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EXERCISE 23

QUALITY IMPROVEMENT IMPLEMENTATION GUIDE
EXERCISE 23, UPDATED 12/2008

SUBJECT:  LABORATORY POLICY & PROCEDURE MANUAL
REFERENCES: Refer to Chapter 8 of the laboratory manual.  Refer to enclosure (1) for AIG, R151801Z SEP 08.
PURPOSE:  Laboratory testing plays an increasing role in health assessment and health care influencing approximately 70% of medical decisions (MMWR, 2005).  Many of these decisions are based upon CLIA-Waived point-of-care tests.  Providing quality laboratory results for which health care providers can confidently rely upon requires all personnel involved in specimen collection, processing, transport, testing, ordering and resulting to be cognizant of the standards and be deliberate in implementation.  The laboratory policy and procedure manual provides concise guidance to ensure proper performance and documentation of laboratory services as required by the Clinical Laboratory Improvement Amendments of 1988 (CLIA) and Accreditation Association for Ambulatory Health Care (AAAHC).  This manual provides specific procedures for performing each CG standardized laboratory test (see enclosure (1)) and for conducting appropriate interpretation of the results.  A procedure for performing the Clearview HIV 1/2 STAT-PAK test is also available when managing a post bloodborne exposure event.  This policy and procedure manual should be developed and maintained by the laboratory director assigned to the laboratory.

DISCUSSION:  Enclosure (2) provides a sample of a laboratory policy and procedure manual.  Sections include introduction, CLIA registration, laboratory services, operating procedures and reporting results, emergencies, procedures, quality control (QC), quality assurance (QA), and proficiency testing (PT), and references.  Several miscellaneous forms are available including PT investigation flowchart and documentation forms, QC forms, and the specific test procedures.  Using this sample in developing the manual will ensure that the manual meets clinic needs while covering required topics.  It will also ensure a standardized format among CG laboratory policy and procedure manuals.  Specific policies themselves will necessarily vary by clinic and may need a more extensive explanation than used in this sample.  CG clinics with laboratories maintaining a CLIA Certificate of Accreditation (moderate and high complexity) must develop additional policies and procedures to meet AAAHC and COLA accreditation standards.  The manual must be updated annually or more frequently if necessary.  Annual revisions shall be dated and signed on the cover page.

ACTION:  Clinics, satellite clinics and IDHS, afloat and ashore, performing laboratory testing are required to have a laboratory policy and procedure manual which will be updated at least annually.  Enclosure (2) may be used as a sample for the content of this document.  Include only the specific test procedures for which the laboratory performs.  This manual must be implemented prior to the deadline of 01 January 2009 for instituting the standardized laboratory tests.  Once completed, this manual must be stored in the laboratory and be readily accessible in the laboratory work area.

ENCLOSURE (1): AIG, R151801Z SEP 08
      

        (2): Sample Laboratory Policy & Procedure Manual
Subject: FW: STANDARDIZATION OF LABORATORY TESTING SUPPLIES, R 151801Z SEP 08 COMDT COGARD WASHINGTON DC//CG-112//

R 151801Z SEP 08 ZUI ASN-A00259000013 ZYB FM COMDT COGARD WASHINGTON DC//CG-112// TO AIG 4917 BT UNCLAS //N06740//

SUBJ: STANDARDIZATION OF LABORATORY TESTING SUPPLIES 1. THIS MESSAGE PROVIDES THE REQUIREMENTS FOR THE CLIA-WAIVED LABORATORY TESTS AND ASSOCIATED SUPPLIES THAT MAY BE USED BY COAST GUARD LABORATORY FACILITIES, INCLUDING SATELLITE CLINICS AND SICKBAYS, ASHORE AND AFLOAT.

2. IN A CONTINUOUS EFFORT TO IMPROVE QUALITY OF PATIENT CARE, STANDARDIZATION OF LABORATORY EQUIPMENT AND SUPPLIES IS NECESSARY.

3. EFFECTIVE 1 JANUARY 2009, ONLY THE FOLLOWING CLIA-WAIVED LABORATORY TEST SUPPLIES ARE AUTHORIZED:

      A. RAPID STREP A ANTIGEN: OSOM ULTRA STREP A TEST.

      B. URINE PREGNANCY: OSOM CARD PREGNANCY TEST.

      C. FECAL OCCULT BLOOD: BECKMAN COULTER HEMOCCULT SENSA.

      D. GLUCOSE MONITORING: LIFESCAN ONE TOUCH ULTRA GLUCOMETER.

      E. MONO: OSOM MONO TEST

      F. URINE REAGENT STRIPS: BAYER MULTISTIX 10SG (CURRENTLY 
AVAILABLE THROUGH THE PRIME VENDOR)

      G. SPUN MICROHEMATOCRITS: IRIS CRITSPIN 

4. FACILITIES PERFORMING ANY OF THE TESTS LISTED IN PARAGRAPH 3 SHALL ONLY PURCHASE AND USE THE SPECIFIC TESTS ABOVE. FACILITIES NOT CURRENTLY PERFORMING ANY OF THE LABORATORY TESTS LISTED ARE NOT REQUIRED TO BEGIN SUCH TESTING.

5. NO SPECIFIC DISTRIBUTOR IS MANDATED AS THE SOLE SOURCE FOR THESE SUPPLIES.

6. DURING COMPLIANCE SITE VISITS, MAINTENANCE AND LOGISTIC COMMANDS

(MLC) WILL SURVEY THE LABORATORY FOR THE APPROPRIATE TESTING SUPPLIES AND ENSURE DOCUMENTATION OF COMPLETED TRAINING FOR TESTING PERSONNEL IS ON FILE.

7. IAW REF A, IDHS SITES PERFORMING AT LEAST ONE (1) CLIA-WAIVED LABORATORY TEST MUST BE REGISTERED AS PART OF THE PRIMARY CLINICS CLIA CERTIFICATION NUMBER. A COPY OF THE PRIMARY CLINICS CLIA CERTIFICATE MUST BE POSTED IN A CONSPICUOUS LOCATION OF THE SICKBAY AND SATELLITE CLINIC WHERE LABORATORY TESTING IS CONDUCTED.

8. AS CLIA CERTIFICATES COME UP FOR RENEWAL, CLINIC ADMINISTRATORS WILL INDICATE THE APPROPRIATE TEST SUPPLIES ON THEIR APPLICATION.

9. QIIG 23, LABORATORY POLICY MANUAL, WILL BE UPDATED TO REFLECT THIS CHANGE.

10. POC FOR THIS POLICY AT MLCA(K) IS LT MIKE PARKER AT MICHAEL.PARKER@USCG.MIL, AT MLCP(K) IS CAPT THERESA WADE AT THERESA.WADE@USCG.MIL AND AT CG-1122 IS LCDR MICHAEL CLAY AT MICHAEL.C.CLAY@USCG.MIL.

11. INTERNET RELEASE AUTHORIZED.

12. CAPT MICHAEL J. BOQUARD, CHIEF, OFFICE OF HEALTH SERVICES, SENDS.
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CHAPTER 1: INTRODUCTION

A. Purpose.

This Manual is designed to provide clinical laboratories with current administrative and technical information required to ensure compliance with the Clinical Laboratory Improvement Amendments 1988 (CLIA).

CLIA Certification.  All laboratory personnel must meet Clinical Laboratory Improvement Amendments (CLIA) education and experience requirements.  The laboratory will maintain a separate Laboratory Personnel File to document qualifications and laboratory-related training.

Designation of Responsibility for Laboratory.  The laboratory director is responsible for the overall operation of this laboratory and all laboratory staff members’ competence.

Clinic Laboratory Director:  Clinics are to use this Manual to train new personnel in laboratory operations and as a source of information when the regular laboratory staff is unavailable.  Direct questions about this manual or laboratory policy to the laboratory director or the technical consultant at CG-1122.

	_________________________________
Laboratory Director
	_________________________________

Senior Laboratory Technician

	Telephone:  _______________________
	Telephone:  _______________________


B. Laboratory Department Functions.

The laboratory department performs these activities.

1. Orders, maintains, and stores all proper laboratory equipment and supplies in the clinic.

2. Maintains all records associated with laboratory test results.

3. Inspects all laboratory controls and reagents for expiration date.

4. Daily start-up and shut-down of automated laboratory equipment.

5. Properly collects and tests patients’ specimens.

6. Trains clinic staff in laboratory procedures.

7. Annually reviews laboratory Policy and Procedures Manual and updates with current information.

8. Performs laboratory quality control, quality assurance, and risk management activities to ensure accuracy and reliability of reported test results and customer (medical staff and patient) satisfaction.
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9. Enrolls laboratory with American Academy of Family Physicians (AAFP) and performs proficiency testing for each test performed in the laboratory.

C. Responsibilities

1. Laboratory Director/Clinical Consultant: Coast Guard laboratory directors also serve as their laboratory’s clinical consultant.

a. The laboratory director is responsible for the overall operation of this laboratory and the competency of its personnel.

b. The clinical consultant renders opinions on diagnosing, treating, and managing patient care and consults on the appropriateness of tests ordered and interpreting their results.

2. Technical Consultant:

a. Functions.  CG HQ provides laboratories with a technical consultant who oversees CG laboratory policy and quality assurance.  Clinics should contact this person with any questions on Clinical Laboratory Improvement Amendments of 1988 (CLIA), CLIA Certificates, quality control, proficiency testing, normal ranges, instrument calibrations, records maintenance, and other lab-related matters.

b. Contacting the Technical Consultant:

Name:  LCDR Michael Clay
Telephone:  (202) 475-5209
Fax:  (202) 475-5909

E-mail:  Michael.C.Clay@uscg.mil

c. Staff/On-Site Assistance Visits.  Contact the technical consultant to arrange on-site assistance in preparing for accreditation surveys and other valid purposes.

3. Testing Personnel.  All testing personnel, including medical officers, must have documented training for the laboratory test(s) they perform.  Laboratory Personnel Files will contain copies of their qualifications, including "A" or "C" School qualifications, in-house orientation; and periodic review; see Paragraph 7 below on Orientation and Competency Testing.

4. Laboratory Technician.  A Laboratory Technician should perform these duties.

a. Review and follow all these references, especially those containing laboratory procedures:
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(1) Clinical Laboratory Amendments of 1988 (42 CFR 405, et al.)

(2) Laboratory test procedures in Quality Improvement Implementation Guide (QIIG 23).

(3) Infection control procedures in the Medical Manual, COMDTINST M6000.1C (series), Chapter 13.

(4) Laboratory Safety Manual (QIIG 33).

