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TITLE:


MANAGEMENT OF A PATIENT USING BEDSIDE BLOOD GLUCOSE MONITORING 
PURPOSE:


To specify the method and responsibilities in the management of patients requiring blood glucose monitoring with the hospital glucose meter.

LEVEL OF FUNCTION:
Interdependent



LEVEL OF PERSONNEL:
Registered Nurses





Licensed Practical Nurses





Laboratory Personnel




EKG Associates
SPECIFIC TO:

All Patients Units 





Ambulatory Satellites Centers





Ambulatory Surgery

Cardiology





Endoscopy





Interventional Radiology





OPD Pediatric

SUPPORTIVE DATA:
Blood glucose monitoring is the method of testing capillary or venous blood for glucose level.

____________________________________________________________________________________

CONTENT










CLINICAL PRACTICE

1.
PHYSICIANS ORDER




1.
Monitor blood glucose as per physicians order,














hospital policy, and when clinically indicated.

2.
CONTROL TESTING




2a.
Using their assigned ID number, a certified 













      operator will run low, normal and high levels 














of control once each shift prior to any patient














testing, and/or after a battery change.













2b.
Repeat testing if an “FAIL” appear as the result of any












      level (meaning that it is out side the establish range).













2c. Obtain back up meter from the Chemistry lab.














or Nursing Supervisor if “FAIL “ still appears.

3.
RESULTS







3a.
Expected result for non- diabetic, non-pregnant
















adults  fasting values are 74 to 106 mg/dl. 
















Two hours after 75 grams of glucose: less than 









140mg/dl. 

    




3b.
Notify physician for glucose results of: 

















Adult

<50 or >450 mg/dl

















Pediatrics 
<60 or >200 mg/dl

















Neonatal
<35 or >150 mg/dl














It is not necessary to send specimen to laboratory when 













results are > 200mg/dl, <60mg/dl or <150mg/dl for 













Pediatric and Neonates. Venous sample must be sent to













the laboratory when results are >450mg/dl  or <35mg/dl.












3c.
The procedure for testing is limited for  Hematocrit  












lower than 20% or higher  than 70%.












3d. At the end of each shift, the meter must be placed in 












the Docking Station (upload /download device) to 












provide patients data transfer into the computer 












management system.











4.
INTERVENTION





4.
Implement treatment as ordered.

5.
DOCUMENTATION




5.
Complete all required documentation on the 














patients’ Diabetic Record, progress notes, or 














electronically using  assigned comment codes. 

6.
ASSESSMENT/MAINTENANCE

6a.
Operators must complete daily maintenance of                                                                                               meter and document same using comment code 10.













6b.
Check lot # and expiration dates of all supplies daily.
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SUNY HEALTH SCIENCE CENTER AT BROOKLYN

BEDSIDE GLUCOSE MONITORING PROGRAM

DEPARTMENT OF NURSING

&

DEPARTMENT OF PATHOLOGY

PROGRAM POLICY:

Fingerstick biosensor meter blood glucose testing will be performed at the bedside to provide timely and accurate results for patient care.  Biosensor meter testing is a valuable but error prone technology.  Controlled use is required in order to improve the reliability of testing.

These guidelines define the patient conditions that are indications for monitoring, testing system, personnel eligible to perform the testing, schedules available, record keeping and confirmatory testing.

1.
The Precision PCx meter is  the only approved test systems for bedside blood glucose testing SUNY Downstate Medical center-UHB.

2.
Bedside blood glucose monitoring will only be performed by personnel certified to perform the procedure.  Certified personnel may be RNs, physicians, nursing technicians, EKG technicians, technologists and physicians assistants.  If a certified person is unavailable, a blood sample must be sent to the Clinical Laboratory for testing.

3.
Training and certification for Nursing personnel will be coordinated by the Institute of Continuous Learning.   Recertification will occur annually.

4.
The Clinical Laboratories will monitor the quality control testing program and provide regular proficiency testing for all instruments and all operators (quarterly).

5.
Blood glucose monitoring will only be done on the order of a physician and when there is a clinical indication requiring monitoring.

