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D2128 
Two out of two challenges for “Blood 
Cell ID (Educational)” were “Not 
Graded” for the second API event of 
2014.  The lab has investigated this 
ungraded PT event and documented its 
investigation and conclusions.   
 
Four out of five challenges for “Blood 
Cell Identification” were acceptable 
for the second API event of 2014, 
meaning that the PT event received a 
passing grade.  The lab has 
investigated the one unacceptable 
challenge and documented its 
investigation and conclusions.   
 
The new lab director has approved 
enhanced procedures for proficiency 
testing, which reinforce the lab’s 
systems for investigation of ungraded 
PT results and any challenges that 
receive an unacceptable grade. The 
lab’s technical supervisors are 
responsible for ensuring that these 
procedures are implemented and 
followed.  
 
The lab will provide oversight through 
monthly QA meetings by reviewing 
investigations and corrective action 
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D2128 (continued)  
for proficiency tests with outcomes of 
less than 100% or challenges that are 
ungraded.  In addition, the lab will 
monitor compliance through its 
improved occurrence management and 
audit procedures.  
 
 
 
D5024 
The laboratory has completed 
assessments to identify any patients 
affected or having the potential to be 
affected by the issues identified in this 
observation, and has taken corrective 
and preventative action. Among other 
things, the lab has hired a new lab 
director and established improved 
quality systems and procedures 
addressing the issues identified in this 
observation.  (D5403, D5437, D5447, 
D5469, D5481, D5779, D5801).

 
 
 
 
 
 
 
 
 
 
 
2/12/16

TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



      
      

   
    

  
  

 
     

 

  
 

 

    
       

     

     

   

       
      
       

       
      

      
      

       
     

        
      

         
        

    

       
      

 
    

  
 
 
 
 
 
 
 
 
 
 
 

     
        
       
      

      
     

      
     

  

        
      
      
       

       

   

 

    

      

   

   

  
  

   
   

 

 

 
 

 

    
     

    
 

 
 

 

 

 

          

 
D5391 #1 (continued)  
the lab’s QA program, and has also 
appointed a Quality Director who will 
provide additional oversight.   
 
D5391 #2 
As noted in the findings, the lab’s 
practice was to review its log of 
patient specimens referred to other 
labs to ensure the timely receipt and 
reporting of the test results performed 
by the other labs.   
 
The new lab director has approved 
enhanced procedures for referral 
testing, which require, among other 
things, the lab to document its review 
of pending orders and results for 
referral tests, including the lab's log of 
patient specimens referred to other 
labs.   
 
The lab’s management, including the 
lab director and quality systems 
director, is responsible for monitoring 
and assessing compliance with these 
procedures, and ensuring that 
corrective action is taken as needed. 
The lab also requires monitoring of 
turnaround times for reference labs 
and related issues during monthly QA 
meetings, through regular audits, and 
through its improved occurrence 
management.  

 
 
 
 
 
2/12/16

TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



      
      

   
    

  
  

 
     

 

  
 

 

    
       

     

     

   

       
      
       

       
      

      
      

       
     

        
      

         
        

    

       
      

 
    

  
 
 
 
 
 
 
 
 
 
 
 

     
        
       
      

      
     

      
     

  

        
      
      
       

       

   

 

    

      

   

   

  
  

   
   

 

 

 
 

 

    
     

    
 

 
 

 

 

 

          

 
(Continued) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
D5393 
As noted in the findings, the lab’s 
practice was to review its log of 
patient specimens referred to other 
labs to ensure the timely receipt and 
reporting of the test results performed 
by other labs.   
 
The new lab director has approved 
enhanced procedures for referral 
testing, which require, among other 
things, that review of referral testing 
logs will be documented. 
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D5393 (continued)  
The lab’s management, including the 
lab director and quality systems 
director, is responsible for overseeing 
compliance with these procedures. 
The lab also requires monitoring of 
turnaround times for reference labs 
and related issues during monthly QA 
meetings, through regular audits, and 
through its improved occurrence 
management.   
 
 
D5400 
The laboratory has completed 
assessments to identify any patients 
affected or having the potential to be 
affected by the issues identified in this 
observation, and has taken corrective 
and preventative action.  Among other 
things, the lab has hired a new lab 
director and established improved 
quality systems and procedures 
addressing the issues identified in this 
observation.  (D5403, D5407, D5413, 
D5421, D5423, D5429, D5437, 
D5447, D5449, D5469, D5477, 
D5481, D5775, D5779, D5787, 
D5791, D5793). 
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D5403 #2 (continued)  
fails to meet the lab’s acceptability 
criteria, and the lab has conducted 
training on those procedures.         
 