(5) Managing Exposures (Bloodborne Pathogen Exposure Control), COMDTINST M6000.1C (series), Chapter 13.
b. Maintain laboratory cleanliness; clean all necessary equipment and counter spaces with appropriate disinfectant.

c. Perform all laboratory administrative duties; enter into CHCS all outside laboratory test orders, ensure MOs review all results via CHCS, and file the results in appropriate records.

d. Start-up and shut-down all laboratory equipment daily.

e. Act as a liaison with other laboratory facilities the clinic uses.

f. Inventory and order laboratory supplies weekly.

g. Perform daily and periodic quality controls and documents results.  At least monthly, submit for the laboratory director’s review all quality control data (QC Forms).

h. Participate in a CLIA-approved proficiency testing program (AAFP).  Proficiency testing is required for waived and Provider Performed Microscopies (PPM) laboratories.  PPM laboratories performing pinworm exams must enroll in proficiency testing for pinworms, e.g., a clinical microscopy proficiency survey.

i. Collect and test specimens as ordered.

j. Assume other duties the laboratory director deems necessary.

5. Health Services Technicians (HSs).  General duty health services technicians assigned to the laboratory shall:

a. Perform tasks the senior laboratory technician assigns.

b. Assume other duties the laboratory director deems necessary.

6. Personnel undergoing orientation perform these activities:
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a. Review and understand this manual’s contents.

b. Ask questions of laboratory personnel so the orientation is a beneficial learning experience.
7. Orientation and Testing Competence:  The laboratory director, technical consultant, and/or senior laboratory technician evaluate and document personnel performance as follows:

a. Orientation.  Before performing tests on patient samples, a staff member must complete an orientation with the senior laboratory technician.  Refer to the sample training form at the end of this chapter.  Review performance at 6 months and annually thereafter.

b. Testing Competence.  The laboratory director or senior laboratory technician will assure regular staff members’ competence by observation, performance of samples with known results or re-administering the Proficiency Test (PT) and comparing technicians’ results with PT reports.  Refer to the sample competency document at the end of this chapter.

c. Testing Occasional Laboratory Staff’s Competence.  After medical staff members complete laboratory orientation, ensure their competence by observing them perform quality control and samples with known results for each laboratory test procedure in which they have received training.  Document competence checks every 6 months for first year and annually thereafter. Refer to the sample competency document at the end of the chapter.   If the staff member fails to obtain the correct result, check first to see if the test material is still valid, correct any technical errors, and retrain as indicated.  Do not allow the technician to report laboratory results until he or she has successfully completed retraining.

d. Personnel are restricted to performing only those tests for which they have completed training and demonstrated an acceptable level of competence.
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	CLINICAL LABORATORY TRAINING

	
	Initials
	

	Technician:  _______________________________________
	Tech
	Trainer
	Date

	1.  Phlebotomy

	a) Patient Identification – Use 2 Identifiers
b) Ordering/Accessioning patient orders using PGUI/CHCS

c) Selecting proper tubes

d) Preparing phlebotomy site

e) Specimen collection

f) Special patient instructions, e.g., fasting

g) Processing specimens
	_____
_____
_____
_____
_____
_____

_____
	_____
_____
_____
_____
_____
_____

_____
	______
______
______
______
______
______

_____

	2.  Urines Examinations

	a) Performance and frequency of Quality Control 
b) Performing urine dip stick tests, Bayer Multistix 10SG

c) Urine cultures processing for reference laboratory
	_____
_____
_____
	_____
_____
_____
	_____
_____
_____

	3.  Screening Tests

	a) Urine Pregnancy (HCG), OSOM Card Pregnancy Test 

b) Urine Dipsticks, Bayer Multistix 10 SG

c) Rapid Strep Screen, OSOM Ultra Strep A Test

d) Occult Blood Test, Beckman Coulter Hemoccult SENSA

e) Mono, OSOM Mono Test

f) Hematocrit, Iris CritSpin

g) Whole Blood Glucose, Lifescan One Touch Ultra

h) HIV, Clearview HIV 1/2 STAT-PAK
	_____
_____
_____
_____
_____
_____

_____ _____
	_____
_____
_____
_____
_____
_____

_____ _____
	_____
_____
_____
_____
_____
_____

_____ _____

	4.  PGUI/CHCS

	a) Entering orders

b) Accessioning patient orders
c) Reporting results (including panic values)
d) Processing reference laboratory batches
	_____
_____
_____
_____
	_____
_____
_____
_____
	_____
_____
_____
_____

	5.  Reference Laboratory

	a) Faxing requests 
b) Processing results in CHCS using LIO
c) Shipping specimens 
d) Ordering supplies
	_____
_____
_____
_____
	_____
_____
_____
_____
	_____
_____
_____
_____

	6.  HIV/DNA

	a) Collecting specimens 
b) Completing forms 
c) Shipping specimens
	_____
_____
_____
	_____
_____
_____
	_____
_____
_____
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CLINICAL LABORATORY TRAINING (Continued) 
	7.  Administrative and Miscellaneous

	Proficiency testing 
CLIA registration and AAAHC surveys 
Ordering supplies for in-house testing 
Temperature monitoring
	_____
_____
_____
_____
	_____
_____
_____
_____
	_____
_____
_____
_____

	8.  Laboratory Safety

	Personnel Protective Equipment (PPE) 
Eye Wash 
Fire extinguisher 
Fire Blanket 
Electrical Safety 
Body fluid and chemical spill 
Biohazardous waste management/disposal
	_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____

	Notes



	INITIAL
	Tech.:____________________________

Trainer: ________________________________
	Date: __________

__________

	6 MONTH REVIEW

(Performed Once)
	Tech.:____________________________

Trainer: ________________________________
	Date: __________

__________

	ANNUAL REVIEW
	Tech.:____________________________

Trainer: ________________________________
	Date: __________

__________
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	CLIA PERSONNEL COMPETENCE DOCUMENTATION

	TECHNICIAN. _________________________
	EVALUATOR: _________________________

	Enter Date and Initial to Document Standards Evaluated and Found Acceptable.

	PROCEDURE
	STD 1
	STD 2
	STD 3
	STD 4
	STD 5
	STD 6

	Waived/ No Complexity

	DNA
	
	
	
	N/A
	N/A
	

	Fingerstick
	
	
	
	N/A
	N/A
	

	HIV, Clearview
	
	
	
	N/A
	N/A
	

	Mono Screen, OSOM
	
	
	
	
	N/A
	

	Occult Blood, Hemoccult SENSA
	
	
	
	N/A
	
	

	Rapid Strep Screen, OSOM Ultra Strep A
	
	
	
	N/A
	
	

	Reference Laboratory
	
	
	
	N/A
	N/A
	

	Spun HCT, Iris CritSpin
	
	
	
	
	
	

	Temp Recording
	
	
	
	
	N/A
	

	Urine Dip Stick Chemistry, Bayer Multistix 10SG
	
	
	
	N/A
	
	

	Urine Pregnancy, OSOM Card Pregnancy Test
	
	
	
	N/A
	
	

	Venipuncture
	
	
	
	N/A
	N/A
	

	Whole Blood Glucose, Lifescan One Touch Ultra
	
	
	
	
	
	

	Additional Test
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Std.
	Performance Standard Explanation

	1
	Performs test properly, including patient preparation, specimen collection, handling, and testing.

	2
	Documents results properly.

	3
	Reviews worksheet results, Quality Control evaluation, and preventive maintenance.

	4
	Performs instrument maintenance, calibration, and function checks properly.

	5
	Acceptable results on blind samples, proficiency test samples, or previously analyzed samples.

	6
	Acceptable level of problem skills.
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CHAPTER 2:  CLIA REGISTRATION
A. Clinical Laboratory Improvement Amendments of 1988

1. Discussion.  Congress enacted the Clinical Laboratory Improvement Amendments of 1988 (CLIA) to ensure the accuracy and quality of clinical laboratory results.  All clinical laboratories must adhere to CLIA guidelines and regulations for quality control, quality assurance, records maintenance, personnel standards, and proficiency test surveys.  Failure to do so can result in on-site monitoring, fines, and reducing or terminating services.  CG laboratories must be registered with the Centers for Medicare & Medicaid Services (CMS), the government agency overseeing CLIA compliance.  Waived tests have the lowest education, proficiency testing, and quality control requirements.  Requirements become more stringent in these factors as the complexity level increases.  Each laboratory’s testing menu is limited to tests authorized by CG-1122.

2. CLIA Certificates.  Each CG laboratory must be properly registered with CMS and maintain a current CLIA certificate, which is valid for 2 years.  Approximately 8 weeks before the certificate expires, CMS may mail a renewal form to the clinic.  On the form, the laboratory director or senior laboratory technician will document any changes in testing, volume, laboratory personnel, and associated satellite clinics, IDHS, or sickbays, and promptly return completed renewal form.  If the laboratory director or senior laboratory technician has any questions about completing the renewal form, contact the technical consultant.


NOTE:  All satellite clinics and IDHS, ashore and afloat, performing laboratory testing must be registered as part of the primary clinic’s CLIA Certificate of Waiver or apply and obtain one of their own.  The primary clinic will apply under the federal multiple site exception and list all laboratory sites in their AOR.
3. Changing Complexity Levels.  If the laboratory director is interested in changing the laboratory’s testing complexity level by either adding or deleting laboratory tests performed in-house, he or she must submit a memorandum requesting the change and provide accompanying justification for such change to technical consultant (CG-1122) for review and approval.
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CHAPTER 3: LABORATORY SERVICES
A. Normal Duty Hours

1. The clinic provides laboratory services during these hours:

Monday(Friday:  [Insert laboratory hours].

2. The clinic also provides special laboratory services by appointment during these hours.

Monday(Friday:  [List special services and appointment hours].
3. The laboratory is closed:

a. [Insert scheduled training hours] for in-service training.

b. Federal Holidays.

c. Weekends.

B. After-Hours Service

Normally, a laboratory will not perform tests after hours.  However, after successful laboratory orientation, the duty HS may perform those laboratory tests he or she is qualified to perform as indicated in training records.  The duty HS will perform any indicated quality control tests before testing patient samples.

C. Reference Laboratories

1. List all reference laboratories, including the name, CLIA certificate number, address, phone number, and procedures for picking up specimens and reporting results.  Keep a copy of each reference laboratory’s current CLIA certificate on file.  Accreditation surveyors will expect this information to be available during on-site surveys.  Also, the list will assist laboratory staff members in shipping specimens to the appropriate laboratory and list a phone number they can call for any laboratory-related questions.

2. Obtain and keep on file a copy of the reference laboratory’s testing handbook for additional information on available tests, required specimens, and reportable ranges.

D. Authorized Prescribers

These health care providers are authorized to order laboratory tests for eligible beneficiaries at this facility:

1. Uniformed Service physicians, dentists, nurse practitioners, and physician assistants.
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2. Civilian physicians, dentists, nurse practitioners, and physician assistants.