6.
The clinical indications for bedside glucose monitoring include:

A.
Patients who are known diabetics.

B.
Patients receiving parenteral nutrition.

C.
Patients receiving therapy creating a risk of hyperglycemia.

Patients to be monitored must have a hematocrit of between 20% and 70%.

7.
The daily bedside glucose monitoring schedule that may be ordered are:

A.
7:00 a.m. and 10:00 p.m. daily

B.
7:00 a.m., 11:00 a.m., 5:00 p.m. and 10:00 daily

C.
7:00 a.m., 11:00 a.m., 5:00 p.m., 10:00 p.m., and 2:00 a.m., daily

8. Quality control is to be performed on each tour for each instrument in use to include: Normal, Low and High controls.  Each control level will have the acceptable ranges defined.  All controls must be within acceptable limits prior to the testing of patient specimens.  When any control is outside of acceptable limits, control lot# and expiration date must be checked and then it must be retested.  Having a second control failure, upon retesting, will require that the instrument be taken out service.

9. Reference ranges: for non- diabetic, non-pregnant adults fasting values are:

                                   74 to106mg/dl.







      Two hours after 75 grams of glucose: less than 140 mg/dl. 

10. Patients (adults) with biosensor meter values greater than 450 mg/dl or below 

50 mg/dl will be flagged by the instrument for verification.  This test must be REPEATED and if it is still outside the above range, notify the physician and  a phlebotomy performed and specimen sent to the laboratory for analysis.

11. Results of bedside blood glucose testing will be documented on the medical record 
      at each nursing station.  Entries are to include test results, date and time of testing 
      and the name of the person performing the test.

12. All actions taken when blood glucose levels fall outside of the 

acceptable range must be electronically documented in the meter.

13. Daily Maintenance will be performed for each meter and/or as needed.

14. The summary of the QA report will be prepared by the P.O.C. coordinator and reviewed by the Pathology Performance Improvement Chairperson and then sent to the designated Nursing Quality representative, Director of Nursing and the Assistant Director of nursing who will share the information with the respective head nurses and the clinical staff members. Appropriate corrective responses will be generated and forwarded to P.O.C. coordinator who will forward to Pathology Performance Improvement Chairperson.
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GLUCOMETER PRECISION PCX METER (Abbreviated)

Tour I, II & III:
Clean Outside meter and run Controls (low, normal and high)

1. Clean Instrument & press ON/OFF to turn on monitor.

2. Select 2- Control Test.

3. Scan or Enter Operator ID

4. Scan or Enter Control Solution Lot number.

5. Scan or Enter Test Strip Lot Number.

6. Run Low, Normal & High controls.
7. If out of range, press COMMENT button, press appropriate code (ex. 02      “Repeat Test” 05 - “Wrong Control Solution”), press ENTER, then repeat the control)

8. If in range, proceed to press comment button for cleaning of meter. 
      Go to your next control. Results are displayed as Pass or Fail.
Patient analysis:

1. Press ON/OFF to turn on monitor.

2. Scan or Enter Operator ID.

3. Scan or Enter Patient ID.

4. Scan or Enter Test Strip Lot Number.

5. Using Universal precautions, Run Patient specimen.
6. If results are other than expected, press COMMENT button, then press appropriate code (ex. 2 - ‘REPEAT TEST”, 11 - “MD NOTIFIED”, 12 - ‘SAMPLE SENT TO LAB”)

Recalling patient or control results:

1. Press ON/OFF to turn on monitor.

2. Press Menu button.
3. Press  1-Data Review


4.   Select and Review Data. 
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 PRECISION PCX BEDSIDE BLOOD GLUCOSE MONITORING PROGRAM
ROLE RESPONSIBILITY

A.
 INSTITUTE FOR CONTINUOUS LEARNING:

1.
Certifies newly hired staff for use of the Precision PCx Blood Glucose Testing System.

2. Sends a list of names of staff members and agency personnel who have successfully completed initial Precision PCx Blood Glucose Testing System training-certification to the Point of Care Coordinator, and to the appropriate Head Nurses.
3. Checks classroom for Precision PCx Blood Glucose Meter supplies monthly and replaces when necessary.

B.
Assistant Director of Nursing and/or Designee:
1.
Maintains a list of names of certified staff members and their assigned Identification Numbers.

