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HEMATOLOGY QUALITY CONTROL
PRINCIPLES:

As directed by JOINT COMMISSION, CAP and other regulatory state and/or federal agencies, it is imperative to practice and maintain strict compliance regarding Quality Control procedures.  To follow are confirmed methodologies which will be followed by all staff members within the laboratory departments of Doctor’s Hospital at White Rock Lake.  To disregard or treat lightly will cause an escalation of action that may or may not lead to the termination of the employee.
FREQUENCY OF Q. C.:
The following list illustrates those analyzers that are currently in use at Doctor’s Hospital Laboratory.

A. Beckman Coulter LH780 (1)  -  Automated Hematology Analyzer

B. Siemens CA 1500              (2)  -  Automated Coagulation Analyzer

C. Vesmatic Easy                   (2)  -  Automated Sedimentation Analyzer

It has been determined that the Laboratory at Doctor’s Hospital will be required to carry out regular Quality Control testing involving 2 levels of Q.C.’s on each Coagulation analyzer per shift and 1 level on each Hematology analyzer per shift.  The quality control testing will be performed at regularly scheduled intervals, as they appear below.  There will be no acceptable variation to these time frames, unless there has been system failures, Q.C. failures which require “repeats or reconstituting” of the liquid Q.C. formulations or approval of the Laboratory Director.

Quality Control Schedules for Automated Department Analyzers

Quality controls must be carried out 
7 days per week, 365 days per year for each 8 hour time period
(No exceptions)

The control time frame that has been adapted for the laboratory by JCAHO and laboratory administration, is as follows:

1st SHIFT (06:30 – 15:00)    – Completed & Verified Q.C.    – 12:45 to 13:45 hrs

2nd SHIFT (14:30 – 22:00)   – Completed & Verified Q.C.    – 20:45 to 21:15 hrs

3rd SHIFT (22:00 – 08:00    – Completed &Verified Q.C.     – 04:45 to 05:15 hrs

Hematology/Coagulation Quality Control Directives:

If the Q.C. fails after the first run, remix the Q.C. reagent and repeat the test(s).

If the Q.C. fails a second time, check all reagents for volume, expiration, and replace if necessary.  Repeat the Q.C.

If the Q.C. is still out, reconstitute a new Q.C. reagent or obtain a new vial of Q.C. reagent.  Make sure to wait the proper time (found with reagent/quality control instructional insert) for the reagent to properly reconstitute or warm to room temperature.  Repeat Q.C.  
If the Q.C. is still out, contact the appropriate technical support, fill out laboratory documentation and commence the Q.C. of the designated backup analyzer and commence patient testing.
No patient sample testing will be performed if a quality control is not performed when due, or when a quality control has failed.  Any patient sample that has been performed along with a Q.C. that has failed, must be repeated after the quality control issue has been resolved.

All failures in quality control testing must be appropriately documented with the steps taken in order to resolve the issue.

URINALYSIS DEPARTMENT
The urinalysis department analyzer approved and correlated for the performance of automated urine chemistries is:

Siemens Clinitek Advantus 
The Clinitek Advantus Analyzer enables automated reading of the “Multistix” family of urinalysis test strips in medium to high throughput.  The analyzer provides a large menu of urine tests that assists the laboratory in delivering quality patient care and aids in the diagnosis of many diseases and conditions, such as kidney diseases/disorders, urinary tract infections, liver functions, and diabetes.

The Advantus tests for the following “chemistries”:

      a.     Leukocyte           b.   Nitrites    c.  Protein    d.   Blood     e.  Glucose             f.  Ketone    g.  Bilirubin

      h.    Urobilinogen       i.    pH            j.  Specific Gravity          k.  Creatinine        l.  Protein to Creatinine Ratio

With these testing components and the nature of their results, it is important to have a regular and accurate Q.C. system in place. For quality control, Doctors Hospital Laboratory uses Hycor KOVA Level 1 and 3 controls to validate the performance of urine chemistry test strips and analyzers which helps focus on microscopic sediment analysis.
Quality control must be performed within the following schedule as directed by the Joint Commission and supported by the hospital laboratory administrators: 
1. Routine Quality Control completed and verified no later 

      than 23:45 to 00:15 hrs each day/7 days per week
2. Each time a new bottle is opened

3. Performed on Multistix New Lot # strips

The Routine Daily Quality Control is to be completed by 3rd Shift (22:00 – 08:00) starting at 23:45 and verified no later than 00:15 hrs.

Urinalysis Quality Control Directives
If the Q.C. fails after the initial testing, remix Q.C. reagent and retest.  Document to reflect this in the cerner Q.C. records system.

If the Q.C. fails again a second time, thaw out a new Q.C. of the level in question, from the chemistry freezer.  Test the new Q.C. reagent.  Document to reflect this in the cerner Q.C. records system.

If the Q.C. is still out, open a new bottle of reagent strips and repeat the Q.C.  Document to reflect this in the cerner Q.C. records system.   Contact the Siemens hotline for “service technician” response to service the urinalysis system. Complete the Equipment Repair & Downtime Log and Hand-off Reports.

Prepare the back-up analyzer and perform Q.C.  Document to reflect this in the cerner Q.C. records system.

No patient samples will be performed if a quality control is not performed when due, or when a quality control has failed.  Any patient sample that has been performed along with a Q.C. that has failed, must be repeated after the quality control issue has been resolved.

All failures in quality control testing must be appropriately documented with the steps taken in order to resolve the issue.

