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The Laboratory Manager/Director must ensure that laboratory personnel have
the knowledge, skills, and abilities to perform their duties. Competence is based
on education, experience, demonstrated skills, and training. Staff training files
contain the documentation of personal education, experience, skills, and training
for the position held.
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1) Internal Quality Control (1QC:) Samples of traceable known value which
may be used to confirm that a procedure or process has worked as
intended.

2) Internal Quality Assurance (IQA/ring trial): Samples sourced by the
laboratory in order to demonstrate competence and may take the place of
proficiency samples.

3) Proficiency Sample (External Quality Assurance, EQA): Samples
provided by an external source in order to compare laboratory results
between similar laboratories. These may be used as an internal quality
control sample. External Proficiency Providers should hold accreditation to
ISO/IEC 17043:2010 — Conformity assessment — general requirements for
proficiency testing.
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Table 1: Suggested Conditions for Sterility Testing

Testing/Storage Mimnimum Sterility
Incubation Temperatures Incubation period
4-8°C 10 —14 days
20 - 25°C 2 — 5 days
35-37°C 48 — 72 hours
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For example when E. coli is being tested as a negative control organism on Baird Parker medium

77N\
Medium | -1 [2\ |-3 -4 5 6 E 8
TSA ! \ TNTC | 55 5
BP 120 13 1 : - E [ < -

The key dilutions are 10~

difference of five ten fold dilutions.

the non-selective and 10~ on the selective test medn

and there 1s a
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MASTER CULTURE
Freezs dned, -70°C. -20°C or la=s
Punty + Cullure 1dentty venfied

STOCE CULTURE (Multiple)
Frozen at -20°C

Punty Check

years

WORKING CULTURE
Non-Selective Media
at 4°C or other storage temp.
Punty Check
Mimmal confomation (voluntary)

RN

STANDARDISED CELL SUSPENSIONS

|

PERFORMANCE OF MEDIA
QUALITY CONTROL TESTS OR
TESTMETHOD CONTROLS

(For=t Gensranon)**
Store for vears

(Second Generation)
Store for 0.5 - 1.0

(Thurd Generation)
Store for 2 weelks ***
Dhscard after this tume
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