2.
Assigns the responsibility for monitoring device and the supplies necessary to perform bedside blood glucose testing.
3.
Re-certify all operators annually. Assists P.O.C coordinator to implement and complete staff member recertification process in collaboration with the ICL.

4. Assumes responsibility for unit based Precision PCx Blood Glucose Testing System Program.

5. Assigns a certified operator to perform control on each shift of operations.

6. Recalls and analyzes data from meter DAILY for completeness as per policy/procedure.  Incorporates findings in monthly report.

7. Reviews monthly unit Precision PCx Blood Glucose Testing meters compliance reports and generates a Nursing Departmental QA report and corrective action plans in conjunction with the appropriate Associate Director.
8. Provides Nursing QA Quarterly Summary Reports to the Point of Care Testing Coordinator, Performance Improvement Department and to the Deputy Director of Nursing.

9. Submits a copy of Quality Assurance/Improvements Reports and action plans to Nursing QA Executive Committee.

10. Maintains a stock of Strips, quality control solutions and two(2)  “AA” cells batteries available for replacement.

C.
CERTIFIED OPERATORS (RN/LPN/EKG ASSOC. TECH and OTHER HEALTH CARE PROFESSIONAL):
1.
When assigned, must run a set of controls (low, normal, high) once per shift for each instrument.

NOTE: Only certified operators are to use meter.



2.
When necessitates for confirmation of results, Patient specimens must be collected and sent to clinical laboratory for glucose testing.

3.
Programs meter with patient individual identification number.

4.
Monitor patient blood glucose according to procedure and using comments codes if needed.

5.
Records patient’s blood glucose results in Diabetic Record.

6.
In the event that glucose monitoring is not required on a given tour, one certified operator must run a set of controls on that tour.

7.
Responsible for cleaning/maintenance of the Precision PCx Blood Glucose Meter Work Station.

8.
Reports any meter malfunction to head nurse or designee if meter problems are not resolved after troubleshooting.

9.
Notifies tour head nurse/ charge nurse, or designee during evening, night, weekends and holiday tours of the need to replace meters as necessary.

10.
Notifies tour head nurse/ charge nurse, or designee in the event of a “low battery” display on the meter display to change the batteries.


11. Analyzed specimens for proficiency testing quarterly (all certified operator      

              randomly chosen)

D.
MATERIALS MANAGEMENT:

1.
Maintains supplies necessary to perform blood glucose testing: Glucose Strips and Control Solutions (high, low, normal).( one lot # for every 6 months)

2.
Provides supplies for training and certification and patient testing.

F.
CLINICAL LABORATORIES (P.O.C. Coordinator):
1.
Monitors the implementation of the quality control testing program.

2.
Provides and reviews regular proficiency testing for all instruments quarterly and submits written report on proficiency testing for program compliance to the Institute For Continuous Learning.
3.
Retrieves data from Precision PCx Blood Glucose Testing Meters QC manager monthly and when necessary, aids in certification and recertification of personnel.

4.
Maintains back-up meters in Clinical Chemistry Laboratory on the 2nd floor.


(Room # A2-

5.
Maintains a log of location of meters.

7. Provides monthly Quality control reports to Nursing QM and Nursing Deputy Director.
8. Assign each certified staff nurse an individual Operator Identification Number   Staff I.D. Numbers range – 2001- 4000.

9. Keeps master list of individual Operator Identification Numbers of all certified staff in the Clinical Laboratory Department  and give an updated copy to head nurse  and a copy to be kept at testing site without the operators numbers.

10. Coordinates and implements re-certification process with Assistant Director of Nursing annually.

11. Initiates education retraining/referral of any staff member who is repeatedly non-compliant with the Precision PCx Blood Glucose Testing System policy and procedures and/or have demonstrated unacceptable performance.  Informs Head Nurse and Educator of the need for technique review. Sending copy to Director of Nursing and Deputy Director of Nursing.

12. Performs linearity testing on each meter twice a year (every 6 months), and after each major maintenance.

13. Decides to continue or withdraw meters at each testing site based on quality assurance dated report.

14. Assumes resource role as needed.
G.
TOUR AND WEEKEND NURSING SUPERVISORS:

1.
Obtains backup meters when necessary from the Clinical Chemistry Laboratories.



Room # A2-452.
2.
Follows Laboratory procedures for meter replacement.