3. Health Services Technicians (from this facility only).

E. Ordering Laboratory Tests

      For sites that have access, all laboratory orders are to be entered into PGUI/CHCS.

F. Civilian Requests

1. Other Military or Civilian Requests.  Normally, laboratories will honor non-Coast Guard medical or dental officers’ requests for eligible beneficiaries under these circumstances: 

a. The clinic offers the test and it is available.

b. The clinic has sufficient budgeted resources.
Note: Patients enrolled in Tricare Prime Options are not eligible for ancillary services at Coast Guard Clinics.

c. When test results are available from civilian requests, laboratory personnel will notify the ordering provider by the most convenient means for the laboratory.  Three acceptable methods are outlined below.

(1) The laboratory will call the provider’s office and follow up with a written report.

(2) The laboratory will FAX the results to the provider’s office.

(3) The laboratory will mail the results using a traceable method (e.g., certified, DHL, UPS, etc.).

d. Laboratory will document that the results were sent to the requesting provider.

2. Beneficiary Priority: If the Chief, Health Services Division (Senior Health Services Officer), determines testing of dependent and retired beneficiaries would leave the laboratory unable to serve the needs of active duty members, he or she may reserve laboratory services for active duty members.
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CHAPTER 4.  OPERATING PROCEDURES AND REPORTING RESULTS

A. Morning Routine

1. Turn on all necessary laboratory equipment and perform any scheduled maintenance the manufacturer requires.

2. Record laboratory room temperature and temperature of all temperature-sensitive equipment, e.g., refrigerators, freezers, and incubators.  See Temperature QC Monitoring Chart in the Miscellaneous Forms Section.
3. Start and run daily controls on all automated equipment used daily.  Perform other scheduled QC.  Adjust as necessary and make log entries.

4. Check working supplies and restock if necessary.

5. Check printer (machine on line, paper, and results); separate results for distribution to prescriber.

6. Check laboratory reagents and supplies.

a. All laboratory reagents must be labeled for:

(1) Identity and strength;

(2) Cautionary and accessory information and;
(3) Preparation opening and expiration dates.

b. Do not use any laboratory reagent or material after its expiration date.  Check all venous blood collection tubes for expiration dates.  Dispose of all expired tubes.
c. Follow manufacturer's guidelines in using and storing all reagents and supplies.

B. Processing New Patients

1. Greet the patient and properly identify the patient utilizing two (2) identifiers (name, sponsor’s social security number, and/or date of birth) using CHCS/PGUI.  Locate (or enter order per paper order) the patient’s laboratory orders in CHCS/PGUI and accession the orders to create printed labels for the specimens to be collected.

2. Sanitize hands.
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3. Verify the patient’s fasting status or diet restrictions, as appropriate, and inquire if the patient has a latex sensitivity.  Select the appropriate gloves and tourniquet.

4. Remember, most patients have a fear of having blood drawn.  Reassure them by explaining what you are going to do and why.

5. Determine whether to perform the ordered test on-site or send it to a reference laboratory.  Note:  If the senior laboratory technician determines an on-site test system is malfunctioning, he or she will inform the requesting physician and send the specimen and request to the reference laboratory.

6. Assemble and prepare all necessary supplies and select appropriate tubes according to test requests.

a. Refer to the specific laboratory procedure or the reference laboratory manual for specimen collection requirements.

b. Phlebotomy collections shall be drawn per the guidelines set forth by the Clinical and Laboratory Standards Institute (CLSI).

c. If the patient is to collect his or her own specimens, explain the collection procedure and provide a labeled container and written collection instructions.

7. Position the patient.  Apply the tourniquet and select the venipuncture site and vein.

8. Put on gloves; wear mask and protective eyewear if mucous membrane contact with blood or body fluids is possible.

9. Cleanse the venipuncture site and allow to dry.

10. Perform the collection procedure.  Once blood flow begins, request the patient to open his/her hand.
11. Fill tubes using the correct order of draw.  Refer to Section C below.

12. Release and remove the tourniquet.

13. Place the gauze pad over the puncture site.

14. Remove the needle, activate any safety feature, and dispose of the device.

15. Apply pressure to the site, making sure bleeding has stopped, and then bandage the arm.
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16. Label the tubes and write your initials on the tubes.

17. Remove gloves and wash hands.

18. If no other patients are waiting, perform the test and document patient’s results and appropriate QC results on worksheet(s).  Transcribe the results into CHCS and verify results.  Only the laboratory technician conducting the test may enter and verify the results in CHCS.  If sending the test to an outside laboratory, prepare the specimen for transport.

19. Never get into a dispute with a patient.  Refer a dissatisfied patient to the clinic supervisor.

C. Hematoma

To prevent a hematoma when performing a venipuncture, the phlebotomist should:

· Make sure the needle fully penetrates the uppermost wall of the vein (partial penetration may allow blood to leak into the soft tissue surrounding the vein by way of the needle bevel).

· Remove the tourniquet before removing the needle.

· Use the major superficial veins.

· Hold the venous blood collection assembly still while collecting the specimen.

· Before bandaging, ensure that the puncture to the vein has sealed by observing for hematoma formation after pressure is released.

· Apply a small amount of pressure to the area with the gauze pad when bandaging the arm.

D. Hemolysis

To prevent hemolysis when performing a venipuncture, the phlebotomist should:

· After cleansing, allow the venipuncture site to air dry.

· Never draw blood through a hematoma.

· If using a syringe and needle, make sure the needle is fitted securely on a syringe to avoid frothing.
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· When using a syringe, avoid drawing the plunger back too forcefully.

· Gently invert the blood collection tube to mix additive specimens as recommended by the manufacturer.

E. Order of Draw

The following order of draw is recommended for both glass and plastic venous collection tubes when drawing multiple specimens for clinical laboratory testing during a single venipuncture.  Its purpose is to avoid possible test result error due to additive carryover.  All additive tubes should be filled to their stated volumes.

1. Blood culture tube

2. Coagulation tube (e.g., blue closure)*
3. Serum tube with or without clot activator, with or without gel (e.g., red closure)

4. Heparin tube with or without gel plasma separator (e.g., green closure)

5. EDTA tube with or without gel separator (e.g., lavender closure, pearl closure)

6. Glycolytic inhibitor (e.g., gray closure)

NOTE: Plastic or glass serum tubes containing clot activator may cause interference in coagulation testing.  Glass nonadditive serum tubes or plastic serum tubes without a clot activator may be drawn before the coagulation tube.

*NOTE: When using a winged blood collection set for venipuncture and a coagulation tube is the first tube needed, first draw a discard tube.  The discard tube must be used to prime the tubing of the collection set, which will assure maintenance of the proper anticoagulant/blood ratio in the first tube filled.  The discard tube should be a nonadditive or a coagulation tube, and need not be completely filled.
F. Processing Laboratory Results

1. Post-Test Procedure.  After performing a test follow the guidance below:

a. Unacceptable Specimen.  If specimen is unacceptable for testing, so note on the report and in CHCS.

b. Results Exceeding Reportable Range/Instrument Linearity.  Patient results which exceed this range (either high or low) must be reported as greater than or less than the reportable range maximum or minimum value.  Immediately notify the requesting health care provider.  Send sample to the reference laboratory for testing.  Verify all in-house testing results are within established reportable ranges.
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c. Critical Value Results.  When you receive a result in the critical value range (see below), repeat the test immediately.  
(1) If the second result matches, or is very close to, the first result, notify ordering provider immediately.  If the ordering provider is not available, contact the senior medical officer.  When notifying a provider verbally, request that the provider read-back to you the patient’s name, test name and result to confirm accurate delivery.  Document this notice as a comment in CHCS.  The laboratory must maintain a record of having notified the prescriber for at least two years.  Reference laboratories are responsible for alerting the provider of critical values per their respective critical value policy. 
(2) The following in-house critical values shall be reported to the ordering provider:

· Hematocrit


<30% or >60%
· Whole Blood Glucose

<60 mg/dL or >250 mg/dL

(3) If the second result does not match the first result, perform the test on a separate instrument, if available, and troubleshoot the instrument and perform QC to ensure proper performance.  If you require assistance, contact the technical services department of the manufacturer.

2. Reporting.  All laboratory test reports must contain the results, units of measure, normal ranges, reporting technician, date, time, and name and address of testing facility.  Contact reference laboratory or CG-1122 with problems with reference laboratories’ reporting procedures.

3. Patient Notification of Certain Laboratory Results.  The results of certain laboratory tests can significantly affect patient care and as part of good medical practice, medical personnel are obliged to notify the patient of the result per CIM 6000.1 (series), chapter 1.B.1.a.(1).(g).  The responsible medical or dental officer must notify a patient of laboratory test results which include but are not limited to: PAPs, mammograms, biopsies, pregnancy tests, and all tests that are abnormal or indicate a need to change or initiate treatment and/or duty status.  Health services technicians may not assume responsibility for notifying patients of test results.

4. Storing Laboratory Results:  In storing results laboratories will follow this schedule:
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	Type of Test
	Time

	General (Chemistry, Hematology, Immunology, Microbiology and Urine)
	2 years

	Immunohematology (Blood Bank)
	5 years

	Cytology and Histology
	10 years


a. CLIA does not require laboratories to store hard copies of general laboratory results from reference laboratories.

b. Retrieval of general laboratory results, e.g., routine chemistry, hematology, microbiology and urinalysis is performed using CHCS/PGUI.

c. File into the patient health record hard copies of original immunohematology, cytology, and histology reports not available for review in PGUI/CHCS.
d. Maintain all in-house testing QC and procedures for the same length of time as the results.
E. Correcting Laboratory Errors

Major causes of “laboratory error” can be related to nonanalytical factors, such as specimen collection, handling, and transport.  Nonbiological factors, such as patient misidentifications, and biological factors, such as patient posture and the time a specimen is drawn, all contribute to the total “laboratory error”.

If an error is detected in the reported laboratory result:

1. Immediately notify the requesting health care provider.  If he or she is not available, notify the Senior Medical Officer.

2. If a CG laboratory performed the test, correct the result in CHCS and issue a corrected report labeled “CORRECTED REPORT”.

3. A reference laboratory must correct its own report errors, sending a corrected report labeled “CORRECTED REPORT”.

4. The CG laboratory will keep both the original and corrected version(s) for the required storage period listed in paragraph 4.F.4.c. above.
F. Handling Mislabeled Specimens

A mislabeled specimen is defined as a specimen with no label, no name or incorrect name, or no date of birth or incorrect date of birth affixed to the specimen.


When a laboratory receives a specimen that is mislabeled, the requested lab work will be cancelled, except in rare cases where recollection of the specimen would place the patient in danger, and the specimen is reasonably identifiable.  The sample must be recollected and a new order submitted.
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If the error is identified after completion of testing, the CHCS help desk must be contacted to have the report removed or amended so that no results are viewable.  NOTE: Reports of mislabeled specimens shall not be entered into the health record under any circumstances.

