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PROFICIENCY TESTING:

The Proficiency Survey will be performed as soon as possible after it is received in the laboratory.  At the beginning of each year the Laboratory Manager, Lead Technologist or designee will assign all proficiency tests among testing personnel. This proficiency testing will be rotated among testing personnel. This schedule will ensure that all testing personnel participate in proficiency testing. Testing will occur on any and all shifts.  All survey materials will be tested, when possible, in exactly the same manner as patient samples and as part of the regular workflow. 
 A copy of results and of the signed attestation statement by the Lead Technologist or Laboratory Manager will be kept on file. The results of the Proficiency Survey should be reviewed and signed by the Lead Technologist or Laboratory Manager upon receipt of results. If unacceptable results were submitted then results must be signed by the Lead Technologist or Laboratory Manager and reviewed by the Pathologist. 
Inter-laboratory communication about proficiency testing samples prior to submission to CAP/API will not be permitted. Testing not performed at SAH will not be sent to referral lab for testing but recorded as “sent to referral lab for testing” on the CAP/API response form.  Specimens will not be sent to any other lab for verification of results or comparison of results under any circumstances.

Any corrective action in response to “unacceptable” results on the survey report should be documented on the survey and in the appropriate instrument action log.  Whenever possible, specimens suitable for re-testing at a future date will be stored in an appropriate place and re-testing at a future date will be performed whenever “unacceptable” results are obtained.

The results of the CAP/API Proficiency Survey should be reviewed and entered by the Lead Technologist or designee with the final submission approved by the Laboratory Manager or Lead Technologist . 
The Lead Technologist or Laboratory Manager will print out the outstanding CAP Survey PT list from the online website and reviewed weekly to ensure that all CAP/API Survey’s are submitted in a timely manner. However, in the event that a proficiency test is not graded by the CAP/API, the survey was submitted late, the result form was erroneous, or the incorrect method code was submitted results will be reviewed and manually compared with the expected results from the participant summary and documentation on the report next to the results will reflect the findings.  A Remedial Action form will be completed and signed according to the above criteria on all unacceptable CAP surveys. 
 SUPERVISION OF QUALITY CONTROL

1. The Laboratory Manager, Lead Technologist or designee shall review, date and initial all records of controls, instrument maintenance and function checks and temperatures on a monthly basis.  When defined tolerance limits are exceeded, corrective actions are initiated and documented in the appropriate sections of maintenance logs.

2. Before new lot numbers of controls are put into use controls are run to ensure the integrity reagents. Quantitative results require 20 data points. These are recorded on the appropriate log sheet for the test.  All requirements of the individual tests must be met.
3. All Control specimens are to be tested in the exact same manner as patient specimens.  See individual procedure policy statements for the quality control procedure for each respective test.

4. All control results must be within tolerance before reporting patient results for each respective test. If 3 controls are run- 2 out of 3 is acceptable. If two controls are run all two controls must be in range.  Out of control, situations must be resolved and any action taken to resolve these situations must be documented in the appropriate action log.

DETECTION OF ANALYTIC ERRORS

Clerical and analytic errors or interference are detected in the following manner:

A. Each specimen is positively identified by a unique specimen label, which reflects the specimen number assigned by the LIS to that specific specimen.

B. With the exception of pediatric or low volume specimens, most plasma remains in the original tube prior to and after testing.  Sample preservation is accomplished by means of the use of the filter/sampler device and refrigeration.  Pediatric and low volume specimens are transferred to a plastic transfer tube and immediately labeled with an aliquot label from the original specimen label.

C. As the specimen is run, the test specific label (this must be the test specific label for the test being performed). If the test is, being performed is not performed on an analyzer, which can accept barcode labeled tubes, the test or cassette is labeled with the specimen information or actual label if able to process with the label on the cassette.   Results will be immediately entered into the computer using the barcode identifier.
D. Each specimen should be visually inspected for specimen integrity. If the specimen is not acceptable, analyst should consult the appropriate test procedure for the appropriate rejection protocol.

REVIEW OF PROCEDURE MANUAL

The Medical Director shall review each procedure in the Procedure Manual initially prior to being placed in use.  The Manual will then be reviewed on a bi-annual basis by the Medical Director, Laboratory Manager or Lead Technologist as designated by the medical director.
Each technologist/technician working in the laboratory is required to review and demonstrate knowledge of the contents of the Procedure Manuals upon initial hiring and on an annual basis.  Documentation of meeting this requirement of the annual competency test is placed in the technologist/technician’s file.