H.
INTERDISCIPLINARY WORK GROUP Meets Quarterly. Representatives include: Laboratory; Institute for Continuous Learning; Nursing Services; and Materials Management.
1.
Monitors the continuous quality improvement of the Precision PCx Blood Glucose Testing System.

2.
Communicate issues and concerns of nursing, lab, etc. as they relate to the overall program.  Chairpersons: Laboratory Administrator and Nursing Glucometer Project Coordinator.

Revised: 10/07/04
I. PROCEDURES FOR PRECISION PCx BLOOD

GLUCOSE TESTING SYSTEM.

________________________________________________________________________________

PROCEDURE   FOR   POSITIVE PATIENT IDENTIFICATION 


________________________________________________________________________________

PURPOSE: To provide positive patient identification and compliance with all regulatory standards                              prior to specimen collection and processing for Bedside Glucose Monitoring.

PROCEDURE:  All staff will follow these steps when collecting specimen for testing:

· Identify yourself. 

· Always ask the patient “What is your Name”  ( if applicable)

· Always check the identification band. The band on the patient should include the patient’s name, hospital number, medical record number, and doctor’s name.

· Ensure the name given by the patient (if applicable), the Medical Record Number, and the Patient Number matches the information on the request slip (if applicable).

·  If the band is absent, request positive patient identification by clinical staff (Nurse, physician).

· NEVER use the name card on the foot of the bed or on the door to the room for identification purposes. 

· If the patient identity cannot be established with certainty, notify the nurse in charged to resolve the discrepancy.

________________________________________________________________________________

PROCEDURE   FOR   MINIMIZING BLOOD COLLECTION 


________________________________________________________________________________

PURPOSE: This procedure is issued to ensure practices that minimize unnecessary large                                 volume of blood collected from all patients.

PROCEDURE: The methodology used by this instrument utilizes minimum volume of blood specimen necessary for analysis. With this, the collection equipment used to perform the skin puncture should always be the lancet provided by our Central Sterile Supply department.  Only the required amount of blood should be taken from all patients. Special efforts must be made for newborn infants, pediatric and geriatric patients. 

At all times, material must be prepared and have ready before patient is punctured. 

· Capillary finger puncture must be done at all time except on Newborn infants.

· Perform skin puncture (heel stick) only on Newborn infants.

· Puncture site must be chosen correctly, sterilized and warmed prior to collection when applicable.

_______________________________________________________________________________

PROCEDURE   FOR   QUALITY CONTROL  


________________________________________________________________________________

PURPOSE:
To describe the method of checking the Quality Control of the Test Strips,

                         the Precision PCx Blood Glucose Meter and the users technique. 

                         This will verify that the strips are good, the meter is functioning properly and





  the individual’s user’s technique is reliable.

A. CONTROL SOLUTION

1.
Three levels of controls (Low, Normal and High) are to be performed for EACH METER AT THE START OF EACH TOUR.  Each control level will have the acceptable ranges defined.  When any control is outside of acceptable limits, all three controls must be retested after troubleshooting.  Enter assigned code comments in meter.  If “error” occurs while performing the control test (refer to the troubleshooting section (Section 10).  Repeat control testing must be done to correct the error before proceeding to patient testing.

2.
Additional quality control testing using High, Low and Normal control solutions will be performed for any of the following conditions:

1.
If the Precision PCx Blood Glucose Meter was dropped

2.
When results are questionable based on clinical signs and symptoms

3.
Each time a new vial of test strips is opened

4.
When a meter is replaced

5.
After battery replacement

3.
Linearity testing will be performed 2 times/year and after each major maintenance by the Clinical Laboratory.

15. Only Abbott Control Solutions and Glucose Strips reagent may be used with Precision PCx Blood Glucose Meter. Only one lot number will be sequestered for every 6 months.