An incident report must be completed.  Analyses shall be performed on incident reports to identify trends and opportunities for process improvement.

G. Daily Routine

1. Accession test orders in CHCS, perform tests, and record results on test worksheet and in CHCS.
2. Maintain daily temperature logs, test worksheets, and QC forms.

3. Dispose of all hazardous biological waste in accordance with state laws, local laws, and the Medical Manual, COMDTINST M6000.1C (series).

4. Keep laboratory clean throughout the day.  Use approved disinfectant.

5. Perform and document Quality Assurance (QA), Quality Control (QC), and Proficiency Testing (PT) as necessary.

F. General Safety Regulations

Note:  See the Medical Manual, COMDTINST M6000.1C (series), Chapter 13 and the Laboratory Safety Manual, Quality Improvement Implementation Guide (QIIG) 33, for more detailed information

1. All personnel working in the laboratory will take these precautions:

a. Wear gloves and a laboratory coat when handling specimens.

b. Wear masks and eyewear if bodily fluids might splatter.

c. Wash/sanitize hands before and after each patient.  Change gloves between patients.

d. Never pipette by mouth.

e. Never recap needles.

f. Follow infection control practices listed in CIM 6000.1C (series).

2. Decontaminate laboratory counters and equipment with an approved germicidal surface disinfectant as described in CIM 6000.1C (series).

3. Put all contaminated material, including gauze, in a biohazardous waste container and dispose of it as described in CIM 6000.1C (series).

4. Put all contaminated needles in a puncture-proof sharps container.

5. Immediately report all bloodborne pathogen exposures to your supervisor.

6. DO NOT store or consume food and drinks in the laboratory testing or phlebotomy areas.
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G. End of Workday Routine

1. Make sure all areas are clean.

2. Turn off equipment if appropriate.

3. Clean and secure all other laboratory equipment.

4. Finish filing, if necessary.
5. Make sure duty section is aware of any problems in the laboratory.

6. Send specimens to contract laboratory, if necessary.
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CHAPTER 5.  EMERGENCIES
A. Managing Syncope (Fainting)

The procedure for dealing with a patient who has fainted or is unexpectedly nonresponsive is as follows:

1. Notify the designated first-aid trained personnel.

2. Where practical, lay the patient flat and elevate legs.  If the patient is sitting, lower his/her head and arms.

3. Loosen tight clothing.

4. The use of ammonia inhalants may be associated with adverse effects and is not recommended.

B. Managing Other Medical Emergencies

1. If two HS technicians are present, one summons help while the other attends to the patient.

2. If one HS technician is present, he or she gently lowers the patient to the floor, summons help, and returns to the patient.

C. Fire (Refer to QIIG 33)
1. Evacuate patients from the laboratory to the designated safe area outside the clinic.

2. Follow clinic fire and safety procedures.

a. The laboratory must have a fire extinguisher in good working condition and/or a fire blanket in the laboratory or within 50 feet of it.

b. Laboratory staff members must undergo documented training in using fire extinguishers and/or fire blankets, either as part of laboratory orientation or as in-service training.  Many fire departments are willing to provide this training on request.

D. Chemical Spills (Refer to QIIG 33)
1. Notify all laboratory personnel and the supervisor immediately.
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2. Clean up the spill and/or treat affected skin according to the specific Material Safety Data Sheet (MSDS) for that chemical or hazardous substance.  If you are not sure what to do, ask the supervisor or a physician before proceeding.
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CHAPTER 6.  PROCEDURES
A. Approved Procedures and Associated Manufacturer:

This list includes the approved CLIA-waived and Provider-Performed Microscopy (PPM) tests.  For standardization, only the specific manufacturer test and control kits listed below may be purchased for testing.  Perform only tests appropriate for your clinic’s testing level.  Consult CG-1122 for direction.

1. Waived tests.

(1) Rapid Strep A Antigen: 
Osom Ultra Strep A Test
(2) Urine Pregnancy: 

Osom Card Pregnancy Test
(3) Fecal Occult Blood: 

Beckman Coulter Hemoccult SENSA
(4) Mononucleosis

Osom Mono Test

(5) Glucose Monitoring: 

Lifescan One Touch Ultra
(6) Spun HCT: 


Iris CritSpin with Digital Reader
(7) Urine Reagent Strips: 

Bayer Multistix 10SG
2. Controls
(1) Urine Pregnancy: 

Bio-Rad qUAntify Control Levels 1 & 2

(2) Spun HCT: 


Bio-Rad Meter Trax Control Level High
(3) Urine Reagent Strips:

Bio-Rad qUAntify Control Levels 1 & 2

3. Waived with PPMs.

(1) Can be performed by physicians, dentists, physician assistants, and nurse practitioners

(2) Urine sediment

(3) Wet mounts

(4) KOH preps

(5) Pinworm exams

(6) Fecal leukocyte

(7) Nasal smear

(8) Qualitative semen analysis

4. Information:  For more information, log on to http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/analyteswaived.cfm.  For updated menu or complexity levels for specific tests refer to this web site or contact the technical consultant in CG-1122.
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B. Modifications:

For changes in test methodology, e.g., Hybritech Icon instead of Quidel QuickVue to screen for Strep, the clinic must place date discontinued on previous procedure, remove and store for 2 years, place date implemented and medical directors signature on new procedure.  Changes in test methodology must be approved by CG-1122.
C. Using Package Inserts:
Laboratories may use product package inserts only when changes to the current test procedure outdates the procedures provided in the manual.  Contact the technical consultant (CG-1122) if a change occurs.  The procedure in the manual must be modified to accurately reflect the new procedure.  In the interim, the laboratory director may review the package insert as if it were a procedure and if he or she approves the procedure, sign the package insert, indicate the implementation date, and put the package insert in the laboratory procedures manual.  Any time the manufacturer modifies the package insert, the laboratory director shall follow the same steps in adopting the new package insert.  The senior laboratory technician shall remove the outdated procedure from the manual, put a discontinued date on the outdated version, and keep it on file for at least two years.

D. Procedural Format:

Using the procedural format provided with the test procedures in this manual, prepare a procedural document for all tests for which CG-1122 has not provided.  This format is based on Clinical Laboratory and Standards Institute (CLSI) recommendations, modified to meet CLIA requirements.  Using the Coast Guard-wide standard format will provide continuity and familiarity for all using the tests.
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CHAPTER 7.  QUALITY CONTROL (QC), QUALITY ASSURANCE (QA), AND PROFICIENCY TESTING (PT)

A. Purpose of QC.

Performing QC testing procedures provides assurance that the test performs as expected and alerts the user when problems occur.  QC testing is designed to detect problems that might arise because of operator error, reagent or test kit deterioration, instrument malfunction, or improper environmental conditions.  Refer to each procedure’s QC section for details on individual tests’ QC requirements.  The laboratory must document patient testing, instrument maintenance, and QC results in logs retained for at least 2 years.

B. QC Requirements for All Laboratories.

	Kit Type
	Example
	Procedure

	Quality control: kits with positive and negative internal controls
	Occult blood
	Document on test worksheet the performance of internal controls with each patient test result.

	Quality control: kits without positive and negative internal controls
	Pregnancy kits with only a procedural control
	If the test only has one built-in procedural control, run a positive and negative external control each time a new kit is opened or as directed by manufacturer insert.  Document the external control’s performance.  When testing patients, document on test worksheet the performance of internal control with each patient test result.

	Quality control: kits without any internal controls
	Monospot tests with agglutination as an end point
	Run a positive and negative control with each batch of patient specimens.

	Glucose meters
	Whole blood glucose and other waived chemistry analyzers
	At least 2 levels of QC each day of testing.

	Urines (Dipstick)
	Bayer Multistix 10 SG
	Perform 2 levels each day of patient testing and each time a new bottle of strips is opened.
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C. General Guidelines

1. Follow all manufacturers' instructions.

2. Run control specimens in the same manner as patient specimens.

3. Testing personnel will document QC testing results, investigate results that do not fall within established ranges, take corrective actions, and document corrective action taken when they identify problems or errors.

4. Laboratory personnel shall ensure appropriate QC materials are available for each test and meet expiration dates.

5. Each day the laboratory is used, document temperatures of refrigerators, freezers, incubators, room air, and temperature-dependent equipment.
6. Determine acceptable temperature ranges from manufacturers' specifications.

7. Only NIST traceable thermometers are authorized for use.  Maintain thermometer certificate(s) in a file for easy retrieval.
8. If a temperature does not comply with the acceptable range, take and document corrective action.

9. Patient testing is suspended if quality control is not acceptable.

10. Review all QC at least monthly.  The laboratory director must review and sign QC results monthly.
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General QC Remedial Actions

· Are observed control values acceptable?  See individual procedures.

	NO
	YES
	(
	Report patient results (if consistent with clinical exam and history).

	(
	
	
	


· Are controls, reagents, calibrators, and/or kits expired?

	NO
	YES
	(
	Retest with acceptable materials.

	(
	
	
	


· Rerun controls.  Are they now acceptable?

	NO
	YES
	(
	Report patient results.

	(
	
	
	


· Run new control with same lot number.  Are they now acceptable?

	NO
	YES
	(
	Report patient results.

	(
	
	
	


· Run new control with different lot number.  Are they now acceptable?

	NO
	YES
	(
	Report patient results.

	(
	
	
	


· Calibrate and/or perform maintenance.  Are control results now acceptable?

	NO
	YES
	(
	Rerun patient sample and report results.

	(
	
	
	


· Rerun controls.  Are control results now acceptable?

	NO
	YES
	(
	Rerun patient sample and report results.

	(
	
	
	


· Call for technical assistance.

	(


· Notify provider and store or send out patient specimens, as provider requires.

DOCUMENT ALL ACTIONS!
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D. Quality Assurance.

1. Each clinic laboratory performing CLIA PPM testing will maintain a Quality Assurance (QA) program as a component of its clinic QA program and the Coast Guard Health Services Quality Improvement Program described in the Medical Manual, COMDTINST M.6000.1C (series).

2. The laboratory must review its QA program annually.  The laboratory director will sign the laboratory policy and procedures manual to indicate having performed this annual review.

3. The clinic Quality Improvement Focus Group must include laboratory representation.  The QIFG minutes or an attachment must note laboratory problems, findings, corrective actions, and follow-up.

4. QA documentation must be maintained for at least three years before discarding.  These documents are confidential quality assurance documents created to improve patient care services and are protected under 14 USC 645.

