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Presentation Roadmap 
• Inspection Process  

• COLA an Accrediting Agency 
• State / CLIA 

• QC & PT Issues 
• Citation Examples 
• Tips  
• Tools To Fix QC (SmartLabTools.com) 

• Statistical QC Demonstration  
• DropBox for Compliance Monitoring 
• Free QC Software 
• Website Analytics 
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Double Inspection for POL  
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COLA  Accreditation Survey  
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UPLOAD DOCUMENTS TO COLA CENTRAL 

Review by STAT Team Accreditation Letter 

SUBMIT PRI RESPONSE 30 DAYS  

STAT Letter Desk Review 

PRE-NOTIFICATION ( 2 WEEKS ONLY ) 

Inspection PRI 
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COLA – PRI 
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COLA - STAT Letter 
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COLA – Desk Review 
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COLA 
CENTRAL 
ON-LINE 
DOCUMENTS 
COLA Central lab 
document 
depository, where 
documents may 
conveniently be 
downloaded from 
COLA by 
Client/Consultant 
and 
Documents such 
as responses may 
be uploaded 
electronically  
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COLA 
CENTRAL  
ON-LINE 
DOCUMENTS 
Page-2 of 
Discussion 
example… 
 
Approval for 
Certificate of 
Accreditation 
Pending.. 
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State Initial Survey for CA License  

10 

SUBMISSION OF FINAL DOCUMENTS 

Scheduled Re-Survey Recommendation for 
Licensure 

SUBMIT RESPONSE PLAN (10 Working Days) 

State Review of Response  Request for Additional Docs 

PRE-NOTIFICATION ( 2-4 weeks) 

State Survey State 2567 Report 
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CDPH-LFS -Correspondence 
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Dear Laboratory Director/Owner(s): 
 
The Department of Public Health, Laboratory Field Services (DPH-LFS) has received your Plan of 
Correction (POC)/ allegation of compliance and some supporting evidence in response to our letter 
dated 5/28/2013 and the Statement of Deficiencies notifying your laboratory of condition level 
deficiencies. You were directed to submit your plan of correction / a credible allegation of compliance.   
For your information, a Plan of Correction /credible allegation of compliance is a statement or 
documentation that is: 
 
1.Made by a representative of a laboratory with a history of having maintained a commitment to 
compliance and taking corrective action when required; 
2.Realistic in terms of the possibility of the corrective action being accomplished between the date of 
the survey and the date of the allegation; and  
3.Indicates resolution of the problems. 
 
Please be reminded that you also must submit documented evidence that verifies that the corrections 
were made.  Acceptable evidence of correction must include:   
  
1) Documentation showing what corrective action(s) has been taken for patients found to have 
been affected by the deficient practice. 
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CDPH-LFS-Correspondence 

12 

 
You were notified in our previous letter dated May 28, 2013, that failure to meet the condition 
level requirements and/or failure to return the allegation of compliance and evidence of 
correction within the ten-day time period may result in sanctions against the clinical 
laboratory license, clinical laboratory director, and owners, suspension from the Medi-Cal 
and/or Medi-Care program in addition to civil money penalties and recovery of costs 
associated with the investigation: 
 
1) Civil money penalties of $3000/day and/or violation (CBPC 1310 and Title 17   CCR 
1067.5) 
2) Exclusion from Ownership or Operation (CBPC 1324 and Title 17 CCR 1065.30) 
3) Revocation and/or suspension of the license to the facility (CBPC 1320 and Title 17 CCR 
1062.5) 
 
You have 10 working days from the date of receipt of this notice to submit a credible 
allegation of compliance and evidence of correction for the condition level deficiencies.  
 
If we do not hear from you, or if we do not receive your acceptable evidence of compliance 
within the timeframe specified above, we may initiate enforcement actions including principal 
and or alternative sanctions.  
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CDPH SURVEY 
PROCESS 
FINALIZED 
Corrections found 
Acceptable and 
License Issued 
 
2 MONTH 
PROCESS.. 
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Some Proficiency Citations 

Citations  

• Performed detailed 
investigation of PT 
failures 

• Director to sign PT 
attestation 

• PT Records retention – 
2yrs 

 
 
 

Actions 

• Revise PT Procedure 
• Revise PT Action Form 
• Save Tapes, Printouts 
• Train Personnel on new 

procedures, forms 
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Some QA/QC Citations 

Citations  

• Document all Function 
Checks 

• Use latest version of PM 
forms 

• Retain Function Check 
printouts  

• Director’s Name on LIS 
Report 

• Update the QA Plan 
 

 
 

Actions 

• Update Forms for PM 
• Manufacturer on-site 

Training on maintenance, 
instrument QC functions 

• Save Function Checks 
along with QC printouts 

• Updated LIS Report 
• Updated QA Plan with 

Schedule 
• Trained Personnel 
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QA/QC Citations (cont.) 

