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I. Quality Assessment Plan  
A. The objective of the Alabama Department of Public Health, Bureau of 


Clinical Laboratories (BCL) Quality Assessment Plan is to provide high 
quality analytical data which is accurate, reliable, and appropriate for its 
intended purpose.  The Quality Assessment Plan will enable personnel to 
establish written procedures to be followed for a comprehensive program of 
quality assurance as required by the Clinical Laboratory Improvement 
Amendments (CLIA) (formerly NCCLS).  See the ADPH website, “See All 
Sites”, “Bureau of Clinical Laboratories”, “Quality Management” for the 
CLIA Regulations. 


B. This document supersedes all previous Quality Assurance Plans.  Any 
preceding ones are to be archived. 


 
II. Goals of the Quality Assessment Plan   
     A.  To improve the overall quality and efficiency of the laboratory service 
     B.  To evaluate the effectiveness of the laboratory's policies and procedures 
     C.  To allow a means of identification of problems and corrections 
     D.  To assure the accurate, reliable, and prompt reporting of test results 
     E.  To assure the adequacy and competency of staff. 


 
III. Quality Assessment Committee Chair (Quality Management Manager) 


A. Conducts reviews of quality control records for each division at least 
annually.  A sampling of patient test records/quality control records will be 
retrieved and checked for:  
a. accuracy of laboratory-supplied information 
b. the efficiency of storage of reports 
c. the time it takes to retrieve the reports. 


B. Utilizes the Outcome-Oriented Survey (Appendix S-1) to assess overall 
quality assurance of each division. 
 


IV. Quality Assessment Committee (Appendix S-2) 
A. Will consist of one to two persons from each of the following areas: 


     Administration / Clerical  
        Administrative Support  
  Clinical Services / Chemical Terrorism Lab  
  Microbiology / Biological Terrorism Lab    
  Mobile Division 
  Newborn Screening 
  Quality Management      
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  Respiratory Diseases     
  Sanitary Bacteriology 
  Sexually Transmitted Diseases 
B. Members will be elected by their section personnel or appointed by their 


division managers. 
C. Duties of the committee: 


1. Advisory in nature.   
2. Attends meetings.  A majority must be present to vote or take any 


action. 
D. The QA Committee meeting minutes will be reviewed by all employees. 


The division managers will disseminate to each employee the information 
regarding any QA activity.   


 
V. Managers 


A. Responsible for ensuring the overall quality assurance of their divisions, 
including: 


 1.  reviewing data and identifying problems 
         2.  recommending corrective action 
 3.  prioritizing identified areas of concern 
 4.  implementing a monitoring plan 
      5.  implementing alternative corrective action if the solution identified for 
            problems is ineffective  
 6.  documenting all quality assessment activities. 
 


VI. Terminology 
• Acceptance Criteria/Limits: specified limits placed on characteristics of a 


quality control item as defined in required methods. These limits are either 
statistically defined by historical method performance or by specific method 
requirements. 


• Accuracy: degree of agreement between an observed value and an accepted 
reference value. Accuracy includes a combination of random error 
(precision) and systematic error (bias) components due to sampling and 
analytical operations  


• Analyst: designated individual who performs the analytical methods and 
associated techniques and who is responsible for applying required 
laboratory practices and other pertinent quality controls to meet the required 
level of quality.  
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• Assessment: evaluation process used to measure or establish the 
performance, effectiveness, and conformance of an organization and/or its 
systems to defined criteria. 


• Audit: systematic evaluation to determine the conformance to quantitative 
and qualitative specifications of some operational function or activity.  


• Blank: sample that has not been exposed to the analyzed sample stream in 
order to monitor contamination during sampling, transport, storage or 
analysis. The blank is subjected to the usual analytical and measurement 
process to establish a zero baseline or background value.  


• Blind Sample: sample for analysis with a composition known to the 
submitter.  The analyst/laboratory may know the identity of the sample but 
not its composition. It is used to test the analyst’s or laboratory’s proficiency 
in the execution of the measurement process.  


• Calibration: determination, by measurement or comparison with a standard, 
of the correct value of each scale reading on a meter, instrument, or other 
device. The levels of the applied calibration standard should bracket the 
range of planned or expected sample measurements.  


• Confirmation: verification of the identity of a component through the use of 
an approach with a different scientific principle from the original method.   