5. The laboratory director establishes these goals for the Clinic Laboratory QA program:

a. Evaluate written policies’ and procedures’ effectiveness.

b. Provide CG-1122 technical consultant of all proposed changes.

c. Identify problems and apply corrective action.  Provide CG-1122 technical consultant of identified problems and actions.
d. Ensure technicians obtain accurate, reliable test results and promptly report them to prescribers.

e. Ensure laboratory personnel are adequately trained and evaluate their performance after six months and annually thereafter.

f. Evaluate, at least monthly, one of the suggested internal QA items on the following chart.
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	Area Evaluated
	Internal QA

	Patient Test Management
	Are specimens collected according to written policy (correct specimen, properly labeled, complete patient information)?

Is specimen integrity maintained through the collection/testing process?

Does the physician promptly receive the results?

	Quality Control and Instrumentation
	Are controls run following written policies and procedures?

Does the laboratory HS investigate and document the cause of failure of cal/QC testing?  Are corrective actions taken before testing is resumed?  Delay patient results until the calibration/QC problem has been resolved or the results come back from the reference laboratory.  Never release patient results when the calibration/QC fails.

Are manufacturer's instructions for operating instrument(s) strictly followed?

Are the manufacturer's recommended maintenance schedules followed?

Are all QC and Instrumentation checks recorded and kept as QA records?

	Proficiency Testing (PT)
	Is the laboratory enrolled in a CLIA-approved PT program?

Does the laboratory director document review of PT results?

Is the cause of failure of PT testing investigated and documented, and are corrective actions taken before testing is resumed?

Is all PT documentation kept as QA records?

	Comparing Test Results
	Does the laboratory verify the accuracy of backup methods by comparison analysis with the primary method?

Are results of reference laboratory testing occasionally compared with the results of in-house testing?

	Personnel Assessment
	Are all personnel qualified for their position in the laboratory?

Does laboratory document orientation, 6-month, and annual review of personnel competence?  Is documentation current for all laboratory personnel?

Do laboratory personnel have opportunities for continuing education?  Are these sessions documented?

	Communications
	Are significant breakdowns in communication documented and corrective measures taken to prevent recurrence?

Does the laboratory director review these documents?

	Laboratory Errors
	Are laboratory errors documented and corrective measures taken to prevent recurrence?

Does the laboratory director review laboratory errors and corrective measures?

	Complaints
	Are complaints about the laboratory documented and corrective measures taken to prevent recurrence?

Does the laboratory director review complaints and corrective measures?

	Reference Laboratory(s) Rejection Rate
	Fewer than 2% rejected.
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E. Proficiency Testing (PT)

1. Scope.  Laboratory directors, as indicated by the CLIA Certificate, are accountable for the competency of laboratory testing personnel and the quality assurance of laboratory results for all sites for which they are responsible.  All ashore Coast Guard clinical laboratories (ashore sickbays and clinics) are required to enroll in a CLIA-approved proficiency testing (PT) program.  Laboratory sites performing only the rapid HIV 1/2 are not required to enroll in a PT program.  While CLIA does not require waived and PPM (not performing pinworm exams) laboratories to perform proficiency testing, PT represents an excellent quality assurance tool to monitor laboratory staff competence and ensure accuracy of laboratory results.  Unsuccessful PT performance may result in laboratory sanctions and need for additional training.
2. PT Provider.  
a. The CG-1122 technical consultant highly recommends American Academy of Family Physicians (AAFP) for proficiency testing purposes.  AAFP can be reached at 1-800-274-7911.  The enrollment year runs from January through December.  Contact AAFP annually in September to request the upcoming calendar year’s enrollment information.  Coast Guard clinics utilize AFC-57 funds to pay for PT program fees.  Be sure to identify your laboratory as a CG clinic; AAFP will apply a volume discount to your account.  
b. Clinics with IDHS sites performing laboratory testing may submit a Procurement Request (PR) with an AFC-57 accounting string.  NOTE:  Follow all procurement rules and regulations.

c. Once registered for a PT program, notify the CG-1122 technical consultant of your facility name(s) and PT program ID #.
3. Testing Duplication.  Analyze PT samples in the same manner as patient samples.  A statement to this effect should accompany all PT results.

4. Inter-Laboratory Contact.  Communicating with other laboratories about PT results before submitting them is prohibited.

5. Unsatisfactory Performance Criteria.

a. Obtaining an overall score of less than 80% for a testing event in all specialties.
b. Failure to submit PT results.

c. Failing two consecutive testing events or two out of three consecutive testing events.
d. Unsuccessful performance requires the laboratory to suspend for 6 months patient testing for that analyte or test.  The laboratory director should contact the technical consultant at CG-1122 in the event of unsuccessful PT performance.
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e. To reinstate patient testing for a suspended analyte or test, the laboratory must have satisfactory performance in two consecutive PT events and written approval from CG-1122.

6. Laboratory Review.  The laboratory director and technical consultant will review graded PT results; the technical consultant will interpret and comment on the clinic’s performance by e-mail.

7. Resolving Unsatisfactory PT.  The laboratory technician and laboratory director must investigate unsatisfactory PT results and act to prevent future failures.  Together, they should review the types of systemic anomalies listed immediately below.  Use the PT Investigation Flowchart to assist you in your investigation.  After determining the cause of error, they should take remedial action to prevent the failure from recurring, document their findings, and send a copy to the technical consultant within two weeks.

a. Clerical errors in transposition, incorrect information, omitted numbers, misplaced decimal points or incorrect methodology designation.

b. Technical problems, such as incorrect pippetting, calculation errors, mishandled specimens, instrument malfunctions, and random error.

c. Although rare, bad PT samples.  Repeat analysis will confirm bad samples.  If the results do not agree with the evaluation, the laboratory director should report these findings to the PT provider.
8. Documentation.  This PT testing documentation should be available in the laboratory and maintained for at least two years.  Note:  Following a CLIA-approved PT program and maintaining all documentation so generated will satisfy these requirements:

a. Date received and specimen’s condition.

b. How specimen is prepared and processed.

c. How results are reported.

d. Statement of testing signed by laboratory director and testing personnel.

e. Review of graded PT results.
f. Documentation of remedial actions taken as a result of PT failure.

F. Suggestions for Successful Proficiency Testing

1. Before Testing
a. On receiving PT samples in the laboratory, note their date and condition.  Also note the submission deadline and schedule testing accordingly.

b. Make sure all ordered tests were delivered.

c. Check for special handling instructions, e.g., “Store at room temperature”.
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d. Notify PT provider immediately if the shipment contains a discrepancy.

e. Read instructions carefully.  Reread them.

f. Pay strict attention to details.  Often tests have time requirements, special ways to reconstitute, and specific temperatures for diluents.

g. Make sure scheduled quality control results are acceptable and the instruments are working well.
h. For photomicrographs (photographic slides of clinical microscopy specimens):

(1) Read the patient history carefully.  This information contains clues for your response.

(2) Some form of projection may be required.

(3) Identify only the object noted, usually with an arrow.  Other objects in the slide may help you with the ID.

(4) The supplier will provide a list of possible answers.  Make sure to match the slide with the proper list of answers and patient information.

(5) Reviewing these photomicrographs with the entire laboratory staff is an excellent QA activity.

2. After Testing.

a. Document all test results on test worksheets as you would with patient specimens, properly identifying the sample.  Once all PT samples have been tested, submit results electronically into your PT program (e.g. AAFP) account.  Be sure to correctly specify which instrument or method was used.

b. Keep the original instruction sheet, test results, and instrument printouts for two years; see paragraph 7.E.8 above about documentation.
c. Photocopy the completed report form and file all the information for a particular PT event together.  The PT provider may supply a 3-ringed binder for this purpose.

d. Submit the completed report according to the provider’s instructions BEFORE the submission deadline.

3. Reviewing PT Results.  When a laboratory receives the evaluation of its PT results, the laboratory director should take these actions:

a. Review the results immediately with the senior laboratory technician.

b. Review the consultant’s evaluation of the results.

c. If all results are acceptable, the laboratory director signs the evaluation and the laboratory technician files the report with the other PT information.
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CHAPTER 8: REFERENCES
Below are the references used to draft this document:
1. Clinical Laboratory Improvement Amendments of 1988 (CLIA ’88), Public Health Service Act, Section 353, Part 493.
2. Good Laboratory Practices for Waived Testing Sites, Morbidity and Mortality Weekly Report (MMWR), November 11, 2005, Vol. 54, No. RR-13.
3. Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard – Sixth Edition, Clinical and Laboratory Standards Institute (CLSI), document H3 – A6.
4. Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens; Approved Standard – Sixth Edition, CLSI, document H04 – A6.
5. Procedure Manual Toolkit, computer application based on CLSI document, GP2 – A5, Laboratory Documents: Developing and Control; Approved Guideline – Fifth Edition.
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PT Investigation Flowchart
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	INVESTIGATION OF FAILED PROFICIENCY TESTING (PT)

	PT Supplier: ______________________________
	ID Number: _______________________

	Dates Tested: __________
	Evaluation Received: __________________________________

	Set  _________________________
	Analyte: ______________
	Specimen: ____________

	Instrument: ___________________
	Account #: ____________
	Tech:  ________________

	Test Kit:  _____________________
	Lot No.:  ______________
	Expiration:  ____________

	Results

	Acceptable: ___________________________
	Obtained:  ____________________________

	Has there been a problem with this analyte before?

