


 

In regard to the 19 samples in question (D5801), we 
have verified that the samples were handled in 
accordance with the standard operating procedure 
(SOP) in place on December 10, 2020 (CA-SOP-
RPT-002). Based on the input from the CDPH 
laboratory directors’, it was determined that results with 
IC dropout were better characterized as Invalid results. 
This change in classification was implemented via the 
onsite CDPH lab directors’ discretion on December 11, 
2020 with the SOP approved on December 13, 2020. 
During these two days, results were manual reported 
and staff were trained by the CDPH lab directors until 
the LIMC changes were implemented. On December 13, 
2020, a LIMC update was implemented into production 
to automated result code calculation thereby reducing 
any manual intervention by the data analyst staff.

Please refer to the Analysis Timeline. 
• 28Oct2020 – 11Nov2020 – results were reported

as per the IFU (cutoff < 42 as positive)
• 11Nov2020 – 11Dec2020 – a lower Ct cutoff (<

37) was set for positive results based on Ct value
observed during validation, reflecting a change in
interpretation from the IFU

• 11Dec2020 – 25Jan2021 – high Ct values (> 37 - < 
42) were interpreted as inconclusive

• 25Jan2021 – present – high Ct values (> 37 - < 42)
were interpreted as presumptive positive

The laboratory maintains duplicate original reports in 
addition to issuing amended reports with original 
results.
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In regard to the 19 samples in question (D5801), we 
have verified that the samples were handled in 
accordance with the standard operating procedure 
(SOP) in place on December 10, 2020 (CA-SOP-
RPT-002). Based on the input from the CDPH 
laboratory directors’, it was determined that results 
with IC dropout were better characterized as Invalid 
results. This change in classification was implemented 
via the onsite CDPH lab directors’ discretion on 
December 11, 2020 with the SOP approved on 
December 13, 2020. During these two days, results 
were manual reported and staff were trained by the 
CDPH lab directors until the LIMC changes were 
implemented. On December 13, 2020, a LIMC update 
was implemented into production to automated result 
code calculation thereby reducing any manual 
intervention by the data analyst staff.

Please refer to the Analysis Timeline. 
• 28Oct2020 – 11Nov2020 – results were reported

as per the IFU (cutoff < 42 as positive)
• 11Nov2020 – 11Dec2020 – a lower Ct cutoff (<

37) was set for positive results based on Ct value
observed during validation, reflecting a change
in interpretation from the IFU

• 11Dec2020 – 25Jan2021 – high Ct values (> 37 -
< 42) were interpreted as inconclusive

• 25Jan2021 – present – high Ct values (> 37 - < 
42) were interpreted as presumptive positive



Continued from page 76

(1) Immediate Corrective Action: N/A, The
specimens in question were resulted as per SOP. A
look forward from December 13, 2020 to December
31, 2020 verified that all samples were reported per
SOP versions 2 and 3.1.

(2) Patient Impact: N/A, based on the lookback from
October 28, 2020 to December 11, 2020, there were
8,756 samples with results of IC Dropout that were
reported consistent with the SOP that was in effect by
written approval from the CDPH lab directors.
Results were correctly reported as inconclusive
pursuant to the lab SOP. Additionally, per Lab
Director Dr. Rosendorff, the future change in
definition would not be a change in diagnosis,
treatment, or recommended patient action (retesting),
and there would not be patient harm.

(3) Preventative Action: No revision to SOP or
process is placed into use until the Lab Director, Dr.
Rosendorff, has provided written approval. A daily
checklist is being completed at shift change by the
Data Analyst staff and verified by the Sign Out
Manager.

(4) Monitoring Mechanism: Monthly audits for data
integrity are performed as stipulated in the 2021 audit
schedule by the Quality organization. The February
audit confirmed that the results matched the current
SOP and process 100% of the time.

Attachment 1: Sample Look Back and Look Forward
Attachment 2: 2021 Audit Schedule 
Attachment 3: End to End Audit Plan
Attachment 4: 2021Audit-004 Report

























See response in D5801



 
 

 



 
  

 



 
 

  



  
 

 
 

(1)  Immediate Corrective Action: N/A, Duplicates of 
the original reports are maintained. The amended 
reports contain the original report's result and date as a 
reference.

(2)  Patient Impact: N/A, based on a look back from 
October 28, 2020 to December 11, 2020 the process has 
been in place to maintain the original and amended 
report. The amended report maintains the original 
results, original reported date, as well as the updated 
results.

(3)  Preventative Action: No revision to SOP or 
process is placed into use until the Lab Director, Dr. 
Rosendorff, has provided written approval. 

(4)  Monitoring Mechanism: As part of the monthly 
audits schedule we are auditing for the presence of all 
original and amended reports. This is stipulated in the 
2021 audit schedule that is performed by the Quality 
organization. 