• Corrective Action: action taken to eliminate the causes of an existing 
nonconformity, defect or other undesirable situation in order to prevent 
recurrence.  


• Deficiency: unauthorized deviation from acceptable procedures or practices, 
or a defect in an item.  


• Document Control: act of ensuring that documents (and revisions thereto) 
are proposed, reviewed for accuracy, approved for release by authorized 
personnel, distributed properly and controlled to ensure use of the correct 
version at the location where the prescribed activity is performed.  


• Precision: degree to which a set of observations or measurements of the 
same property, obtained under similar conditions, conform to themselves 


• Proficiency Test (PT) Sample: a sample, the composition of which is 
unknown to the analyst and is provided to test whether the analyst/laboratory 
can produce analytical results within specified acceptance criteria.  


• Quality Control Sample: sample used to assess the performance of all or a 
portion of the measurement system.  


• Reference Material: material or substance, one or more properties of which 
are sufficiently well established, to be used for the calibration of                                          
an apparatus, the assessment of a measurement method, or for assigning 
values to materials.  
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• Sensitivity: capability of a method or instrument to discriminate between      
measurement responses representing different levels (e.g., concentrations) of 
a variable of interest.  


 
VII. Personnel Assessment 


A. Job descriptions are reviewed annually and revised as needed.   
B. A signed copy of the "Position Classification Questionnaire" (Form 40) must 


be maintained at the Bureau level and the original sent to Health Personnel 
either upon assumption of a position or modification of an existing position 
description. 


C. A copy of the employee's credentials (i.e., diploma or transcripts) indicating 
degree obtained, certificate, license or other documentation relevant to the 
position must be maintained at the Bureau level (Appendix S-3). 


D. The BCL will follow established programs for orientation of new 
employees.  The "Employee Orientation Checklist" (Appendix S-4) is found 
in each Employment Handbook and covers department policies as well as 
other requirements.  It must be signed by the employee and the immediate 
supervisor and returned to Health Personnel. 


E. Personnel must meet or exceed CLIA regulations.  The division managers 
will ensure that personnel are supervised and competent (Appendices S-5).  
1.  All employees are evaluated twice within the first year of employment 


and annually thereafter.   
2.  The first employee competency assessment must occur before the 


employee is allowed to report patient results.   
3.  The second assessment may be done at the employee's six month 


evaluation. 
4. If an employee needs assistance or improvement, corrective actions are 


documented, and the employee is re-assessed within six months. 
F. Division directors are responsible for initial training, the three-month, six-


month and annual competency for all personnel who perform laboratory 
testing.  This is recorded on the "Employee Competency Checklist" and is 
maintained in each division (Appendix S-6).   


G. Performance appraisals, including mid-appraisals, are done in an orderly 
fashion in a time frame prescribed by Health Personnel.   


H. Records of medical contact information, health exposures, incidents or 
accidents are maintained by the laboratory safety officer and stored in the 
office of the administrative assistant.  These are reviewed annually or as 
needed to ensure that records are current (Appendix S-7). 


I. The laboratory Safety Officer conducts mandatory training to all personnel.   
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J. Additional training and continuing education for Bureau employees is 


available from external agencies, e.g., National Laboratory Training 
Network, Centers for Disease Control and Prevention and others. 


 
VIII. Records    


A. Each employee must read and understand the Health Insurance Portability 
and Accountability Act (HIPAA) of 1996 and sign a policy acknowledgment 
form (Appendix S-8) to this regard.   


B. Sample/specimen information is recorded in a written or typed log or a 
computer-based laboratory information system (Appendix S-9).  


C. All quality assessment (QA) activities are documented. 
D. Each section supervisor will review test requisitions, worksheets, patient  


logs, or other records to ensure the following information is included. 
1. Suitable identifiers of the authorized person requesting the test or the 


name and address of the laboratory submitting the specimen and, if 
applicable, a contact person to enable the reporting of imminent life 
threatening laboratory results   


2. Patient's name or other identifier and mechanism/number that links  
     the specimen to that patient 
3. Gender and age (or date of birth) of the patient 
4. Test(s) requested (They should be pertinent to the diagnosis and/or 


treatment of the patient.) 
5. Specimen source 
6. Date of collection and, if applicable, the time of specimen collection 
7. Date and time the specimen was received into the laboratory 
8. Identity of the laboratory personnel who performed the test(s) and date 


results are reported 
9. Condition and disposition of unsatisfactory specimens. 