Evidence of review of the Procedure Manual by the Medical Director of the Laboratory, the Laboratory Manager or the Lead Technologist shall be documented in the procedure manual.  This first page will show the date the policy went into effect and the date of the last revision.  The first page of each procedure will show the date of initial review/approval by the Medical Director and the annual review. Therefore, yearly annual review will be documented in the Table of content annual review sheet.
Should there be a change in Medical Director, all procedures will be promptly submitted to the new Medical Director for review.

All discontinued procedures will be saved for at least two years before they are discarded in the retired policy and procedure file.

SPECIMEN COLLECTION, HANDLING, REJECTION AND LABELING

1. COLLECTION:

Refer to each test procedure for appropriate specimen to be collected, the storage conditions and any special requirements that may be necessary.

2. HANDLING:

The care and handling of the blood sample after it is drawn and until it is tested, is as important as the collection of the sample.

Once the blood has been collected, the sample should be processed upon arrival in the laboratory. 

            3. REJECTION:

Specimens submitted to the laboratory that are not acceptable for processing will be rejected per policy.  Specimens from outlying facilities or clinics that continually send unsuitable specimens for processing will be forwarded to the Laboratory Manager, Lead Tech or designee for follow up.

Refer to individual test procedure for the rejection protocol for each test.

4. LABELING:

The test requisition, which is also the specimen label, should contain the following collection data: date, time, and initials of the person collecting the specimen.  This label should also contain the following data: patient’s full name, patient account number and birth date.

Specimen numbers are assigned to each specimen by the LIS when ordered.

REPORTING OF RESULTS:

1. GENERAL:

A. All results should be resulted in a timely manner.  Stat orders should be resulted within one hour of specimen collection if testing is performed at this facility.  Routine orders should be resulted within 4 to 6 hours of specimen collection if testing is performed at this facility.

B. When using the LIS it is the responsibility of the operator to verify the accuracy of the results prior to their release.

2. CRITICAL/CHECK  VALUES:

A. Critical values if applicable are found in each individual test procedure. 
B. Critical values and/or delta checks should be evaluated by technician and comments entered into Meditech as to the conclusion.  After the technician/ technologist is confident the value is accurate the result is called to the physician or appropriate nursing service.  Action must be documented internally for example “patient transfused 2 units” when the hemoglobin has increased or 
active GI bleed for a decreased hemoglobin, this is in addition to any        critical call comments.
C. Whenever a critical value is called, a comment must be attached to that value as it is resulted in the LIS.  This comment should document the fact that the result was evaluated, the conclusion of the evaluation, the name and credentials of the person notified, the date and time of the notification.  Result read back is also required along with verification of the read back.  
REVIEW OF RESULTS:

1. The Lead Technologist or designee will review the departmental Abnormal Report on a regular basis (daily) for the detection of clerical errors, significant analytical errors and unusual laboratory results.  Results of tests run by all shifts will be reviewed. 

2. When an erroneous result is detected, the following procedure is to be followed:

A. Correct the result in the LIS.

B. Notify nursing unit or physician of the error and give them corrected results.

C. Bring the error to the attention of the lead technologist who will in turn bring it to the attention of the appropriate testing personnel and place the report in the corrective action log.
3. Any errors on manual forms will be corrected by placing one line over the error and initialing and dating on the side. NO WHITE OUT ALLOWED. 

DIRECT ACCESS TESTING

The Laboratory Department of CHRISTUS Spohn Hospital Alice is a full service laboratory providing clinical and anatomical testing on both in-patients and out-patients.  Some laboratory tests are offered to the community as Direct to Consumer tests with the approval of the Lab Medical Director and in compliance with federal, state and local regulations. Review of this testing is done frequently. 

	Lab Test 
	Lab Test

	ABO/RH   (BLOOD TYPING)
	HIV ANTIBODY

	BMP  (BASIC METABOLIC PANEL)
	LIPID PANEL (CHOL, TRIG, HDL, LDL) 

	CBC (COMPLETE BLOOD COUNT)
	HCG TEST (PREGNANCY TEST)

	CBC WITH CELL DIFFERENTIAL
	PSA (PROSTATE SPECIFIC AG)

	CMP (COMPLETE METABOLIC PANEL)
	PT (PROTHROMBIN TIME)

	GLUCOSE
	RENAL FUNCTION PANEL (KIDNEYS)

	HEMOGLOBIN A1C
	TSH (THYROID STIMULATING HORMONE)

	HEPATITIS C ANTIBODY
	URINALYSIS

	HEPATIC FUNCTION PANEL (LIVER)
	URINE DRUG SCREEN


REAGENT PREPARATION, LABELING, AND STORAGE

1. REAGENT PREPARATION AND STORAGE:

All reagents should be prepared and stored as specifically instructed by the manufacturer. Detailed instructions are contained under the reagent preparation and storage procedure found in this manual.