B.
DAILY MAINTENANCE
Routine cleaning and maintenance of the Precision PCx Blood Glucose Meter workstation will be performed and documented daily.  The daily maintenance will include the following:

1.Clean instrument, display screen, and workstation exterior daily with water and mild           soap solution. If meter becomes highly contaminated with blood, a 10% bleach solution

    should then be used to clean meter, followed by soap and water.



After cleaning, record in meter this procedure by entering in log sheet.  


C.
INSTRUMENT MALFUNCTION
When it is determined that instrument has malfunctioned, the first step it to refer to section 10 

(Troubleshooting) of the Precision PCx manual.  If trouble shooting protocol fails, return meter to the chemistry lab (Room A-452), document problem and get replacement meter.

D.
QUALITY CONTROL PROCEDURE:

1.
Equipment:

A.
High, low and normal control solutions

B.
Precision PCx glucose meter (Model # MO-851) 

C.
Glucose test strips

2.
Control tests:

To ensure the accuracy of test results, run three control levels per shift, using Precision PCx  glucose meter Low, Normal and High Control Solutions with Precision PCx  glucose meter Test Strips. 

1. Press ON/OFF to turn on monitor.

2. Press 2- Control test
3. Scan or Enter Operator ID.

4. Scan or Enter Control Level Lot Number 
5. Scan or Enter Test Strip Lot Number.

6. Insert Strip and place control solution on strip.
7. If result is PASS, enter comment number corresponding to clean meter, to comply with documentation requirements. Then, proceed with next level followed by No Action required comment code. 
8. If results FAIL, press appropriate number (ex. 2 -‘REPEAT TEST)
Use of controls can alert you to the following problems:

1.
Test strips may have been exposed to excessive moisture or heat and strips may have deteriorated.

2.
Control solution may have expired.

3.
The testing procedure wasn’t performed correctly (e.g., sample too small).

_______________________________________________________________________________

PROCEDURE FOR TESTING CAPILLARY BLOOD


_______________________________________________________________________________

PURPOSE:
Blood glucose will be performed by finger stick or heel stick at the bedside



 

to obtain timely and  accurate results.

    Equipment:


A. Precision PCx Blood Glucose Meter.



B. Test strip

      C. Lancet

      D. Alcohol wipes

      E. Gloves


PROCEDURE (Refer to Section #3 of Testing Manual)










1. Press ON/OFF to turn on monitor.

2. Press 1- Patient test

3. Scan or Enter Operator ID.(4 digits)

4. Scan or Enter Patient ID (Only 7 digits).

5. Scan or Enter Test Strip Lot Number.

6. Select site and perform fingestick  using Universal precautions
7. Eliminate the first drop and then proceed with testing.
8. If results are other than expected, press the comment number that is appropriate for your area. (ex. 2 - ‘REPEAT TEST”, 11 - “MD NOTIFIED”, 12 - ‘SAMPLE SENT TO LAB”)
_____________________________________________________________________________

PROCEDURE  FOR CLEANING AND MAINTENANCE OF THE 

PRECISION  PCX BLOOD GLUCOSE METER WORK STATION.

_______________________________________________________________________________

Purpose:
To ensure that all routine cleaning and maintenance of the Precision PCx  glucose meter workstations are performed and documented daily.  Proper cleaning is essential for the accurate and reliable operation of the meter.  Failure to follow the recommended procedures for cleaning can result in damage to 
outer part of meter.

Procedure: 




The daily maintenance will include the following:

A) Clean display screen daily

B) Clean strip port daily

C) Clean the workstation exterior daily

                         All cleaning must be done with water and mild soap solution. 




If meter becomes highly contaminated with blood, a 10% bleach solution

    

should then be used to clean meter, followed by soap and water.



 DO NOT USE ALCOHOL.



After cleaning, record in meter this procedure by entering comment code #10 in meter.  


For  other reference see Section # 11 of the Testing Manual.


SUPPLY    LOCATIONS
Central Sterile:










Glucose test strips







Control solutions

STORAGE  AND  HANDLING OF  TEST STRIPS:

The test Strips carton contains a pouch holding Test Strips in sealed foil packets. Do not use Test Strips after Expiration date indicated on the carton and each foil packets.

To keep test strips fresh follow these recommendation carefully:

· Store at room temperature between 04º -30ºC (39º-86ºF). do not refrigerate.