E. Lack of pertinent information and/or inconsistencies on the form or patient 
specimen are verified by the health care provider via phone or fax or 
reported unsatisfactory.  If the specimen can be tested, it will not be reported 
until all required information is provided by the client/submitter of the 
specimen and record.  


F. Employees must ensure: 
1. the test results are consistent with related data (age, sex, diagnosis, and 


other tests ordered). 
2. the test reports are legible, error free, and reported within the established    


           time as reflected in the turn-around-times recorded in the Laboratory    
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           Reference Manual.     
3. that alert (panic) values are reported and there is documentation of  


           reported alert values. 
G. There is a policy governing the process of properly correcting records 


(Appendix S-10).  
H. Records retention (see Appendix S-11 for a more detailed list) 
      Most records are maintained for a minimum of two years to include:   


• analytic systems records 
• test requisitions and authorizations 
• maintenance and function checks 
• calibration and calibration verification procedures 
• proficiency testing records 
• quality control/assessment records 
• test procedures for at least 2 years after a procedure has been  


discontinued and must include the dates of initial use and discontinuance 
• patient test records including instrument printouts if applicable 
• test reports - retain or be able to retrieve a copy of the original report 


(including preliminary, final, and corrected reports) 
• employee competency records 
NOTE:  If the laboratory ceases operation, it must make provisions to ensure 
that all records are maintained and available for at least 2 years.  


I. Records destruction (Appendix S-12 and S-13) 
• Records may be appropriately destroyed once they have exceeded the 


retention time for the specific records. 
•   Destruction of records is to be documented on the appropriate form. 


 
IX. Laboratory Equipment and Instrumentation 


A. Laboratory equipment, standard devices/materials of known accuracy, 
 computer hardware and software, instruments and test system status are 
 monitored as preventive maintenance (see Appendices S-14 thru S-21 for 


some of the maintenance policies). 
1.  Maintenance and function checks as specified by the manufacturer, as   
      well as frequency, are documented for each test system within each   
      section.   


 2.  Calibration verification must be performed at least with the frequency  
                recommended by the manufacturer or at least once every six months and   
                when any of the following occur: 


a.  A complete change of reagents for a procedure is introduced, unless     
    the laboratory can demonstrate that changing reagent lot number   
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    does not affect the range used to report patient test results and control   
    values are not adversely  affected by reagent lot number changes.  


 b.  When controls begin to reflect an unusual trend or are outside  
                     acceptable limits and other means of assessing and correcting  
                     unacceptable control values fail to identify and correct the problem. 
 c.  There is major preventive maintenance or replacement of critical   
                     parts that may influence test performance. 
 d.  The laboratory’s established schedule for verifying the reportable  
                     range for patient test results requires more frequent calibrations.   


3. All records of preventive maintenance are documented in the equipment 
maintenance logbook provided by the manufacture or a suitable ledger 
that is maintained by the section personnel.  It will contain:   
a. the identity of the piece of equipment (and its software, if applicable), 
b. manufacturer’s name, type ID, and serial number or other unique  


identification, 
c. manufacturer's instructions, if available, 
d. the dates, results and copies of reports and certificates or all 


calibrations, adjustments, and acceptance criteria,   
e. the maintenance plan, where appropriate, and maintenance performed 


to date, 
f. documentation of any damage, malfunction, modification or repair to 


the equipment. 
4. All records of corrective action taken or minor troubleshooting and repair 


performed must be documented in the individual unit’s equipment 
maintenance log or a suitable ledger maintained by the section personnel. 


5. Equipment preventive maintenance, records of corrective action taken, 
and function checks documented in the previously mentioned 
maintenance log or ledger will be reviewed by the technical supervisor or 
personnel designated as responsible for this task by the technical 
supervisor or Division Director. 


B. Tachometers are maintained in the Quality Management division.  They are 
used to check centrifuge revolutions per minute (RPM’s) annually (Appendix 
S-15). 


C. Biological Safety Cabinets (Appendices S-16 & S-17) 
Certification and routine maintenance with the vendor is scheduled annually 
by the safety officer.  Certifications are performed on new cabinets prior to 
use, a cabinet that has been moved, filter has been changed, and if certain 
repairs have been performed by the vendor.  Additional maintenance will be 
scheduled with the safety officer.  Certification is documented by labeling 
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the equipment with the date of certification and the date when certification is 
due.  This task is performed by the vendor and visually checked by the 
safety officer.   