PRIMARY & SECONDARY ANALYZERS
The designated backup analyzers that have been approved and in use in the laboratory are as follows:

Hematology:     Primary – Beckman Coulter LH780     Secondary – Beckman Coulter HMX

Coagulation:     Primary – Siemens CA 1500-A2667     Secondary – Beckman Coulter CA 1500-A5856 
Urinalysis:        Primary – Siemens Clinitek Advantus  Secondary – Siemens Stratus

MANUAL SEROLOGY QUALITY CONTROLS
The following testing services are performed under the Hematology Department and engages the quality control methods as described in their accompanying inserts.

1. Kit Form Testing

Monospot, Truflu Meridian Influenza A/B,  AmniSure® ROM, Orasure Quickvue HIV ½,- Quickvue HIV1 and II Controls, RPR and Q.C. Counterparts.

Quality control testing must be performed and logged when a new lot number is opened or when questionable results have been observed.

2.  Fetal Fibrinection Testing

An electronic TLi Qcette Q.C. must be performed once a day @ 23:45 and verified no later than 00:15 hrs.
Liquid quality controls must always be performed when performing patient testing, and the last quality control is past one month. Confirm quality control in the provided FFN policy and quality control log.

QUALITY CONTROL REAGENTS
The following quality control reagents are utilized by Doctor’s Hospital Laboratory – Hematology, Coagulation and Urinalysis Departments.
LH780 & HMX …………….…. Beckman Coulter 5C Cell Controls and Retic C controls

Siemens CA1500 …………........Dade Citrol QC 1 & 3 plus Dade Citrol QC 4 – Fibrinogen
Vesmatic Easy ……………........ESR Controls Level 1 & 2

Siemens Clinitek Advantus ........Hycor Kova Controls Q.C. 1 & 3
Fetal Fibrinecton …………........Hologic Q.C.

Orasure Quickvue HIV ½ ……..Quickvue HIV 1 & II Controls

Osom hCG Combo Test ……….Osom hCG Serum and Urine Control Sets
TruFlue Meridian Flu/RSV….…Control (shared with Microbiology Department) & Saline

Mono Kit …………………........Kit Liquid Quality Controls 

MONITORING OF LABORATORY Q.C. PERFORMANCE
It has been determined that Doctors Hospital Laboratory must reset quality control performance compliance within its Hematology, Coagulation and Urinalysis Departments.  Joint Commission with the support of laboratory administrators have determined that the following schedules be observed and maintained to ensure “tighter controls over the specified time” allotments for Q.C. testing and reporting records under Join Commission policies.
The following schedules serving 7 days per week, 24 hours per day must be followed and all laboratorians serving Doctors Hospital Laboratory comply with the following Quality Control assignments.

Hematology & Coagulation Q.C. Performance Schedule: 
1st Shift  (06:30 to 15:00)  Q.C. to Room Temp: 12:30 to 12:45     Start Testing: 12:45    Verified:  13:00  +/- 15 min.
2nd Shift (14:00 to 22:00)  Q.C. to Room Temp: 20:30 to 20:45     Start Testing: 20:45    Verified:  21:00  +/- 15 min.

3rd Shift  (22:00 to 08:00)  Q.C. to Room Temp: 04:30 to 04:45    Start Testing: 04:45     Verified:  05:00  +/- 15 min.

Urinalysis Q.C. Performance Schedule:
3rd Shift (22:00 to 08:00)   Q.C. to Room Temp: 23:30 to 23:45   Start Testing: 23:45    Verified: 24:00 +/- 15 min.
There will be no acceptable variation to these time frames, unless there have been system failures or Q.C. failures which require “repeats or reconstituting” of the liquid Q.C. formulations or by the approval of the Laboratory Director.

No patient samples will ever be performed if a quality control is not performed when due, or when a quality control has failed.  Any patient sample that has been performed along with a Q.C. that has failed, must be repeated after the quality control issue has been resolved.

All failures in quality control testing must be appropriately documented with the steps taken in order to resolve the issue. Documentation must be entered in “Cerner” Q.C. applications, Automated Analyzers such as the LH 780 Q.C. Rerun Comments, and Shift Hand-off Sheets.

A “Quality Control Failure Investigation Form” will be opened and completed.

Violation(s) of Quality Control Performance & Schedule
Any laboratorian employed by Doctors Hospital at White Rock Lake will be subject to an escalation of each incident relative to disciplinary action.  Any laboratorian that expressly chooses to disregard, in whole or in part, the Q.C. standards that have been implemented will be subject to the following actions:

1. A “Quality Control Failure Investigation Form” will be opened and completed in full.  This will be a written record on the investigation of the non-compliant Q.C. event. 
2. A verbal warning accompanied by further instruction and corrective action to the “1st event”.

3. A written warning with employee acknowledgement accompanied by further instruction and corrective action to the “2nd event”.

4. An Occurrence Report will be submitted to the “Director” for further action concerning the “3rd event” which may include, at the discretion of the “Laboratory Administration” the possibility of termination of the employee.

A “Quality Control Failure Investigation Form” will be opened for all non-compliant Q.C. events.

EMPLOYEE ACKNOWLEDGEMENT:
Employee Acknowledgment  
I acknowledge that I have read and received a copy of the Hematology, ‘Coagulation, Urinalysis Quality Control policy and procedures regarding the expectations of Q.C. compliance with Doctors Hospital and its laboratory services.  My signature means that I have reviewed these documents, understand them, and have discussed the contents with my manager.

Employee Name (Please Print)                                    Signature                                                  Date
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