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Transcribe/Clerical Error _ Sample integrity Rand Systemic Error EQA provider problem
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correct samples
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No other EQA scheme
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Comparison Check
with Backup lab. No Previous EQA Problem

A Linear Correlation / Error
Indexwithin-1to +1

Shipmentand samples

Re-testingresultsare
within EQA
Acceptable criteria

No Unit/ Calculation and
No decimal place error

correct lab testing e
are arrived ina good
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(chill/ frozen/RT)

1QC Precision within
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(Quantitative assay)

No Code selection error SEEISs Storeinthe good

condition priorto testing.

Process and prepare
samples asindicate in
the kitinstruction.

Reviewed before
EQA submission

Established
Lab 1QC Mean and SD

Monitor the occurance
of problem

lab personnel.

Follow the special
instruction. No Clearreason/

Re-evaluate (manual method)

Instrumentwork properly,
PMand Cal are performed
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Special Note for CAPA and suggestion

Transcribe/Clerical Error Sample integrity Random Error Systemic Error EQA provider problem
1. Review the process of lab 1. Review and Re-evaluate the 1. Review the frequency of the 1. Peform precision check: by 1. Review the prior EQA susscessful
reporting and result releasing. process of specimen handling and re- . Random Error occurance and running at least 2 levels for 10 reports, check the current and prior peer
labelling during i pr i 1 Take CliCEEsar wdeo\./vhen e monitor next EQA cycle closely. times. Check the acceptable group evaluation. If the evaluation peer
. shipment was unpackaging. Check L A . .
(if needed). . N A criteria as indicate in package group has been changed, give the feedback
theiiaicentae St insert or compare with 25%TE. to EQA provider.
2. The appropriate corrective 2. Review the testing personnel/lab 2. Record temperature and any 2. If the random error occurred 2. Review at |east the last 3 2. Is there any changed of the acceptable
and preventive action should  staff competency. Retraining or usual or unusual observation frequently in the same testing. months L-J Chart for any Shiftor  criteria? Review participants Mean, SD in
be made. reassessment if needed. physical appearance. Feedbackto Communicate with the vander Trend. Reviewing of group summary results.
EQA provider if the serious issue  or company for any further interlaboratory comparison result
is observed. Request the support. should be done if data sets are
replacement. availble.
3. Lab staff have acknowledged 3. Review Special instructionin EQA 3. Tracking the shipment when 3. Check the accuracy of testing 3. Perform the manual evaluation by using
the new lab review, release kitand inform all lab staff to receive the notification of shipout by Running at least 5 of the the participants results, Mean, SD,
policy if need. acknowledge and prevent the date. Prepare the importation and previous succesful EQA samples  Acceptable criteria as specify in EQA
problem occur in the future. custom clearance document. (no shift/ trend observed) or Participant summary report. The TEa and
Communicate with the courier/ standard material or known value other references criteria may be used.
broker for getting ready to samples. Contact the vendor for
response when shipment has requiring technical support to
been arrived in country or lab solve the systemicerror.
area. Record number of days of
shipment on hold at the custom.
4. Having difficulty of result 4. Review PM and Calibration of each 4. Read the EQA instruction 4. Review the 1QC result before
reporting in EQA system. testing or each instrument. carefully. Identify the appropriate and after the Preventive
Required Training and follow  Implement the process of monitoror condition for EQA and store EQA Maintenance or Sparepart
the EQA reporting manual. tracking the PM and calibration samples properly. Check the replacement was conducted. Re-
activities. expiration date before putin the established lab mean and SD may
storage. required. Contact the vendor for
requiring technical support to
solve the systemicerror.
5. Give Feedback to EQA providerif 5. When receive the 5. If there is any impact of
there is any observation/ finding of unappropriate samples material patients/ participants lab results,
mislabelling, unclear label and any including the rubber stopper inform the physician and medical
issue due to specimen labelling. missing, sample leakage, health providers immediately

hemolysis), feedback and request and retesting as soon as possible.
for the EQA replacement to EQA

provider. (Use the photos or video

in no.1as the evidence)
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