X. Laboratory Reagents 
A. Reagents are defined as any chemical substance used to dissolve, digest, 


extract, react with or otherwise interact with any sample or analytical 
component of the sample.   


B. Reagents used in the will be of the appropriate quality for their intended use. 
C. All reagents prepared by laboratory shall be marked with date of preparation 


and expiration date.  
D. All reagents purchased from a commercial vendor will be marked with the 


date of receipt.  
E. All reagents will be marked with date opened.   
F. All reagents will be labeled with the expiration date. 
G. All reagents shall be stored according to manufacturer’s instructions. 
H. All reagents shall be labeled to indicate content, and when appropriate titer 


or concentration. 
I. Reagent shelf life will be observed and must not be used when they have 


exceeded their expiration date, have deteriorated, or are of substandard 
quality. 


J. Components of reagent kits of different lot number are not interchangeable 
unless specified by the manufacturer.   


 
XI. Specimen Criteria and Reporting 


A. Submission and handling  
1. All specimens submitted for testing must be done according to the BCL 


Laboratory Reference Manual.  All specimens must have a written or 
electronic request for patient testing from an authorized person or 
agency/client.   


2. All samples/specimens are stored according to established methods.  
     Unsatisfactory/unacceptable specimens will be reviewed by the section 


supervisors by way of the monthly report.  The division manager will 
review the section's unsatisfactory specimen criteria to determine whether 
the criteria have been compromised.   


B. Specimen rejection 
The Laboratory Director has established criteria for the rejection of   
specimens in the laboratory.  The division manager will inform employees   
of these criteria which can be found in the Laboratory Reference Manual.    
The use and appropriateness of the criteria will be reviewed as problems are   
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identified by personnel.  
C. Referral of specimens 


1. Each division manager will establish and outline in the division’s 
procedure manual the criteria for the referring specimens to another 
section or laboratory.  These criteria will be reviewed by the division 
manager and the section supervisor if problems are identified by section 
personnel. 


2. The laboratory must refer a specimen for further testing or confirmation 
only to a Centers for Medicare and Medicaid Services certified laboratory 
or a laboratory meeting equivalent requirements as determined by the 
Centers for Medicare and Medicaid Services.  


3. If the laboratory accepts a referral specimen, written instructions must be 
available to the laboratory's clients and must include, as appropriate, the 
information specified for specimen acceptance which is outlined in the 
Bureau of Clinical Laboratories’ Laboratory Reference Manual.  


D. Turn-around-time for reporting test results 
Each division manager will establish turn-around-times (TATs) for the   
respective test procedures.  A list of these TAT's can be found in the  
Laboratory Reference Manual.  Section supervisors will verify that results   
were reported within the established time frames and such is indicated on  
the Monthly QA Audit Form (Appendix S-22). 
 


XII. Procedures 
A written procedure manual selected and/or developed and optimized for all 
specimen processing, tests, assays, and examinations performed by the 
laboratory must be available to, and followed by, laboratory personnel in 
advance of performing testing.  Procedures will be equivalent to or exceed 
requirements recognized by regulating agencies, state, and/or federal 
regulations and will follow the CLIA Approved Guideline.  The “New Method 
Validation” policy will be followed (Appendix S-23).  Procedure manuals are 
maintained in each division and include the criteria listed below as applicable.  


            
A. Requirements for the following are found in the Laboratory Reference 


Manual and division procedure manuals for each test performed.      
1. patient preparation 
2. specimen:  


• collection 
• labeling 
• storage 
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• preservation 
• transportation 
• processing 
• referral 
• acceptance and rejection  


3. Step-by-step performance of testing procedures (analytical methodology/ 
principles) including limitations of procedures, reagents, and calculation 
explanations and interpretation of results. 


