qudity
have been met.

C. Audit/Assessment - A systematic and independent examination to determine whether
qudity activities and related results comply with planned arrangements and whether these
arrangements are implemented effectively and are suitable to achieve objectives.

D. Qudity System - The collection of resources, organization, equipment, people and
procedures, which implement the quality policy.

E. Checkligt - A lig of questions or items which are checked to determine compliance with
the standard(s).

F. Audit/Assessment Team - The SIO assessor may elect to use quaified Laboratory
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personnel in assgting in the audit/assessment depending on the scope of the
audit/assessment.

V. OQUALITY CONTROL:

A. The requirements must be clearly defined to the auditee. A checklist may be provided to
the auditee at least one month prior to assessment. In al cases, the auditee will be notified
at least one week prior to the audit.

B. If the checklist is used, the auditee should provide the auditor with a completed checklist a
least one week prior to audit.

V. PROCEDURE:
A. Audit/Assessment

1. If acheckligtisused, it should be completed prior to the ingpection by personne
involved in the areas being assessed

2.  AnlIn-briefing (if gpplicable) will take place on the first day of the audit/assessment.
The purpose and procedure as well scheduling of the audit/assessment will be
discussed.

3. Thelaboratory area being assessed should make all records and documertation,
which are pertinent to the inspection, available to the assessor(s).

4. Theaudit will be a collection of information through interviews (verified by cross
checking the same information from another source), examination of documents, and
observations of activities and conditionsin the relevant aress.

5. Theaudit checkligt is only aguiddine for conducting auditsassessments. The
asses30rs should aso conduct the audit/assessment with the following factors in mind:

a.  Underganding - Do the operators know what is expected of them and do they
show an acceptable level of competence?

b. Traning- What specid skills are required, how has the operator acquired them,
and what documentation is available supporting the competency of this
employee?

c. Methods- Do work ingtructions reflect current practice or are there
modifications to the method that are unauthorized? Are there historica copies
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of retired methods with dates of service? Are there operations performed with
no work ingtructions?

d. Equipment - What condition isthe equipment in, and is their documentation of
scheduled preventive maintenance? Has the equipment been cdlibrated
correctly and documented (if necessary)?

e.  Documentation - Are the documents controlled? How is the distribution
controlled? Are there unofficid changes, corrections, or ingtructions, which
have never formaly been incorporated into the procedure?

f.  Environment - How are specific environmenta conditions identified and
specified? Are operators aware of them?

0. Records- Are the records/reports complete with the required information? Are
they eadlly retrievable? Are anadyst's notebooks, maintenance and instrument
logs, temperature logs, and other laboratory record books maintained properly?

h. Maerids- Areandyticd standards and reference materias prepared, 1abeled,
used, and stored correctly?

6. When dl areas have been audited an out- briefing to highlight the findings, deficiencies
and observations of the audit will be presented by the Audit/Assessment Team.

B. Reporting. A find report of the findings, observations, and deficiencies will be provided to
the auditee and their respective managers (usualy within one month). The report will be
prepared in accordance with SIO SOP 3.X.

VI. SAFETY CONSIDERATIONS: The auditor will adhereto dl safety requirements of |aboratory
area being audited.

VIl. REFERENCES
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