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answer the rest of the survey. () 2-3 years
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Management and Personnel Requirements
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responses are to be based on your experience following
all audits conducted in the Midlands EL.
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[ S0Ps out of review date
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01-07-2025 10:10
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[ Corrective actions not implemented as per
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[ Root cause analysis not performed

[ Effectiveness of corrective actions not reviewed

[ NC records do not include all eccurring
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[ Trend analysis not performed as per stipulated
time frame

projectredcap.ong
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105

© Central University of Technology, Free State



ASSESSMENT OF FACTORS THAT CONTRI

Central University of PLIANCE DURING SANAS AUDITS IN THE

Technology, Free State

MIDLANDS BUSINESS UNIT FROM 2020 Tu zuzs

Confidential

Page 2

What were the non-confarmances related to management
review meetings (MRM)?

[ Management reviews not conducted as per stipulated
timeframes

[ Review input did not include all of the required
information

[ Trends and patterns that indicate process problems
not analysed

[ Findings and actions of the review not
communicated to staff

[ Actions arising from MEM not implemented as per
ctipulated timeframes

PERSOMNNEL REQUIREMENTS ) Yes
) Mo

Were personnel files for laboratory staff available?

If yas, did the personnel files include all required ) Yes

information? ) Mo

What were the non-conformances related to training and
competency of staff?

O Unavailable training reconds

[ Incomplete training records

[ Unavailable competency records

[ Incomplete competency records

[ Training nat done for all tests performed
[ Training records for drivers not available
[ Competency criteria not followed

PRE ANALYTICAL REQUIREMENTS:

What were the non-conformances related to the request
form?

[ Incomplete laboratory reguest forms

[ Incorrect test selection

[ Incorrect logging of infarmation in the laboratory
[ Data entry not regularly checked

10.

What were the non-confarmances related to the
transportation of samples to the laboratory?

[ Incorrect transportation of samples

[ Transportation temperature not monitored

[ Specimens not delivered to the laboratory as per
stipulated time frames

[ Specimen tracking sheets not available

O Incomplete specimen tracking sheet

11.

ANALYTICAL REQUIREMENTS:

What were the non-confarmances decumented on the
analytical procesces?

[0 Unavailable equipment verification reconds

[ Mon adherence to equipment service schedule

[0 Equipment not consistently maintained as per SOP's
[ internal quality control failure

[ Incarrect storage of reagents

12.

POST ANALYTICAL REQUIREMENTS:

What were the non-conformances in the post-analytical
phase?

[ Inconsistency in phoning critical results

[ Instrurment interphase not regularly checked
[ Tests requested not all completed

[ Referred tests not consistently tracked

[] Referred tests not indicated on the final repont
[ Mon adherence to results urnaround time

13.

Do you have any other comments about the reasons for
the non-compliances with 150 15189 that are raised
during SANAS audits?

If YES please provide comments

14.

What are your recommendations for improvement if applicable, that can be applied to assist laboratories to fully

comply with the 150 15189 standard?

01-07-2025 10:10
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