Citations  

• QC tapes, printouts not 
saved for at least 2 years 

• Critical Values not defined 
for INR 

• Not keeping a Critical Value 
Notification Log 

• Frequent QC Failures, & No 
Documentation of Remedial 
Action 

• Failure to Establish Lab QC 
Limits 
 
 
 

Actions 

• Printouts and Tapes now 
being saved 

• Updated Critical Values 
Procedure & List 

• Critical Values Notification 
Log implemented and 
personnel trained 

• Implemented Corrective 
Action Logs 

• Implemented New QC 
Program & Trained Testing 
Personnel 
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Quality Control 
Specific Issues 

& 
Solutions to Improve the 

Sensitivity of QC by Developing 
useful Quality Control Ranges 
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PRI – QC 10  Regulation 
• QC 10 Are 
manufacturer’s 
instructions for the use 
of reagents, controls, 
and kits followed? 

• Altering the 
manufacturer’s 
instructions is 
considered a 
modification of the test 
procedure which could 
change the complexity 
of the test. 
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COLA PRI – QC 10  Citation & Requirement 

• The lab has not followed 
manufacturer’s 
requirements with the 
use of controls. The lab 
is using Bio Rad 
Immunoassay QC, they 
have not established 
their own mean and SD, 
They have adopted the 
range of means as their 
QC range. 

• The range is to be used 
as a guide and does not 
provide a meaningful 
range to assess QC 
acceptability. 

• Use your historic QC 
data and submit 
documentation 
demonstrating 
establishment of your 
own mean and 2SD 
range for… analytes 
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COLA PRI – QC 16 
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QC Statistical Parameters   
• 493.1218(d) Control Procedures 
•  When calibration or control materials are used, 

statistical parameters (e.g., mean and standard 
deviation) for each lot number of calibration material and 
each lot of control material must be determined 
through repetitive testing. 

• This Standard is not met as evidenced by: Based on 
review of quality control records, interview and direct 
observation, it was determined that the laboratory failed 
to determine or establish statistical parameters (e.g., 
mean, standard deviation, and acceptable limits) for each 
lot of control materials used for testing in the specialty of 
Chemistry and Hematology. Findings included: 
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QC – Establish Own Limits  
1. The laboratory utilized Biorad Liquichek Immunoassay 
Plus Control levels 1, 2, and 3, lot 
numbers 40791, 40792, and 40793, respectively. These 
controls were tested on the Beckman Coulter Access 2 
instrument to monitor the accuracy of few routine chemistry 
and some endocrinology tests performed on the 
instrument. The laboratory had been utilizing these specific 
control lots since December 2012 and to this day had not 
established their limits of acceptability. 

22 CAMLT Spring  Conference - Consultants QC Tips & Tools 



QC – Insert Disclaimers 
• In addition, as stated in the Biorad control package insert, 

section "Assignment of Values", that it was 
recommended that each laboratory to establish its 
own means and acceptable ranges and use the 
Manufacturer's given means and ranges only as a 
guide. 
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QC Insert Limits – 3SD ? 
• Biorad Liquichek Immunoassay Plus 
Control levels 1, 2, and 3, lot numbers 
40791, 40792, and 40793, respectively, 
expiration date 9/30/2013 were utilized as 
controls. 
  

• Since the laboratory has not yet 
established their own values for all the 
control materials they use for testing, the 
manufacturer's means and ranges, 
which was at 3SD (standard deviation) 
were utilized for acceptance criteria. 
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QC Corrective Action Log 
• 493.1219(b) Remedial Actions 
•  The laboratory must document all remedial actions 

taken when results of control and calibration materials fail 
to meet the laboratory's established criteria for 
acceptability. 