4. Referral of specimens, including procedures for specimen submission, 
handling, and positive identification and optimum integrity of a patient’s 
specimen from the time of collection or receipt through completion of 
testing and reporting of results    


5. Procedures for microscopic examination, including the detection of 
inadequately prepared slides  


6. Preparation of slides, solutions, calibrators, controls, reagents, stains, and 
other materials used in testing  


7. Handling procedures including reportable ranges, tests outside of 
reportable ranges, and criteria or panic values   


8. Calibration and calibration verification procedures 
9. Reportable range for test results.   


10. Control procedures  
11. Corrective action guidelines when calibration, control results or test 


systems fail to meet the laboratory’s criteria for acceptability  
12. Limitations in the test methodology, including interfering substances. 
13. Reference intervals (normal values). 
14. Protocol for entering results in the patient record and reporting results 


including reporting imminent life-threatening test results or panic/alert 
values. 


15. Pertinent literature references  
B. These procedures must be approved, dated and signed at least annually by 


the laboratory director, and any changes in the procedures must be approved, 
signed and dated by the laboratory director or designated technical 
supervisor before use.  Procedures must be re-approved, signed and dated if 
the directorship of the laboratory changes.  


C. The laboratory must maintain a copy of each procedure with the dates of 
initial use and discontinuance for a period of two years for clinical 
procedures and five years for environmental procedures.  
 


XIII. Corrective Actions 
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A. Corrective action policies and procedures must be available and followed as 
           necessary to maintain the laboratory's operation for testing patient    
           specimens in a manner that ensures accurate and reliable patient test results   
           and reports. 


B. The laboratory must document all corrective actions taken, including actions 
taken when any of the following occur: 
1. Test systems do not meet the laboratory's verified or established 


performance specifications, which include but are not limited to 
a. Equipment or methodologies that perform outside of established  


                     operating parameters or performance specifications; 
b. Patient test values that are outside of the laboratory's reportable range   


of test results for the test system; and 
c. When the laboratory determines that the reference intervals (normal   
      values) for a test procedure are inappropriate for the laboratory's   
      patient population. 


2. Results of control or calibration materials, or both, fail to meet the 
laboratory's established criteria for acceptability. All patient test results 
obtained in the unacceptable test run and since the last acceptable test run 
must be evaluated to determine if patient test results have been adversely 
affected. The laboratory must take the corrective action(s) necessary to 
ensure the reporting of accurate and reliable patient test results. 


3. The criteria for proper storage of reagents and specimens are not met. 
 


XIV. Quality Control (QC) Assessment 
A. QC is performed and documented for each procedure as recommended by 


the manufacturer and as described by the division procedure manual. 
B. QC is evaluated with each patient run to determine if the patient run is 
      acceptable. 
C. QC data is charted each day of business or monthly, depending on the 


manufacturers’ directions, and observed for accuracy and precision of test 
procedures. 
1. When problems occur, corrective action is taken and documented on the 


Monthly QA Audit Form (Appendix S-22). 
D. Calibrations are performed according to manufacturer's recommendations.   


  Instruments that are internally calibrated by the manufacturer have their 
  calibrations verified at least every six months. 


E. Preventive maintenance is performed according to manufacturer's 
  recommendations for all instruments and equipment. 
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F. Temperatures of room, refrigerators, incubators, and other temperature      
dependent equipment are recorded each day of business.  Humidity checks,              
where applicable, are also recorded. 


 
G. Parallel (comparison) studies will be done on all analytes or tests performed 


on different instruments (ex: back-up systems) or performed by different 
methodologies, where applicable, and reviewed by the technical supervisor 
and division manager.  The comparison studies are performed twice annually 
to verify the accuracy and reliability of those tests not included in an 
approved PT program.   


H. Remedial actions are taken when: 
1. test methods fail, 
2. test equipment fails, 
3. media/reagents fail, 
4. patient results are outside the reportable range, 
5. a population reference range is inappropriate, 
6. controls are out of range, 
7. calibration is unacceptable, 
8. established time frames cannot be met, 
9. reported results are incorrect.  


 
Remedial actions are outlined in the divisions’ Procedure Manuals.  When any 
of the above situations occur, any staff discussion(s) and remedial action(s) will 
be documented on the Remedial Action Logs.  These logs are reviewed monthly 
by the technical supervisors and include any review of the effectiveness of 
corrective actions taken to resolve problems, revision of policies and procedures 
necessary to prevent recurrence of problems, and discussion of general 
laboratory systems assessment reviews with the appropriate staff.  This review 
is recorded and monitored via the Monthly QA Audit Form (Appendix S-22). 