If yes, is a copy of previous report attached? If not, explain:


	Yes
No

· (
· (

	Problem(s) (Include results of retested specimen if applicable):



	Remedial action(s) taken to prevent problem from recurring:



	Investigator: ____________  
Date:_________
	Laboratory Director  ___________ 
Date: _________
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Temperature QC Monitoring Chart



                             Daily Temperature Recordings

If temperature reading exceeds the acceptable limits please notify:                                                     Phone:



Equipment Description:_____________________________

Acceptable Temp. Range:  High ______ Low ________
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LEVEL 1

MULTISTIX

Lot #/Exp:

Glucose (Neg)

Bilirubin (Neg)

Ketone (Neg)

SG (1.015 - ≥1.030)

Blood (Neg)

pH (5.0 - 6.5)

Protein (Neg)

Urobilinogen (0.2 - 1.0)

Nitrite (Neg)

Leukocytes (Neg)

hCG (Neg)

Lot #/Exp:

Internal QC √

LEVEL 2

MULTISTIX

Glucose (Trace - ≥1000)

Bilirubin (Small - Large)

Ketone (Trace - ≥80)

SG (≤1.005 - ≥1.020)

Blood (Mod - Large)

pH (6.5 - 8.0)

Protein (30 - ≥300)

Urobilinogen (1 - ≥8)

Nitrite (Pos)

Leukocytes (Trace - Mod)

hCG (Pos)

Internal QC √

INITIALS

Bio-Rad qUAntify Controls Levels 1 & 2             Month/Year:_____________                                Test Method:  □ Visual   □ Clinitek 50, STATUS

Level 1 Lot #/Exp. Date:_______________  Level 2 Lot #/Exp. Date:_______________                     () = Expected Range
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LifeScan (               )

Lot #/Exp:

CritSpin

 Lot #/Exp:

Reading #1

Reading #2

% Difference (≤1%)

Rapid Strep A

 Lot #/Exp:

Positive QC (Pos)

 Lot #/Exp:

Negative QC (Neg)

 Lot #/Exp:

Internal QC √

Clearview HIV

 Lot #/Exp:

Positive QC (Pos)

 Lot #/Exp:

Negative QC (Neg)

 Lot #/Exp:

Internal QC √

Osom Mono

 Lot #/Exp:

Positive QC (Pos)

 Lot #/Exp:

Negative QC (Neg)

 Lot #/Exp:

INITIALS

                                                                                     Immunoassay Kit External QC                                                      Month/Year:_____________

() = Expected Range, write in range for LifeScan Control Solution


	APPROVED PROCEDURES & ASSOCIATED MANUFACTURER FOR COAST GUARD LABORATORIES

	Waived Tests & QC
	Waived with PPMs

	1. Rapid Strep A Antigen: Osom Ultra Strep A
2. Urine Pregnancy: Osom Card Pregnancy Test
      QC: Bio-Rad qUAntify Control Levels 1 & 2
3. Fecal Occult Blood: Beckman Coulter Hemoccult SENSA
4. Glucose Monitoring: Lifescan One Touch Ultra
5. Spun HCT: Iris CritSpin w/ Digital Reader
      QC: Bio-Rad Meter Trax High Control
6. Urine Reagent Strips: Bayer Multistix 10SG
        QC: Bio-Rad qUAntify Control Levels 1 & 2
7. Mono: Osom Mono Test
8. HIV: Clearview HIV 1/2 STAT-PAK
	1. Urine sediment

2. Wet mounts

3. KOH preps

4. Pinworm exams

5. Fecal leukocyte

6. Nasal smear
7. Post vasectomy semen analysis (qualitative)


SOURCE:  http://www.cms.hhs.gov/CLIA/10_Categorization_of_Tests.asp 
Note:  For updated menu or complexity levels for specific tests refer to this web site or contact the technical consultant in CG-1122.

	Bayer Multistix 10 SG Test Procedure



	Purpose
	This procedure provides instructions to test for protein, blood, leukocytes, nitrite, glucose, ketone (acetoacetic acid), pH, specific gravity, bilirubin and urobilinogen.  The strips are intended for use in at-risk patient groups to assist in diagnosis in the following areas: kidney function, urinary tract infections, carbohydrate metabolism and liver function.  The strips also measure physical characteristics, including acid-base balance and urine concentration.

	Materials
	Reagents
	Supplies
	Equipment

	
	Bio-Rad qUAntify control levels 1 & 2 (negative & positive)
	· Bayer Multistix 10 SG Reagent Strips

· Color chart comparison table affixed to reagent strip bottle.

· QC Log Sheet


	· Timer

· The CLINITEK STATUS and CLINITEK 50 are CLIA waived and may be used to read the Bayer Reagent Strips. (Optional)



	Sample
	Collect freshly-voided urine in a clean container and test it as soon as possible.  The container should allow for complete dipping of all reagent strip areas.  A first-morning specimen is preferred but random collections are acceptable.  Test the urine within two hours after voiding, sooner if testing for bilirubin or urobilinogen.  If unable to test with the recommended time, refrigerate the specimen immediately and let it return to room temperature before testing.  Work areas and specimen containers should always be free of detergents and other contaminating substances.

	Special safety precautions
	When visually read, this test requires color differentiation and, therefore, must not be interpreted by individuals with color deficiency (blindness).

	
	

	Quality control


	Perform QC each day of patient testing and each time a new bottle is opened.

Procedure:
1. Before sampling, allow the control to reach room temperature (18 to 25ºC) and invert the bottle several times to ensure homogeneity.

2. Remove the dropper tip cap.

3. Holding the Bayer Reagent Strip in one hand, invert the control bottle and apply control material directly across each pad by gently squeezing the bottle.

4. Remove excess control by tilting the dipstick on its edge and blotting on an absorbent towel.

a. If reading visually, start timer and follow procedural step 4.a below.

b. If using a CLINITEK instrument, follow procedural step 4.b below.

5. Wipe the tip of the control bottle, recap, and return to appropriate storage conditions.

6. Record results on the QC log sheet and ensure results are within the specified ranges.

NOTE: If results are not within the specified ranges, patient results must not be reported.

	Continued on next page



	Procedure:


	Follow the activities in the table below to properly perform urine testing using the Bayer Multistix 10 SG reagent strips.



	
	Step
	Action
	

	
	1
	· Collect a fresh urine specimen in a clean, dry container.

· Mix well just before testing.

· Remove one strip from the bottle.

· Replace the cap.


	

	
	2
	· Dip all the test pads of the strip into the urine.

· Immediately remove the strip.

· If reading the strip visually, start timing.


	

	
	3
	· Drag the edge of the strip against the container rim to remove excess urine.

	

	
	4.a
	If reading visually:

· Compare each test pad to the corresponding row of color blocks on the bottle label.

· Read each pad at the time shown on the label, starting with the shortest time.

· Hold the strip close to the color blocks and match carefully.

· Read the pads in good light.


	

	
	4.b
	If using a CLINITEK instrument, carefully follow the directions given in the appropriate instrument operating manual.  The instrument will automatically read each test pad at an appropriately specified time.


	

	
	5
	Document all results on a worksheet.


	

	 RESULTS
	With visual use, results are obtained in clinically meaningful units directly from the Color Chart comparison.

With CLINITEK instruments, the test pads are “read” by the instrument and the results are displayed or printed as soon as they are available.


	Continued on next page



	Method performance specifications


	1. PROTEIN:

Sensitivity: 15 – 30 mg/dL albumin

Performance characteristics: The protein test pad is not specific for a particular protein, and proteins other than albumin can cause a positive response.  The test is less sensitive to mucoproteins and globulins, which are generally detected at levels of 60 mg/dL or higher.

Limitations: A visibly bloody urine may cause falsely elevated results.

2. BLOOD:

Sensitivity: 0.015 – 0.062 mg/dL hemoglobin

Performance characteristics: The appearance of green spots on the reacted test pad indicates the presence of intact erythrocytes, while green color across the entire test pad indicates free hemoglobin.  The test is equally sensitive to myoglobin as hemoglobin.  This test complements the microscopic examination; a hemoglobin concentration of 0.015 – 0.062 mg/dL is approximately equivalent to 5 – 20 red blood cells per microliter.

Limitations: Capoten (captopril) may reduce the sensitivity.  Certain oxidizing contaminants, such as hypochlorite, may produce false positive results.  Microbial peroxidase associated with urinary tract infection may cause a false positive reaction.

3. LEUKOCYTES:

Sensitivity: 5 – 15 white blood cells/hpf in clinical urine

Performance characteristics: Leukocyte esterase is a reliable indicator of leukocytes in urine.  A positive reaction (Small or greater) at less than the 2 minute reading may be regarded as a positive indication of leukocytes in urine.

Limitations: Elevated glucose concentrations (≥3 g/dL) may cause decreased test results.  The presence of cephalexin (Keflex), cephalothin (Keflin), or high concentrations of oxalic acid may also cause decreased test results.  Tetracycline may cause decreased reactivity, and high levels of the drug may cause a false negative reaction.  Positive results may occasionally be due to contamination of the specimen by vaginal discharge.

4. NITRITE:

Sensitivity: 0.06 – 0.1 mg/dL nitrite ion

Performance characteristics: The test is specific for nitrite and will not react with any other substance normally excreted in urine.  Nitrite concentration during infection increases with the length o time the urine specimen is retained in the bladder prior to collection.  A minimum of four hours of bladder incubation significantly increases the likelihood of obtaining a positive result.

Limitations: Pink spots or pink edges should not be interpreted as a positive result.  A negative result does not rule out significant bacteriuria.  False negative results may occur with shortened bladder incubation of the urine, absence of dietary nitrate, or the presence of nonreductive pathological microbes.



	Continued on next page



	Method performance specifications

continued
	5. GLUCOSE:

Sensitivity: 75 – 125 mg/dL glucose

Performance characteristics: The test is specific for glucose; no substance excreted in urine other than glucose is known to give a positive result.  This may be used to determine whether the reducing substance found in urine is glucose.  If the color appears somewhat mottled at the higher glucose concentrations, match the darkest color to the color blocks.

Limitations: Ketone bodies reduce the sensitivity of the test; moderately high ketone levels (40 mg/dL) may cause false negatives for specimens containing small amounts of glucose (75 – 125 mg/dL) but the combination of such ketone levels and low glucose levels is metabolically improbable in screening.

6. KETONE:

Sensitivity: 5 – 10 mg/dL acetoacetic acid

Performance characteristics: The test reacts with acetoacetic acid in urine.  It does not react with acetone or β-hydroxybutyric acid.

Limitations: False Trace results may occur with highly pigmented urine specimens or those containing large amounts of levodopa metabolites.  Compounds such as mesna (2-mercaptoethane sulfonic acid) that contain sulfhydryl groups may cause false positive results or an atypical color reaction.

7. pH

Performance characteristics: The pH test area measures pH values from 5 – 8.5 visually and 5 – 9 instrumentally, generally to within one unit of the expected result.  pH readings are not affected by variations in the urinary buffer concentration.

Limitations: Bacterial growth by certain organisms in a specimen may cause a marked alkaline shift (pH > 8.0), usually because of urea conversion to ammonia.

8. SPECIFIC GRAVITY:

Performance characteristics: This test permits determination of urine specific gravity between 1.000 and 1.030.  In general, it correlates within 0.005 with values obtained with the refractive index method.  For increased accuracy, 0.005 may be added to readings from urines with pH ≥ 6.5.  Strips read instrumentally are automatically adjusted for pH by the instrument.  The Bayer SG test is not affected by the presence of radio-paque dyes as are the refractive index, urinometer, and osmolality methods.

Limitations: The Bayer SG test is dependent on ions in urine and results may differ from those obtained with other specific gravity methods when certain nonionic urine constituents, such as glucose, are present.  Highly buffered alkaline urines may cause low readings, while the presence of moderate quantities of protein (100 – 750 mg/dL) may cause elevated readings.

 

	Continued on next page



	Method performance specifications

continued
	9. BILIRUBIN:

Sensitivity: 0.4 – 0.8 mg/dL bilirubin

Performance characteristics: The test is specific for bilirubin and will not react with any other substance normally excreted in urine.