Lab management, including technical 
supervisors, the lab director, and the 
quality director, will be responsible 
for ensuring compliance with these 
procedures.  The lab will provide 
oversight through monthly QA 
meetings, and will monitor 
compliance through its improved 
occurrence management, and audit 
procedures.  
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D5407 
The lab directors during the period 
covered by the survey no longer hold 
any position with the lab. The new lab 
director was hired after the on-site 
survey had been completed.   
 
The new lab director has approved 
enhanced document control policies 
and procedures to ensure that the 
relevant personnel approve new or 
revised documents before they 
become effective.  The lab has 
conducted training on those 
procedures.   
 
All active SOPs relevant to testing 
currently being performed have been 
approved by the new lab director. 
 
The lab has appointed a Document 
Control Manager whose 
responsibilities include tracking new 
and revised policies and procedures to 
ensure they are reviewed, approved, 
and signed by the lab director before 
they become effective.    
 
The lab will provide oversight of 
document control through monthly 
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D5413 #2 
This PT/INR issue related to one lot. 
The lab paused testing on the Siemens 
BCS XP, including PT/INR, during 
the survey.  The lab has completed an 
assessment to identify any patients 
affected or having the potential to be 
affected by this issue. 
   
The new lab director has approved 
enhanced reagent qualification and 
management procedures that reinforce 
the lab’s practice of ensuring that 
manufacturer inserts and notifications 
are reviewed and followed.  The lab 
has conducted training on those 
procedures.   
 
Before the lab resumes PT/INR 
testing, the lab will reinforce with 
relevant testing personnel the 
importance of reviewing and 
following instructions on 
manufacturer inserts and notifications, 
including instructions concerning 
expiration dates.  The same type of 
training will occur for personnel 
conducting other tests.  These 
trainings, along with competency 
testing, will ensure that practice is 
consistent with these procedures.   
  
Lab management, including the new 
lab director, technical supervisors, and 
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D5413 #2 (continued)  
quality director, is responsible for 
ensuring that these procedures are 
followed.  The lab will provide 
oversight through monthly QA 
meetings, and will monitor 
compliance through its improved 
occurrence management, and audit 
procedures. 
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D5421 #2 
The lab proactively paused testing on 
the Advia XPT during the survey.  
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.  
 
Before the lab resumes any test on the 
Advia XPT, the lab will ensure that 
the test has been re-verified pursuant 
to the lab’s improved method 
verification procedures that have been 
approved by the new lab director.  
These enhanced procedures reinforce 
the required steps and acceptance 
criteria that must be followed to verify 
accuracy, precision, reportable range, 
and reference intervals before a test is 
put into use.   
 
Before any verification studies are 
performed, these improved procedures 
require the lab director’s review and 
approval of a detailed method 
verification plan containing defined 
acceptance criteria. The lab director 
must also review and approve the 
verification report before any patient 
testing begins.  
 
The lab has conducted training on 
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(Continued; see above)
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D5477  
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The new lab director has approved 
enhanced QC procedures for 
microbiology.    
 
Lab management, including technical 
supervisors, will be responsible for 
ensuring that these procedures are 
followed.  The lab will provide 
oversight through monthly QA 
meetings, and will monitor 
compliance through its improved 
occurrence management and audit 
procedures.  
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D5787 
The lab is keeping records that track 
the media used to test any given 
bacteriology patient specimen.   
 
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.  
 
The new lab director has approved 
enhanced procedures regarding 
documentation of the bacteriology 
media used to test patient specimens.  
 
The lab will ensure these procedures 
are followed through audits performed 
pursuant to the lab’s new audit 
procedures, and through oversight 
during the monthly QA meetings. 
 
 
 
 
 
 
D5791 #1 
A review of hourly data demonstrated 
that average hourly temperature for 
nearly all of the freezers at issue met 
the manufacturer temperature 
requirements for the materials stored. 
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D5791 #4 (continued)  
The new lab director has approved 
enhanced specimen rejection 
procedures, which require the relevant 
lab personnel to further monitor and 
assess received patient specimens and 
to correct problem as needed.  
 
During monthly QA meetings, the lab 
will review, among other things, 
specimen rejection rates and any 
associated issues. In addition, the lab 
will monitor compliance through its 
improved occurrence management and 
audit procedures, both of which 
address preanalytic activities.  
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D5793 #1 
The laboratory proactively paused 
testing on the Advia 2120i during the 
survey.  The lab has completed an 
assessment to identify any patients 
affected or having the potential to be 
affected by this issue.    
 
The new lab director is responsible for 
the lab’s QA program and has 
approved enhanced quality systems 
and related procedures. The lab has 
also appointed a Quality Director who 
will provide additional oversight.   
 