· Store away from direct sunlight. And use immediately after removing foil packet.

· Do not touch the test cup or black-lined spot before using.

TROUBLESHOOTING
If you believe a problem exists, you must correct the problem before continuing to use this meter.  The following chart defines the Error Detection code and why blood glucose or control test results may be inconsistent, lower or higher than expected.

For  other reference see Section # 10 of the Testing Manual.


_______________________________________________________________________________

PROCEDURE FOR BATTERY REPLACEMENT

_______________________________________________________________________________

PURPOSE:  The high-quality performance of the Precision PCx Blood Glucose Meter depends on                         well functioning batteries, and the replacement should be expeditious.
PROCEDURE:   When meter displays:



1.
“Low battery voltage”



2.
Replace battery soon   or



3.
You have a blank display

Please replace with 2 “AA” batteries. Please request this from your Nursing Supervisor.

After changing batteries, 3 levels of controls (low, normal and high) must be run.
_______________________________________________________________________________

PROCEDURE  FOR NON-FUNCTIONING METER REPLACEMENT

________________________________________________________________________​​​​​_______
 (Nursing Department and Clinical Pathology)

1.
After troubleshooting procedure, the nurse will notify the Point of Care coordinator at Ext. 1036 or the Clinical Chemistry Laboratory, ext. 2921. If meter is suspected of not working then get back-up Precision PCx Blood Glucose Meter from the Chemistry laboratory at Room# A2-452  .  If Precision PCx Blood Glucose Meter is suspected of not working on evening, nights or Holidays the same procedure applies. Nursing personnel must sign log book before leaving with meter from the Clinical Chemistry Laboratories.

2.
The Point of Care Coordinator will evaluate any meter suspected of malfunctioning and will perform all level controls and linearity checks. 

3.
If the meter continues to test out of range on one or all controls. Lab. personnel will permanently replace the meter and non-functioning meter will be sent to manufacturer for a substitute.

III.
QUALITY ASSURANCE PROCEDURES
_______________________________________________________________________________
PROCEDURE FOR UNIT BASED MONITORING PLAN 
_______________________________________________________________________________

PROCEDURE:
Assistant Director of Nursing and/or Designee
1.
Recalls and analyzes the data from meters daily for the preceding 24 hours for completeness as per policy/procedure.

2.
Documents findings on Precision PCx Blood Glucose Meter Monitoring tool.

3.
Formulates in conjunction with the appropriate Associate Director, a monthly unit based compliance report and corrective action plan when necessary.

4.
Monthly, submits a summary of findings to the Department of Nursing Quality Assurance and Institute of Continuous Learning.

5.
These reports will be reviewed by the Glucometer Interdisciplinary work group and appropriate action taken documented.

______________________________________________________________________________
PROCEDURE FOR CERTIFICATION

______________________________________________________________________________

PURPOSE: Regulating Agencies requires that all staff designated to perform bedside blood glucose monitoring be certified and have competency validated.

PROCEDURE:

1.
Each nurse will be required to attend a program for Precision PCx Blood Glucose Meter training.

2.
At the end of the program participants must demonstrate competency in the use of Precision PCx Blood Glucose Meter. This according to established validation method criteria:
a.
Accurately completing Skills Checklist

b.
Demonstrating accuracy performing controls and test patient.

3.
Staff who does not demonstrate proficiency will not be allowed to perform bedside blood glucose testing.  Further training will then be scheduled until the certification process is completed.

_______________________________________________________________________________
PROCEDURE FOR RECERTIFICATION
_______________________________________________________________________________

PROCEDURE:

1.
Each certified operator must be knowledgeable of the instruction/ information that is posted on the inside of cover on each workstation.

2.
Each certified nurse must use their individual operator identification number and complete one (1) low control, one (1) high control, six (6) normal control tests and a test patient  performing this in patient mode and utilizing any control solution. This performance will be monitored by the Assistant Nursing director or designee. 

3. 
Upon completion of all steps, the meter will be downloaded by the Nursing designee for the P.O.C. coordinator review.

4.
Upon review the P.O.C. coordinator will update the computer QC Manager and will generate a master list with the recertification information and will distribute to each Assistant Nursing Director or designee. 