Limitations: Indican (indoxyl sulfate) can produce a yellow-orange to red color response that may interfere with the interpretations of a negative or positive reading.  Metabolites of Lodine (etodolac) may cause false positive or atypical results.  Atypical colors (colors that are unlike the negative or positive color blocks shown on the Color chart) may indicate that bilirubin-derived bile pigments are present in the urine sample and may be masking the bilirubin reaction.  These colors may indicate bile pigment abnormalities.

10. UROBILINOGEN

Performance characteristics: This test area will detect urobilinogen in concentrations as low as 0.2 mg/dL (0.2 EU/dL) in urine.  The absence of urobilinogen in the specimen cannot be determined.

Limitations: The test pad may react with interfering substances known to react with Ehrlich’s reagent, such as ρ-aminosalicylic acid and sulfonamides.  Atypical color reactions may be obtained in the presence of high concentrations of ρ-aminobenzoic acid.  False negative results may be obtained if formalin is present.  Strip reactivitiy increases with temperature; the optimum temperature is 22º- 26ºC (72º - 79ºF).  the test is not a reliable method for the detection of porphobilinogen.



	
	

	Result reporting
	· Document on a worksheet the result of each test pad reaction

· Enter results into CHCS.

	
	

	Reference
	Package insert from Bayer Multistix 10 SG Reagent Strips.


	Beckman Coulter Hemoccult SENSA Test Procedure



	Purpose
	This procedure provides instructions for the rapid, convenient, and qualitative detection of fecal occult blood which may be indicative of gastrointestinal disease.  It is not a test for colorectal cancer or any other specific diseases.


	Materials
	Reagents
	Supplies
	Equipment

	
	· Hemoccult SENSA Developer
	· Hemoccult SENSA Slides

· Applicator sticks

· Patient envelope with patient sample collection instructions

· Mailing pouch for returning completed slides


	None

	Sample
	The Hemoccult SENSA requires only a small fecal specimen.  The specimen is applied to the guaiac paper of the Hemoccult SENSA slide as a THIN SMEAR using the applicator stick provided.

Hemoccult SENSA Slides are best developed no sooner than 3 days after sample application.  This allows any fruit and vegetable peroxidases present in the sample to degrade.  Slides containing samples may be stored up to 14 days at room temperature before developing.

Patients should be instructed to return the slides to the laboratory immediately after preparing the last test in the mailing pouches provided.

Fecal specimens should be collected from bowel movements over three days.  To increase the probability of detecting occult blood, separate samples should be taken from two different sections of each fecal specimen.



	Special safety precautions


	· Because this test is visually read and requires color differentiation, it must not be interpreted by individuals with blue color deficiency (blindness)

· Patient specimens, and all materials that come in contact with them, should be handled as potentially infectious and disposed of using proper precautions.

· Developer: Protect from heat and keep tightly capped.  It is flammable and subject to evaporation.  Developer is an irritant.  DO NOT USE IN EYES.  AVOID CONTACT WITH SKIN.  Should contact occur, rinse promptly with water and consult a physician.



	
	

	Continued on next page



	Quality control


	The function and stability of the slides and developer can be tested using the on-slide Performance Monitor® feature.  The positive (+) and negative (-) Performance Monitor® areas are located under the sample area on the developing side of the slides.

The positive Performance Monitor® area contains a hemoglobin-derived catalyst which will turn blue within 10 seconds after applying developer.  The negative Performance Monitor® area contains no such catalyst and should not turn blue after applying developer.

The Performance Monitor® feature provides assurance that the guaiac paper and developer are functional.  In the unlikely event that the Performance Monitor® areas do not react as expected after applying developer, the test results should be regarded as invalid.  Should this occur, contact the Technical Marketing Department at 800-877-6242 for assistance.



	Procedure:


	Follow the activities in the table below to properly perform fecal occult blood screening using the Beckman Coulter Hemoccult SENSA test kit.

IMPORTANT NOTE: Follow the procedure exactly as outlined.  Always develop the test, read the results, interpret them, and decide whether the fecal specimen is positive or negative for occult blood BEFORE developing the Performance Monitor® feature.  Do not apply developer to the Performance Monitor® areas before interpreting test results.  Any blue originating from the positive Performance Monitor® area should be ignored when reading the sample test results.



	
	Step
	Action
	

	
	1
	Identification
If your facility generates specimen labels, you may affix these labels to the specimen card(s) or,

using a ballpoint pen, write patient name, date of birth, date of         collection, and physician name on front of slide in space provided.


	

	
	2
	Developing the Test
· Slides are best developed no sooner than three days after sample application to allow for degradation of any fruit and vegetable peroxidases that may be present in the fecal sample.  However, if immediate testing is required, wait 3 to 5 minutes before developing.

· Open back of slide and apply two drops of Hemoccult SENSA Developer to guaiac paper directly over each smear.

· Read results within 60 seconds.  Any trace of blue on or at the edge of the smear is positive for occult blood.


	

	Continued on next page



	
	3
	Developing the Performance Monitor® Feature (Quality Control)
· The Performance Monitor® areas must be developed on every slide.

· Apply one drop of Hemoccult SENSA Developer between the positive and negative Performance Monitor® areas.

· Read results within 10 seconds.  If the slide and developer are functional, a blue color will appear in the positive Performance Monitor® area and no blue will appear in the negative Performance Monitor® area.


	


	Interpretation/

Results/Alert values


	Neither the intensity nor the shade of the blue from the Positive Performance Monitor® area should be used as a reference for the appearance of positive test results.

Any blue originating from the positive Performance Monitor® area should be ignored when reading the sample test results.



	Method performance specifications


	At 0.3 mg Hb / g feces, the Hemoccult SENSA gave positive test results about 75% of the time.  A 10mL or greater daily blood loss gave positive test results >99%.

Specificity: 96.5%

    When patients comply with the restricted diet, specificity = 99%.



	
	

	Result reporting
	· Document on a worksheet the result of the test (positive, negative, invalid)

· Document that the internal QC functioned properly

· Enter result into CHCS.

	
	

	References
	Package insert from Beckman Coulter Hemoccult SENSA Test.


	Clearview HIV 1/2 STAT-PAK Procedure



	Purpose
	This procedure provides instructions for the qualitative detection of antibodies to Human Immunodeficiency Virus Type 1 and Type 2 in fingerstick whole blood.


	Materials
	Reagents
	Supplies
	Equipment

	
	· HIV Running Buffer

· HIV 1 Reactive Control

· HIV 2 Reactive Control

· Nonreactive Control


	· STAT-PAK Individually Pouched Test Devices

· Disposable 5µL Sample Loops

· Retractable Automated Skin Puncture Devices

· Gauze


	· Workstation

· Timer

	Sample
	Test fresh capillary whole blood sample only.

Procedure:
1. Cleanse the site and allow it dry.

2. Remove the device from its packaging.

3. If the device has a shield or trigger lock, remove/release the feature according to the manufacturer’s recommendations.

4. Hold the device firmly between the fingers following the manufacturer’s instructions.

5. Hold the patient’s finger firmly to prevent sudden movement (Choose puncture site per instructions below).

6. Position the device on the patient’s skin, and notify the patient of the imminent puncture.

7. Activate the release mechanism.

8. Remove the device from the skin and discard it into an appropriate sharps container.

9. Wipe away the first drop with gauze.  Avoid squeezing the fingertip to accelerate bleeding as this may dilute the blood with excess tissue fluid.

10. Collect the sample from the second drop touching the disposable Sample Loop provided to the drop of blood until the Sample Loop is full.

11. Test immediately, following the Procedure Instructions below.

Finger site selection:

The puncture must be on the palmar surface of the distal segment of the middle or ring finger.  Avoid the side or tip of the finger, as the tissue there is about half as thick as the tissue in the center of the finger.  The puncture should occur across the fingerprints, not parallel to them.



	Continued on next page



	Special safety precautions


	· Handle the specimens and materials contacting specimens as if capable of transmitting infection.

· If Desiccant Packet is missing, DO NOT USE, discard test device, and a new test device should be used.

· Do not use any test device if the pouch has been perforated.

· Each test device is for single use only.

· Do not use the reagents beyond the expiration date printed on the pouch.  Always check expiration date prior to testing.



	
	

	Quality control


	Run the Kit Controls under the following circumstances:
· Each new operator prior to performing tests on patient specimens,

· When opening a new test Kit lot,

· Whenever a new shipment of test Kits is received,

· If the temperature of the test storage area falls outside of 8 to 30ºC (46 to 86ºF),

· If the temperature of the testing area falls outside of 18 to 30ºC (64 to 86ºF)

Procedure:
1. Open a Control Vial containing the Control Reagent.

2. Remove the Clearview HIV 1/2 STAT-PAK Test Device from its pouch and place it on a flat surface (It is not necessary to remove the desiccant from the pouch).

3. Label the Test Device with Control Reagent name or identification number.

4. Touch the 5 µL Sample Loop provided to the Control Reagent, allowing the opening of the Sample Loop to fill with liquid.  Used separate and unused specimen Sample Loops for each Control Reagent.  Note: The Control Reagents are clear to straw-colored.  Do not use if the Control Reagent appears visually cloudy or discolored.

5. Holding the Sample Loop vertically, touch it to the sample pad in the center of the SAMPLE (S) well of the Test Device to dispense ~5 µL of Control Reagent onto the sample pad.

6. Invert the Running Buffer bottle and hold it vertically (not at an angle) over the sample well.  Add 3 drops (~105 µL) of Buffer slowly, dropwise, into the SAMPLE (S) well.

7. Read the Test Result between 15 and 20 minutes after the addition of the Running Buffer.  In some cases a test line may appear in less than 15 minutes however, 15 minutes are needed to report a Nonreactive Test Result.  Read Test Results in a well-lit area.  Do not read Test Results after 20 minutes.
8. Discard the used Sample Loop, Test Device and any other test materials into a biohazard waste container.

9. Reseal the Control Regent Vials and store them in their original container at 2 to 8ºC (36 to 46ºF).



	Continued on next page



	Quality control

continued
	Built-in Control Feature
The control line serves as a built-in internal control and gives confirmation of sample addition and proper test performance.  A pink/purple line will appear in the CONTROL area if the test has been performed correctly and the Device is working properly (Please see section: Interpretation).



	Procedure:


	Follow the activities in the table below to properly perform HIV 1/2 antibodies screening on fresh capillary whole blood using the Clearview HIV 1/2 STAT-PAK test kit.



	
	Step
	Action
	

	
	1
	Remove the Clearview HIV 1/2 STAT-PAK test device from its pouch and place it on a flat surface (It is not necessary to remove the desiccant from the pouch).  Note:  If Desiccant Packet is missing, DO NOT USE, discard test device and a new test device should be used.


