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Claim investigation and review
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Investigation result
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1) Excessive amount of specimen

2) Adequate amount of specimen 3) Specimen collection technigue when patient is undergoing excessive nasal discharge in their nasal cavity.
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Risk estimation

Frequent (5) 5 10 15 20 40

Probable (4) 4 8 12 16 32

Occasional (3) 3 6 9 12 24

Remote (2) 2 4 6 8 16

Improbable (1) 1 2 3 4 8
S (1) Negligible (2) Minor (3) Serious (4) Critical (8) Catastrophic
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Risk evaluation (] CAPAZS IssueNumber:
W 0|23 AR Resonsfornonvissue: Level 1is notsubjectto CAPARSUance.

WEERBUN/A  EEZESONORER @ LAVIOBE, BEZITOMERHIERA. )

BELHIY [JReplacement (Date: ) [IRework (Date: )
ST FEH .

Actions & Due date [JReturn (Date: ) [IDisposal (Date: )
[ Recall (Date: ) OEtc. ( )

”7_‘”%;* Y (Risk level(score): ) ON( Required the another actions)

Risk control EN/A
1. BRBZORE. X2IL> EOREOTRNAIAITEN, 82 IR BRIER M0, J4LI—H5E
=5 FOIDIBEIREMENHDE T,

Conelusion | g ey B kA BHFUELRCEEBEUERL L IFES .
B FECREEIRBCREARLET,

{ER% Write | TR Review | HEER Review |ZXE2 Approval

iy 253 AL

Others

2022.02.21 2022.02.21

*

In case of Level 1(White zone), the Risk control part is not written.
** The risk evaluation will be conducted for analyzer claims, except process defects and raw/subsidiary material through annual data analysis.
e When linking to CAPA, the results of the claim investigation should follow the ‘Corrective and Preventive Action Request and Completion

Report'.
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