LABELING:

All reagents should be labeled as to their date of receipt, preparation (if applicable), date of expiration, and when placed in service.

Reagents should not be used beyond their expiration date. 
 Once reconstituted or opened, some reagents are stable for a specified period if the manufacturer’s recommendations for storage and use are followed. Such reagents should be labeled with the date and time they are reconstituted and the expiration date and, if applicable, the time of expiration.

New lots of reagent should be verified by running available controls which must be within acceptable limits prior to release for patient testing.

2. ON SITE PREPARATION OF DISTILLED WATER

Deionized water from Evoque system used for Instrumentation requirements. Millipore water is used for the CA1500. Reagent grade water is used to make up all reagents.  The water systems be checked for microbial content once each week
PIPETTES:

Delivery of pipettes must be accurate to within +/- 1% of the volume.  Automatic pipette accuracy is verified every 12 months.  Pipettes out of tolerance are removed from service and recalibrated.  Pipette check, calibration and verification should be documented in the Automatic Pipette Calibration Log.  
CENTRIGUGES


Operating speeds of centrifuges are checked annually by Biomed. A 

           Certified  label placed on centrifuge and records are kept maintenance 

            Field service logbook.

TEMPERATURES

Refrigerators and freezers temperatures are checked daily using calibrated thermometer
QUALITY CONTROL TESTING

· Quality Control requirements for each test performed in the laboratory is defined in the procedure of each manual. 

· All controls must be within the defined tolerances before patient results can be released.

· In the event that control results are not within the specified ranges for the test, the following procedure should be followed:

1. Check that you have run the correct level and lot number of control.

2. Rerun the control .Repeat using a new lot of control.
3. Repeat using a new kit/reagent.

4. Consult defects and deficiency log for previous control problems.

5. Notify supervisor (if on site) or call technical support for assistance. 
6. Record all trouble shooting procedures in department defects and                      deficiencies book. 

PARALLEL TESTING

Parallel testing will be performed on all test kits to ensure that new lot numbers, kits or ship dates of reagents, are sensitive and accurate before being placed in service following best clinical practices.  See this manual for specific procedure.
VALIDATION OF NEW METHODS
Validation is required for:
• Equipment (including existing equipment*) 

• Introduction of a new test 

• New test kits 

• New reagents 

• Modification of an existing test procedure (unless CE marked – should not change CE marked test procedures). 

• Change of use of equipment (e.g. from laboratory use to point of care use) 

• Information Technology 

The main purpose for validation is to demonstrate that the equipment, test kit or procedure will function to the users’ and the laboratory’s specified requirements and that there has been a valid need for the change. 

The key factors to the selection and validation of examination tests are clinical utility, analytical performance in service and economic factors.
  A Validation Procedure Report and a Risk Assessment must be completed for each new item of equipment, test kit, media or reagent or modification of an existing test procedure. The report consists of two sections, a validation protocol (section A) and a validation results report (section B). Section A and the RA are to be completed when proposing the validation. 

Section A must include: 

• A description of the equipment / test kit / procedure. 

• A clear specification of the requirements of the equipment / test kit. 

• The aim of the validation and the reason for choosing this method above any other that may be available. 

• Details of the method, which may include: 

· The types of samples to be tested 

· The types of media/reagents compared with 

· The number of runs or tests to be analyzed to determine if the system is measuring or testing to the specified requirements. 

• A risk assessment (RA). 
The protocol must be approved by and documentation filed .
     On completion of the process a validation results report must be generated. This is section B of the validation procedure report and should include, where appropriate:

· all the test results 
· any results outside the expected norm 
· any faults with the equipment/test kit/media/procedure or downtime  maintenance requirements 
· calibration requirements 
If it is recommended that, the new method is introduced, alterations must be made to the relevant SOP or a new SOP must be written and processed through the document control system in place.
The SOP must be written, approved, authorized, and training given to staff before the equipment / test kit/ method in put in use. 
INSTRUMENT  MAINTENANCE 

Maintenance is performed as required by the instrument manufacturers. Daily, Monthly, and preventive maintenance is performed as scheduled.

Certain circumstances such as moving of the instrument to a different area, may require field service to verify that the instrument parts are working correctly. After verifying that it is working  field service or a technologist will perform required calibrations and run quality control. Patient results  will only be reported if the controls are in range.

LABORATORY INFORMATION SYSTEM (LIS)

The laboratory information system policies and procedures are available on the intranet under section F of the administrative manual.  A hard copy is available in the laboratory.   The medical director has reviewed these policies.

The medical director for acceptable standards of content, format, readability and accountability reviews the reports generated annually.  
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