 
XV. Proficiency Testing (PT) Assessment 


A. Active, successful participation in approved external PT programs that   
        cover all analyses/procedures performed is required for testing for which  
        certification is maintained.  All testing personnel must participate in PT on a 


regular rotation within their respective areas of responsibility.  The BCL is 
enrolled in a PT program in order to: 
1. ensure the competency of employees in their areas of testing and 


includes direct supervisory observation.   
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a. The retesting of previously analyzed specimens, internal blind 
samples, reference proficiency test samples or external PT samples 
that have already been reported to approved PT programs may be 
used to assess the performance levels of each staff member 
responsible for performing and supervising testing. 


2. ensure an ongoing mechanism to monitor, assess, and correct any 
problem identified in the testing procedure.   


B. If no external PT is available, a mechanism to semi-annually document and 
determine accuracy and reliability of analytic results on patient samples is 
required.  


C. A PT program shall be defined for each specialty and subspecialty evaluated 
in the laboratory.  


D. PT is performed for all regulated analytes, and the reports are signed and 
submitted to the PT agency within the allotted time frame. 


E. Participation in a particular PT program must be continued for one year 
before changing to a new one.  


F. Release is authorized of all necessary data from PT programs to certifying 
agencies.  


G. PT samples are handled like patient specimens. 
H. PT results are not discussed between inter-laboratory personnel or with 


personnel at the branch labs until after the date the laboratory must report the 
PT results to the program provider. 


I. PT samples (or portions) are not sent to any other laboratory for analysis. 
J. All steps of proficiency testing are documented.  
K. Receipt of PT results 


1. Each division manager must: 
a. have each analyst (as necessary) review, sign and date the results. 
b. have the laboratory director review, sign and date the results. 
c. retain these signed PT results in their divisions to be available for 


CLIA inspections. 
2. In the event that the PT performance indicates:   


a. an unacceptable response for an analyte 
b. an unsatisfactory response for a specialty/subspecialty 
c. any Exception Reason Code, 
the Missed Analyte Investigation section of the Proficiency Testing 
Performance Report (Appendix S-24) must be completed by the division 
supervisor within ten working days.  Copies must be submitted to the 
Quality Management Division and the laboratory director who both 
review all PT results.   
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XVI. Communication Problems and Complaints 
A. Communication problems 


1. An assessment of any problem occurring due to a breakdown in 
communication between the laboratory and the health care provider is 
investigated and documented.   


2. Remedial action is documented.   
3. The QA Committee will review the complaints, corrective actions and 


documents. 
B. Complaints 


1. Complaints/ problems received by any employee from staff, patients, or 
health care providers are documented in telephone logs, complaint logs, 
the "Documentation of Communication Breakdown or Complaints" form 
(Appendix S-25), or the “Problem/Complaint/Remedial Action Form” 
(Appendix S-26).    


2. The remedial action is documented for all valid complaints. 
3. When corrective actions are necessary to decrease problems with a 


procedure (pre-analytical, analytical, or post-analytical), the 
effectiveness of them are reviewed by the division manager. 


 
XVII. Facilities and Safety 


A. The Bureau of Clinical Laboratories consists of two control-accessed 
facilities. 
1. Nine divisions are housed in the State Laboratory in Montgomery: 


• Administration / Clerical  
• Administrative Support  
• Clinical Services / Chemical Terrorism Lab  
• Microbiology / Biological Terrorism Lab    
• Newborn Screening 
• Quality Management      
• Respiratory Diseases     
• Sanitary Bacteriology 
• Sexually Transmitted Diseases 


2. The Mobile Division Laboratory houses a Clinical Branch and an 
Environmental Branch. 


B. To assist in assuring quality testing and results, each division must keep 
work areas clean using appropriate disinfectants (i.e., 10% bleach solution, 
vesphene, etc.) and chemical spill kits when necessary.   


C. The wipe test procedure should be performed by any section where 
amplification of DNA is conducted (Appendix S-27 and S-28). 
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D. Refer to the “Bureau of Clinical Laboratories Safety Policies” for safety 
information.  