5.
If the operator still does not demonstrate competency on Precision PCx Blood Glucose Meter, remedial work will be needed and this will be done in collaboration with the Assistant Nursing director or designee and P.O.C. coordinator.

_______________________________________________________________________________
PROCEDURE FOR PROFICIENCY TESTING

_______________________________________________________________________________

PURPOSE: The Department of Pathology is responsible for implementing the QA Proficiency

                    Testing Program from the College of American Pathologists (CAP).

PROCEDURE:


1. Bedside Glucose Laboratory Coordinator will Quarterly, distributes proficiency testing

      samples to nursing staff randomly in designated locations. 

      Proficiency  specimens will be processed as patient specimens.

2. Nursing staff analyzes specimens in the proficiency testing mode.



3.
Department of Pathology mail Proficiency Testing results to the Accrediting Agency (CAP), and upon receipt, reviews and analyzes and compiles the data that consist of unit summary to the Department of Nursing Quality Assurance and to the Nursing Institute of continuous Learning for corrective action, when indicated.   

3. Corrective Action plan will be documented and implemented as necessary by the

      Department of Nursing 

_______________________________________________________________________________
PROCEDURE FOR LINEARITY CHECK

_______________________________________________________________________________

PURPOSE:  All meter must have linearity check done before installing on nursing station for patient use, and after servicing is done.

PROCEDURE:

1.
The Department of Pathology is responsible for the Linearity Check on each meter.

2.
Each meter will have at time of setting up, that includes a maximum of 4 replicates for 


5 preset values.

3.
Each Glucometer will have a strip linearity check done after meter configuration is set and every year thereafter.

4.
After a meter has been serviced or given maintenance, strip linearity must also be done.

5.
All linearity plot must be acceptable before meters are been used on patient testing.

_______________________________________________________________________________
PROCEDURE FOR QUALITY CONTROL MONITORING
_______________________________________________________________________________

PROCEDURE:
1.
Downloading of meters will be performed once per shift on each meter and when obtaining out of range result and as necessary on all meters.

2.
Downloading will be printed out and review of all meters and operators will be performed each month or as needed.

3.
A Unit-based QC form with indicators for all trend need monitoring, will be filled-in on all meters that are assigned location.

4.
A comprehensive Departmental form will be made-up, noting totals and percentages of all indicators monitored based on the Threshold for Compliance (100%).

5.
A copy of both Unit-based and Departmental forms will be sent to:

a.
Q.A. Nursing Coordinator

b.
Designated  Diabetes Clinical Nurse specialist 

c.
Director of Nursing
d.    Assistant Director of Nursing

e.    Nursing Educator and/or Designee
6.
Original Print-out, Unit-based and Departmental forms will be kept in Glucometer Encore QA+ office for future reference.

PROCEDURE FOR IMPLEMENTATION AND VALIDATION OF  PCx  INSTRUMENTS
PURPOSE: To ensure system performance quantifiably, assess potential for error, identify method-to method differences and to meet regulatory guidelines.  All instruments must be calibrated and checked for linearity, accuracy, precision and correlations done with reference methods before placing for patient testing

PROCEDURE:
1. PRECISION must be checked and all 3 levels of controls must be used (LOW, NORMAL and HIGH).  Ten (10) replicates measurements must be performed.

2. LINEARITY must be verified.  The five (5) levels of presets values must be run once on each instrument to be place for patient testing..

3. CORRELATION studies must be conducted, comparing results between the current reference instrumentation method used in the Chemistry Laboratory and the new PCx meter  to be implemented.  Also CORRELATION must be done between the two types of PCx meter when implementation of new instrumentation is considered.  Three (3) samples must be used.  This also must be done twice per year.

CRITERIA:
All studies must be summarized and analyzed.

Precision data will be noted as acceptable if the % coefficient of variation (CV) ≤6%

Linearity verification must meet the manufacturer’s standard, the slope ≃1.0 ∓ 0.05 and within 10% intercepts of the manufacture’s value.

Correlation studies will be acceptable if the measured result between instruments for each specimen is less than 10%.

Meter will only be placed for patient testing after meeting above requirements.
IV.
Sample Forms:
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