The new lab director has approved 
enhanced QC procedures that address, 
among other things, parallel testing to 
verify QC values; review of QC data, 
including regular review by technical 
supervisors; and investigation and 
correction action to take when QC 
fails to meet the lab’s criteria for 
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D5793 #3 (continued)  
These new procedures reinforce the 
need to document investigations and 
the reasons for corrective action when 
QC fails to meet the lab’s criteria for 
acceptability, including the reasons for 
any changes to QC parameters. The 
lab has conducted training on those 
procedures.   
 
These procedures require the technical 
supervisors to regularly review QC 
and to initiate investigations and 
corrective action when QC fails to 
meet the lab’s acceptability criteria. In 
addition, oversight of QC reviews, 
investigations and corrective action 
occurs through monthly QA meetings. 
The lab will also monitor compliance 
through its improved occurrence 
management, and audit procedures.  
 
Before the lab resumes any test on the 
Siemens Immulite 2000 XPi, the lab 
will ensure that the test has been 
re-verified pursuant to the lab’s 
improved method verification 
procedures that have been approved 
by the new lab director. The lab will 
also ensure that testing personnel have 
been trained and demonstrated 
competency to ensure that practice is 
consistent with these procedures and 
the other procedures for that test. 
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D5793 #5 
The lab proactively paused testing on 
the Siemens Advia Centaur XP 
Immunoassay System during the 
survey.   
 
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The new lab director is responsible for 
the lab’s QA program and has 
approved enhanced quality systems 
and related procedures. The lab has 
also appointed a Quality Director who 
will provide additional oversight.   
 
These new procedure reinforce the 
need to document investigations and 
the reasons for corrective action when 
QC fails to meet the lab’s acceptability 
criteria, including the reasons for any 
changes to QC parameters. The lab 
has conducted training on those 
procedures.  
 
These procedures require the technical 
supervisors to regularly review QC 
and to initiate investigations and 
corrective action when QC fails to 
meet the lab’s criteria for 
acceptability. In addition, oversight of 
QC reviews, investigations and 
corrective action occurs through 
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D5793 #6 (continued)  
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The new lab director is responsible for 
the lab’s QA program and has 
approved enhanced quality systems 
and related procedures. The lab has 
also appointed a Quality Director who 
will provide additional oversight.   
 
The new lab director has approved 
enhanced QC procedures to reinforce 
the need to document investigations 
and the reasons for corrective action 
when QC fails to meet the lab’s 
acceptability criteria, including the 
reasons for any changes to QC 
parameters. The lab has conducted 
training on those procedures.   
 
These procedures require the technical 
supervisors to regularly review QC 
and to initiate investigations and 
corrective action when QC fails to 
meet the lab’s criteria for 
acceptability. In addition, oversight of 
QC reviews, investigations and 
corrective action occurs through 
monthly QA meetings. The lab will 
also monitor compliance through its 
improved occurrence management, 
and audit procedures. 
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D5793 #8  
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The new lab director is responsible for 
the lab’s QA program and has 
approved enhanced quality systems 
and related procedures. The lab has 
also appointed a Quality Director who 
will provide additional oversight.   
 
The new lab director has approved 
enhanced QC procedures to reinforce 
that regular review of QC data is 
required and that investigations and 
corrective actions must be taken when 
QC fails to meet the lab’s criteria for 
acceptability. The lab has conducted 
training on those procedures to ensure 
that practice is consistent with them.   
 
These procedures require the technical 
supervisors to regularly review QC 
and to initiate investigations and 
corrective action when QC fails to 
meet the lab’s criteria for 
acceptability. In addition, oversight of 
QC reviews, investigations and 
corrective action occurs through 
monthly QA meetings. The lab will 
also monitor compliance through its 
improved occurrence management, 
and audit procedures.   
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(continued; see above)
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D5805:  
The lab revised its patient reports for 
PT/INR during the survey so that the 
interpretive note appears only under 
the heading for patients with therapy.  
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D5805 (continued):  
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
   
The new lab director has approved 
enhanced reporting procedures that 
require the technical supervisor to 
verify that interpretive information is 
accurate and to obtain approval from 
the lab director or clinical consultant 
before any updates are implemented.  
 
The lab will provide oversight through 
monthly QA meetings, and will also 
monitor compliance through its 
improved occurrence management, 
and audit procedures.  
 
 
 
 
 
D5821:  
The new lab director has approved 
enhanced procedures to address 
correcting potential errors in patient 
reports.  These procedures require that 
the person ordering the test is 
promptly notified after the lab 
determines that a correction is 
required. 
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D6076 (continued) 
director and established improved 
quality systems and related procedures 
addressing the issues identified in this 
observation.  (D6079, D6083, D6085, 
D6086, D6093, D6094, D6102).  
 
 
 
 
 
 
 
 
 
 
 
D6079 
The lab directors during the period 
covered by the survey no longer hold 
any position with the lab.  The new 
lab director was hired after the on-site 
survey had been completed.   
 