XVIII. Appendices 
S-1   Outcome-Oriented Survey  
S-2   Quality Assessment Committee Members 
S-3   Laboratory Personnel Qualifications 
S-4   Employee Orientation Checklist 
S-5   Employee Training Report 
S-6   Employee Competency Checklist 
S-7   Employee Medical Information Card 
S-8   Policy Acknowledgement Form 
S-9   Policy on the Operation of Computer Work Stations 
S-10 Correction of Test Reports, Request Slips, and Laboratory Testing Quality   
         Assurance Records Policy 
S-11 Department of Public Health Record Retention Times 
S-12 Instructions for Completing ADPH Record Destruction Notice  
S-13 Department of Public Health Record Destruction Notice 
S-14 Maintenance Repairs at BCL 
S-15 Policy on Centrifuge Checks 
S-16 Proper Use of the Biological Safety Cabinet 
S-17 Biological Safety Cabinet Record Sheet 
S-18 National Bureau of Standards Thermometers Recertification 
S-19 Procedure for the Calibration of Thermometers 
S-20 Pipette Calibration 
S-21 Timer Checks 
S-22 Monthly QA Audit Form 
S-23 New Method Validation 
S-24 Proficiency Testing Performance Report 
S-25 Documentation of Communication Breakdown or Complaints 
S-26 Problem/Complaint/Remedial Action Form 
S-27 Wipe Test Procedure 
S-28 Area Wipe Test Check 
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S-1 Outcome-Oriented Survey  


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ���
 


S-2 Quality Assessment Committee Members 
 


Division  Members 


Laboratory Director Sharon Massingale, Ph.D. 


Assistant Laboratory Director Michael Davis, Ph.D. 


QA Committee Chair Charlene Thomas 


Administration / Clerical Courtney Jones 


Administrative Support Marian Woodman 


Clinical Chemistry / CT Lab David Sherrod 


Microbiology (downstairs) Evelyn Franklin 


Microbiology (upstairs) Pat Morrow 


Mobile Curtis Andrews 


Newborn Screening Russ Majors 


Quality Management Aretha Williams 


Respiratory Disease Becky Giles 


Sanitary Bacteriology  Shahla Taki 


STD Elaine Whetstone 
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S-3 Laboratory Personnel Qualifications 
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S-4 Employee Orientation Checklist 


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


S-5 Employee Training Report
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S-6 Employee Competency Checklist 
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S-7 Employee Medical Information Card 
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S-8 Policy Acknowledgement Form  
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S-9 Policy on the Operation of Computer Work Stations 
 


There are procedures that must be performed and applied to the laboratory 
computer system that the laboratory uses in everyday operations.  These 
procedures include, but are not limited to, Microsoft updates, virus scans, and 
antivirus updates.  To help facilitate these actions, it is the policy of the Bureau of 
Clinical Laboratories that all user work stations are to be left on at all times, being 
sure to log out overnight.  Further, these work stations are to be rebooted at least 
once weekly. 
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S-10 Correction of Test Reports, Request Slips, and Laboratory Testing 
Quality Assurance Records Policy  
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S-11 Department of Public Health Record Retention Times  
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S-12 Instructions for Completing ADPH Record Destruction Notice  
 


1.    Office/Bureau - Bureau of Clinical Laboratories (including Division) 
2.    Office/Bureau Records Liaison - Leave blank 
3.    Phone - Self explanatory 
4.    Date - Self explanatory 
5.    Date Records Destroyed - Self explanatory 
6.    Method of Destruction - Self explanatory 
7.    Are the records being replaced electronically? - Self explanatory 
8.    Reference - Leave blank 
9.    Volume - The amount of information being destroyed  
10.  Name of Records - Specific name(s) of documents being destroyed.  i.e., GC   
        worksheets, Milk incubator temperature charts, etc. 
11.  Date Span - Dates of documents being destroyed 
12.  Custodian - Person in possession of the records 
13.  Authorized Personnel - Leave blank 


 
Provide a copy of the Record Destruction Notice to Administrative Support and retain a 
copy for your records. 
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S-13 Department of Public Health Record Destruction Notice  
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S-14 Maintenance Repairs at BCL 
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S-15 Policy on Centrifuge Checks 
 


Proper operation of test system equipment is essential for accurate and reliable test 
results.  It is the policy of the Bureau of Clinical Laboratories that the revolutions per 
minute (RPMs) of the centrifuges are checked at least annually.  In any testing area 
where the time of centrifugation is critical to the reliable production of accurate test 
results, the built-in timer will also be checked. 
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S-16 Proper Use of the Biological Safety Cabinet 
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S-17 Biological Safety Cabinet Record Sheet 
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S-18 National Bureau of Standards Thermometers Recertification 
 