• This Standard is not met as evidenced by: Based on 
review of quality control records, interview and direct 
observation, it was determined that the laboratory failed 
to document remedial actions taken when results of 
control materials fail to meet the laboratory's 
established criteria for acceptability.  
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QC TIP #1 
• Beware of So-Called Instrument Specific 
Assayed Control Limits 
• See following example where excessive QC limits have been 

published for assayed controls that equate to exactly 2x the CLIA 
Total Allowable Error Limits, & SD 3x the inter-lab peer SD 
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Assayed Controls 
Glucose and 
Cholesterol ranges 
set at 2x the CLIA 
Allowable PT 
Limits… 
 
CLIA TEa = ±10% 
Insert Limits = ±20% 
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QC Insert Limits vs. Peer Limits 
Glucose Values – Insert, CV=10% 

Peer / Monthly / Lot-To-Date, CV=3% 

QC Limits using Peer CV%  

1SD = 36.5 1SD = 12.1 1SD = 6.0 
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CV derived from External Proficiency peer data 
Referred to as CVEQA 

29 

PT Total Allowable Error for Glucose is ± 10%, or ± 6    

The CV% is not provided by the PT agency, so must be calculated:  
CV  = (SD/Mean) x 100, expressed as a percent (%) 
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QC Limits Comparison 
Glucose, Level-3 Control 

  ± 10%  CLIA LIMITS (324-396 mg/dL) CV=5% 

± 20% INSERT LIMITS ( 293-439 mg/dL ) CV=10% 

PEER LIMITS  (339-378 mg/dL) CV=2.7% 

30 

EQA LIMITS  (343-373 mg/dL) CV=2.1% 
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QC Tip #2 
• Beware of Assayed Control QC Limits that are 3SD , and may 

be introduced into analyzers (Bar-Code Scanned) or Manual 
input into an Instrument or LIS QC program that assumes 2SD 
limits. Do the Math!  (Hint: Use Dan’s PDF QC Calculator) 
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Published Limits are 3SD 
Which will be Bar-Code Scanned 
into the analyzer or LIS 2SD QC 
program 
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QC Insert Limitations – Analyte Stability 
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Analyte Stability Insert Claims 
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QC Assignments may Vary over Time … 
Check Vendor Site & Participate in Peer Programs  
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Read the Manuals, Inserts, Notices 
• Examiners DO READ & quote labeling & Inserts 
• Examiners DO READ & quote Instrument Manuals 
• Reagent Re-formulations do occur / may be stated on 

Insert, Peer Reports with own limits 
• Calibrator Set-points may be re-stated and Control Limits 

updated by manufacturer 
(Take appropriate actions & SAVE notices) 
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Establishing Your new Mean 
1. Ensure that your old lot of QC material is 

running inside of your current range with no 
bias, shifts, or trends 

2. Run new QC material for at least 20 data points 
with old QC material for at least 5 days. Ensure 
that your old QC material is within acceptable 
range for each run. 

3. Calculate SD, MEAN & CV from data 
4. Is the CV’s < or = CVH  CVMAN (INSERT) ? 
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Data Plot with Calculated Mean, SD – High Sensitivity 
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Data Plot with Insert Mean, CV% - Low Sensitivity 
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SmartLabTools 
Interactive PDF 
Calculators 
Let this PDF Calculator 
assist you with 
determination of QC 
Limits 
 
This PDF Calculator is a 
free download at  
www.SmartLabTools.com 
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Calculator for  
QC Limits 
using CV% 
Calculate 2SD Limits 
using Lab determined 
Mean based on parallel 
testing data for this lot & 
HCV (Historical CV) 
from cumulative 
statistics of prior lot. 
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Set-up Page for 
Daily QC 
Assessment 
Program 
Demographics and 2SD 
Limits are entered … 
Mean & SD are 
Calculated for Use by 
Daily QC Assessment 
Program 
 
This form is also used 
as master for setting up 
QC files in Instruments 
and LIS programs 
 
p.s. These tools are all PDF 
forms for Adobe Reader.. They 
are programmed with Java 
Script coding to perform the 
desired calculations. 
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Daily QC 
Statistical 
Assessment 
1) Manually entered QC 

results are compared to 
user-defined 
parameters 

2) Bias, SDI (z-score) are 
calculated 

3) SDI > 1.5 (Trend Flag) 
for result triggers ( * )  

4) SDI > 2.0 ( greater than 
2SD ) will show as 
‘Out’, else ‘In’. 

5) ‘Trend Alert’ or ‘QC 
OUT’ Message appears 
on lower screen 

6) Comments, Corrective 
Actions may be 
documented. 

7) Date/Time/Analyst 
recorded 

8) This example is actual 
client data viewed by 
TC using Cloud 
application ‘Dropbox’ 
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Daily QC 
Assessment  
in current use 
with a COLA 
Client 

Daily QC is being 
saved to cloud 
storage application 
‘Dropbox’ where TC 
can review remotely 
to observe: 
1) QC Compliance 
2) Shifts or Trends 
3) QC Out 
4) Corrective Action 
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Demonstration of Dropbox Application 
using Daily Q.C. Assessment Program  
 
Discussion of Presentation…  
Questions…. 
Acknowledgement  
www.psmile.org/resources 
 
END…  
Thank You. 
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