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The new lab director is responsible for 
the lab’s QA program and has 
approved enhanced quality systems 
and related procedures, including 
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D6079 (continued) 
revised QC procedures to ensure the 
appropriate supervisors are involved 
in review of quality metrics.  The lab 
has conducted training on those 
procedures.  The new lab director is 
the technical supervisor for chemistry, 
hematology, and immunohematology.  
During the survey, CMS determined 
that Technical Supervisor #3 was 
qualified in bacteriology, mycology, 
virology, and diagnostic immunology. 
These technical supervisors are now 
responsible for QC assessments in 
their respective specialties.  
 
The lab will ensure that the new lab 
director is effective in overseeing 
compliance with these procedures 
through audits performed pursuant to 
the lab’s new audit procedures, 
through oversight during monthly QA 
meetings, and through use of a new 
on-site visit log that records the lab 
director’s time spent physically in the 
lab.   
 
D6083 
The lab directors during the period 
covered by the survey no longer hold 
any position with the lab.  The new 
lab director was hired after the on-site 
survey had been completed.   
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D6086 #6 (continued) 
of a new on-site visit log that records 
the lab director’s time spent physically 
in the lab.  
 
The lab’s enhanced procedures for 
reagent qualification and management 
include procedures to ensure 
manufacturer inserts are reviewed.  
Training on these procedures has 
occurred.  
 
Before PT/INR testing resumes, the 
lab will also ensure that the new lab 
director prepares and implements a 
revised assay-specific procedure for 
PT/INR to reinforce that the Mean 
Normal Prothrombin Time (MNPT) 
must be calculated for each new lot 
number of Innovin.  The relevant 
testing personnel will be required to 
demonstrate competency to ensure 
that practice is consistent with these 
procedures.   
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D6093 #1 
The lab directors during the period 
covered by the survey no longer hold 
any position with the lab. The new lab 
director was hired after the on-site 
survey had been completed.   
 
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The lab will ensure that the new lab 
director effectively implements and 
monitors lab procedures, including the 
lab’s improved quality systems and 
related procedures, through oversight 
during monthly QA meetings, through 
audits performed pursuant to the lab’s 
new audit procedures, and through use 
of a new on-site visit log that records 
the lab director’s time spent physically 
in the lab.  
 
 
 
 
D6093 #2 
The lab directors during the period 
covered by the survey no longer hold 
any position with the lab. The new lab 
director was hired after the on-site 
survey had been completed. 
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D6093 #2 (continued) 
In addition, the lab paused testing on 
the Siemens BCS XP, including 
PT/INR, during the survey. The lab 
has also completed an assessment to 
identify any patients affected or 
having the potential to be affected by 
this issue.  
 
The lab will ensure that the new lab 
director effectively implements and 
monitors lab procedures, including QC 
procedures, through oversight during 
monthly QA meetings, through audits 
performed pursuant to the lab’s new 
audit procedures, and through use of a 
new on-site visit log that records the 
lab director’s time spent physically in 
the lab.  
 
This improved oversight will ensure 
that the new lab director implements 
the lab’s enhanced QC procedures, 
which reinforce and detail the required 
investigation and corrective action that 
must occur to address QC issues 
before patient tests are performed and 
clarify which employees are 
responsible for performing and 
documenting these activities. The lab 
has conducted training and 
competency testing on those 
procedures to ensure that practice is 
consistent with them.
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D6102 (continued)  
audit procedures, through oversight 
during monthly QA meetings, and 
through use of a new on-site visit log 
that records the lab director’s time 
spent physically in the lab.  
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D6111 (continued)   
establishment of performance 
specifications (see 06115).  The lab 
has conducted training on these 
procedures to ensure that its practice is 
consistent with them (see 06111 and 
06115).  
 
In addition, the lab has improved its 
quality systems and procedures― 
including quality assurance review, 
monitoring, and audits―to prevent 
recurrence (see 06111 and 06115).  
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D6171 (continued)  
personnel are limited, with strict 
adherence to regulatory requirements, 
and may only be performed under the 
direct supervision of licensed 
personnel. The lab has conducted 
training on these procedures to ensure 
that its practice is consistent with 
them.   
 
The laboratory management, including 
the new lab director and newly 
appointed quality director, is 
responsible for ensuring that practice 
is consistent with these procedures. 
The lab will further assure the 
adequacy and competency of staff 
during monthly QA meetings. In 
addition, the lab will monitor the 
implementation of these procedures 
through audits performed pursuant to 
the lab’s new audit procedures.   
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D6178:  
The lab has completed an assessment 
to identify any patients affected or 
having the potential to be affected by 
this issue.   
 
The new lab director has approved 
revised QC procedures to ensure that 
QC is acceptable before patient results 
are reported.  Lab personnel have been 
trained on these procedures.  
 
The laboratory management, including
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