There are conditions that must be monitored and documented to ensure the 
proper testing environment.  The in-house thermometers are checked at least annually 
using the National Bureau of Standards (NBS) thermometers which meet the 
requirements of the ISO 9001 series of quality standards.  It is the policy of the Bureau 
of Clinical Laboratories that the NBS thermometers be recertified every three (3) years. 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


S-19 Procedure for the Calibration of Thermometers 
 


1. The National Bureau of Standards (NBS) thermometers are retained in the Quality 
Management Division.  Select the thermometer with the range closest to the 
temperature being checked.  If the thermometer is to be used at multiple temperatures, it 
should be standardized at each of the temperatures. 


 
a. For incubators and refrigerators: 


i. Place the thermometer to be tested and the NBS thermometer in a beaker of water 
inside the equipment. 


ii. Allow the temperature to stabilize. 
 


b. For freezers: 
i. Place the thermometer to be tested and the NBS thermometer in glycerin before 


placing in the freezer. 
ii. Allow the temperature to stabilize. 


 
2. Read the temperatures of both thermometers and record the values. 
 
3. Subtract the temperature of the working thermometer from the temperature of the NBS 


thermometer to obtain the correction factor (CF), and record the value.  
 


a. All temperature measurements using the working thermometer shall have the   
      CF and the calibration date applied to the thermometer. 


 
4. A permanent record of the standardizations will be maintained and contain the 


following: 
a. NBS serial number 
b. date of standardization 
c. thermometer identification number and location 
d. NBS reading estimated to 0.1�C 
e. thermometer reading of thermometer being standardized estimated to 0.1�C 
f. correction factor of thermometer being standardized  
 


5. If a thermometer is out of calibration, corrective action shall be performed and 
documented. 


 
NOTE:  The Streck ‘Temp-Chex” thermometers used for some refrigerators and freezers, 
when used as intended, are not subject to the types of extreme conditions that can 
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compromise thermometer accuracy.  Each thermometer is hermetically sealed and the 
volume of internal liquid can only be altered by breakage.  The type of glass and annealing 
procedures used in the manufacturing of these thermometers resist change in the capillary 
stem and bulb.  Under normal conditions, the accuracy of the National Institute of 
Standards and Technology (NIST) and DKD traceable “Temp-Chex” thermometers with 
scale divisions of 0.5ºC will remain constant throughout the usable life of the thermometer, 
and annual verification is not required. 
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S-20 Pipette Calibration 
 


Verification procedures are required to substantiate and ensure the accuracy of the test 
system.  The policy of the Bureau of Clinical Laboratories is that all pipettes used in any 
test system be calibrated at least annually.  The following methods may be used: 
  1.  Spectrophotometric 
  2.  Gravimetric 
  3.  Contract service for pipette validations 
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S-21 Timer Checks 
 


As part of the ongoing mechanism to monitor and assess the accuracy of test systems, test 
results and result reporting, it is the policy of the Bureau of Clinical Laboratories that all 
timers, clocks or stopwatches  used in the performance of any testing be checked for 
accuracy at least annually.  Any timing device that is a part of an instrument can be 
checked according to the manufacturer's direction.  Other timers may be checked by using 
the procedure found in the National Institute of Standards and Technology (NIST) 
Recommended Practice Guide, special publication 960-12, or referring to the following 
website: 
 
   http://tf.nist.gov/general/pdf/1930.pdf 
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S-22 Monthly QA Audit Form  
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S-23 New Method Validation 
 


For new procedures being incorporated, the instructions for performing the test(s) are 
placed in the procedure manual.  The appropriate accuracy and precision studies have been 
performed and documented as required.  Quality control is established.  Documentation is 
made that training has been completed for appropriate testing personnel.  Personnel are 
documented as competent before testing is performed and patient results are reported. 
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S-24 Proficiency Testing Performance Report 


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


 







Bureau of Clinical Laboratories Quality Assessment Plan 
 


 


�������	�
������� ������������������ ����
 


S-25 Documentation of Communication and /or Complaints 
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S-26 Problem/Complaint/Remedial Action Form 
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S-27 Wipe Test Procedure 
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S-28 Area Wipe Test Check 


 






