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Determination of Root Causes of Non-conformities
. Cause/ Error Identified
Characters/ Activities Evaluated
Yes No | Responsibility Comments
. TRANSCRIPTION ERROR N

1). Error in recording test results from the instruments " |Participant

2). Error in reporting test results to EQA organization \/ Participant

3). Mixing-up the test results v Participant

4). Report results with wrong units \/ Participant

5). Report wrong method and/ or instruments v Participant

6). Error in data entry by EQA provider / EQAP

Description of the Cause
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VERSION 1.0 01-01-2020 F/MBL/TVL/QMD/RCA/NC P1/10
Determination of Root Causes of Non-conformities
Cause/ Error Identified
Characters/ Activities Evaluated
Yes No | Responsibility Comments
Il. PRE-SURVEY ISSUES
1). The EQA provider distributed by accident an
WAppropriate sample N/ |FaAP
2). Ervor in sample labelling  |EQAP
3). Emor in packing the sample \/ EQAP
4). Error in distribution of sample \/ EQAP
5). Problem with sample stability v’ |EQaP
6). Problem with sample homogenicity \// EQAP
7). Ervor in instruction letter of EQA provider v EQAP
Description of the Cause
Corrective action proposed
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Determination of Root Causes of Non-conformities
Cause/ Error Identiflad
Characters/ Activities Evaluated
Yes No | Responsibllity Commaents
lILSAMPLE RECEIPT/ HANDLING \/
1). Problem with the sample receipt \/ Particpants
2). Inappropriate storage of the sample till use " |Particlpants
3). Problem with reconstitution of the sample v’ y, Participants
4). The instructions were not followed praperly by the Vv
participants Particlpants
Description of the Cause
Corrective action proposed
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Determination of Root Causes of Non-conformities
. Cause/ Error Identified
Characters/ Activities Evaluated
Yes No | Responsibility Comments
IV. TEST PERFORMANCE
Participants/
1). Change in the instruction of manufacturer \/ EQAP/
Manufacturer
2). Was there a problem with the equipments \/ Participants
3). Was there a problem with reagents vV Particpants
Manufacturer
4). Was there a problem with the test performance J / Participants
5). Was there a problem with the 1QC samples v Participants
Description of the Cause
Corrective action proposed
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Determination of Root Causes of Non-conformities
Cause/ Error Identified
Characters/ Activities Evaluated
Yes No | Responsibility Comments
V. DATA HANDLING EQA PROVIDER
1). The ststistical procedure used is probably not
appropriate for the distribution of test Vv EQAP
2). Error establishment of assigned value (AV) v /|EQAP
3). Errorin presentation of results / EQAP
Description of the Cause
Corrective action proposed
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Determination of Root Causes of Non-conformities
Cause/ Error Identified
Characters/ Actlvities Evaluated
Yes No | Responsibility Comments
VI. REPORT AND INTERPREATION
Participant/
1). Deviation In accordance with previous EQA results v EQAP/
Manufacturer
2). Large variation In EQA results for the method used N EQAP/
Manufacturer
Participant/
3). Devlation In systematic for all EQA samples v |EQAP/
Manufacturer
4 Participant/
4). Repeated analysls showed similar deviation EQAP/
~ [Manufacturer
J Participant/
5). Source of deviation Is unkown \/ EQAP/
Manufacturer

Description of the Cause

sSimce 1q e \relb ave

(NaY- P 4eind A AN
e Aovvree %o

Wit e =ste—3e end
pes )—-—ed/l'\z]
M\Laow/ k_@r\i

\errendl Perform oL

Corrective action proposed e ¢ ¢loced oA

ﬂmébf"' r XYoY .

W

o T
4 ) Reviewed & ( .

m M m"’& L 5

Preoared by Q { o *|approved TD Issued MD e

- . T ——

Scanned by CamScanner