	

	
	2
	Label the test device with patient name or ID number.


	

	
	3
	Touch the 5 µL sample loop provided to the specimen, allowing the opening of the loop to fill with the liquid.

	

	
	4
	Holding the sample loop vertically, touch it to the sample pad in the center of the SAMPLE (S) well of the device to dispense ~5 µL of whole blood onto the sample pad.

	

	
	5
	Invert the Running Buffer bottle and hold it vertically (not at an angle) over the sample well.  Add 3 drops (~105 µL) of buffer slowly, dropwise, into the SAMPLE (S) well.


	

	
	6
	Read the Test Result between 15 and 20 minutes after the addition of the Running Buffer.  Reactive Test Results (See Interpretation section) may be observed and read earlier than 15 minutes after starting the test.  Do not read results after 20 minutes.

	

	Continued on next page




	Interpretation/

Results/Alert values


	NONREACTIVE
One pink/purple line in the CONTROL (C) area, with no line in the TEST (T) area indicates a NONREACTIVE Test Result.  A NONREACTIVE Test Result means that HIV-1 and HIV-2 antibodies were not detected in the specimen.  The Test Result is interpreted as NEGATIVE for HIV-1 and HIV-2 antibodies.  However, this does not exclude possible infection with HIV.

REACTIVE
Two pink/purple lines, one in the TEST (T) area and one in the CONTROL (C) area indicate a REACTIVE Test result.  The line in the TEST (T) area may look different from the line in the CONTROL (C) area.  Intensities of the Test and Control Lines may vary.  Test Result with visible lines in both TEST (T) and CONTROL (C) areas, regardless of intensity, is considered REACTIVE.  A Reactive Test Result means that HIV-1 and/or HIV-2 antibodies have been detected in the specimen.  The Test Result is interpreted as Preliminary POSITIVE for HIV-1 and/or HIV-2 antibodies.

INVALID
A pink/purple line should always appear in the CONTROL (C) area, whether or not a line appears in the TEST (T) area.  If there is no distinct pink/purple line visible in the CONTROL (C) area, then the test is INVALID.

Any line that appears outside of Control (C) Area or Test (T) Area is an INVALID test.  An INVALID test cannot be interpreted.  It is recommended that the INVALID test be repeated with a new device.



	Method performance specifications


	Sensitivity

     HIV 1 = 99.7% (95% confidence interval (CI), 98.9 – 100%)

     HIV 2 = 100% (95% confidence interval (CI), 98.2 – 100%)

Specificity = 99.9%

	
	

	Result reporting
	· Document on a worksheet the result of the test (positive, negative, invalid)

· Document that the internal QC (red line) functioned properly

· Enter result into CHCS.

	
	

	Reference
	Package insert from Clearview HIV 1/2 STAT-PAK

Package insert from Clearview HIV 1/2 HIV Rapid test Control Pack


	Iris CritSpin Hematocrit Procedure



	Purpose
	This procedure provides instructions for the quantitative determination of whole blood hematocrits (Hct).


	Materials
	Reagents
	Supplies
	Equipment

	
	Bio-Rad Meter Trax High Control
	· Capillary tubes, plastic, Product Number HP8H

· Sealing compound

· Gauze or lint-free wipes


	· Iris CritSpin Hematocrit Centrifuge with Digital Reader

	Sample
	Using a plastic, heparinized tube, collect a capillary blood sample.

For venous samples, use untreated capillary tubes only.



	Special safety precautions


	Follow all instructions provided in Iris CritSpin Operator’s Manual for unpacking, installation, overview of symbols, maintenance, and general operating procedures.

	
	

	Quality control


	To verify the adequacy of cell packing, on a daily basis, use the Bio-Rad Meter Trax High Control.

Procedure:

1. Warm vial to room temperature (18 to 25ºC) for 30 minutes.  This is important!
2. Hold vial upright and roll the vial slowly between the palms several times.

3. Gently invert vial and roll between the palms for 2 to 3 minutes.

4. Inspect vial contents to ensure that the cells have been uniformly distributed.

5. Repeat steps 2 – 4 if uniform distribution is not observed.

       NOTE:  If this product is not uniformly mixed, the dilution of the vials may be altered,        

       affecting recovery of values.

6. Aspirate sample and wipe any residual material from vial threads and cap with a lint-free wipe.

7. After each use, promptly replace cap and return to refrigerator.

8. Process sample starting at step 2 of the patient sample procedure on page 2.

9. Record result. Spin tube a second time.  Read tube on digital reader.

10. Record second reading.  The difference between the initial reading and the second reading should be 1 percent or less.



	Continued on next page



	Procedure:


	Follow the activities in the table below to properly perform a test for hematocrit using whole blood on the Iris CritSpin Hematocrit Centrifuge and Digital Reader.



	
	Step
	Action
	

	
	1a
	Capillary (“fingerstick”) blood – prepare a skin site and lance.  Use a plastic, heparinized tube, Product Number HP8H.


	

	
	1b
	Venous blood – take well-mixed anticoagulated blood from a vacuum blood collection tube.  Use plastic, untreated tubes, Product Number HP8U.


	

	
	2
	Hold the micro-capillary tube by the end with the color-coded band.  (See Figures, page 10 of Operator’s Manual)


	

	
	3
	Fill to the color-coded band.  Remove sample and tilt the banded end downward until the blood moves half-way between the band and the end of the tube.


	

	
	4
	Hold the tube in a horizontal position and push the dry (banded) end of the tube fully into the vertically held sealing compound.  Twist and remove.


	

	
	5
	Using a laboratory tissue, wipe off any blood that is forced from the other end.


	

	
	6
	Put the tube, sealed end towards the outer rim, in any of the twelve positions on the Hematocrit Rotor, RH12.  This rotor need not be balanced.  Screw cover in place.


	

	
	7
	Holding the rotor by the black “cover knob”, attach the rotor to the rotor-holder.

IMPORTANT: Always hold hematocrit rotor by the black knob on the rotor cover, when pressing it firmly in a downward motion onto the rotor-holder and when removing the rotor from the centrifuge.  Pressing on the outer edges of the Hematocrit Rotor, RH12, may result in damage to the rotor.


	

	
	8
	Centrifuge the Hematocrit Rotor


	

	Continued on next page



	
	9
	After the rotor stops, remove the rotor.  To read hematocrit, place the rotor into the middle of the illuminated, digital reader.  Follow directions printed on the reader.


	


	Interpretation/

Results/Alert values


	The difference between the initial QC reading and the second QC reading should be 1 percent or less.  If not, do not report patient results until issue is resolved.

	
	

	Result reporting
	· Document on a worksheet the hematocrit result (in % format).

· Enter result into CHCS.

· Document initial reading, second reading, and percent difference on a QC Log Sheet.

	
	

	References
	CritSpin Hematocrit Centrifuge Operator’s Manual

Package insert from Bio-Rad Meter Trax High Control


	OneTouch Ultra Blood Glucose Procedure



	Purpose
	This procedure provides instructions for the quantitative determination of whole blood glucose.  It should not be used for the diagnosis of diabetes or for testing newborns.


	Materials
	Reagents
	Supplies
	Equipment

	
	OneTouch Ultra Control Solution
	· OneTouch Ultra Test Strips

· Retractable Automated Skin Puncture Devices

· Gauze


	· OneTouch Ultra Meter

· Owner’s Booklet

· Carrying Case

· QC Log Sheet

· Test Worksheet



	Sample
	Test fresh capillary whole blood sample only.

Procedure:
12. Cleanse the site and allow it dry.

13. Remove the device from its packaging.

14. If the device has a shield or trigger lock, remove/release the feature according to the manufacturer’s recommendations.

15. Hold the device firmly between the fingers following the manufacturer’s instructions.

16. Hold the patient’s heel or finger firmly to prevent sudden movement (Choose puncture site per instructions below).

17. Position the device on the patient’s skin, and notify the patient of the imminent puncture.

18. Activate the release mechanism.

19. Remove the device from the skin and discard it into an appropriate sharps container.

20. Wipe away the first drop with gauze.  Avoid squeezing the fingertip to accelerate bleeding as this may dilute the blood with excess tissue fluid.

      Heel site selection (for infants less than one year old):
Punctures to the lateral or medial plantar surface of the heel are generally performed.  When puncturing an infant’s heel, the site must be on the plantar surface medial to a line drawn posteriorly from the middle of the great toe to the heel, or lateral to a line drawn posteriorly from between the fourth and fifth toes to the heel.

Finger site selection (for adults and children over one year old):

The puncture must be on the palmar surface of the distal segment of the middle or ring finger.  Avoid the side or tip of the finger, as the tissue there is about half as thick as the tissue in the center of the finger.  The puncture should occur across the fingerprints, not parallel to them.
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	Special safety precautions


	Refer to the OneTouch Ultra Blood Glucose Monitoring Owner’s Booklet for setup, general operating procedures, and troubleshooting.

Do Not apply control solution to the skin or eyes as it may cause irritation.



	
	

	Quality control


	To ensure the meter and test strips are working properly, run the control solution weekly.

Perform a control solution test:

· To practice the test process instead of using blood (orientation/training)

· Each time you open a new vial of test strips

· When you suspect that the meter or test strips are not working properly

· If you have had repeated unexpected blood glucose test results

· After dropping the meter

Before you begin:

· Use only OneTouch Ultra Control Solution.

· Check the expiration date on the control solution vial.  Record the discard date (date opened plus three months) on the vial label.  Do Not use after expiration or discard date, whichever comes first.

· Control solution, meter, and test strips should be at room temperature (68-77ºF/20-25ºC) before testing with control solution (see Specifications section on page 60 for blood testing temperature ranges).

· Shake the vial, discard the first drop of control solution, and wipe off the tip to ensre a good sample and an accurate result.

· Store control solution tightly closed at temperatures below 86ºF (30ºC).  Do Not refrigerate.

Procedure:

1. Insert a test strip, contact bars end first and facing up, into the test port.  Push it all the way in until it will go no further.  The meter will turn on and the display check will appear briefly.  Then the code number will appear, followed by the blood drop symbol and mg/dL.  Be sure the meter and test strip codes match.  If they do not, code the meter correctly.  (See pages 1-12.)
2. Press and release the “C” button so ctl appears on the display.
3. Touch and hold a drop of control solution where the narrow channel meets he TOP EDGE of the test strip.  The control solution will be drawn into the narrow channel.  When the confirmation window is full, the meter will count down from 5 to 1.  The control solution test result will appear on the display.  ctl appear above your result.
4. Compare control solution result to the range printed on the TEST STRIP VIAL.  If the results are not within the control range printed on the test strip vial, the meter and strips may not be working properly.  Repeat the control solution test.
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	Quality control

continued
	Control solution out-of-range results may be due to:

· Incorrect unit of measure
· Error in performing the test
· Failure to shake the control solution vial well
· Improper meter coding
· Test strip deterioration
· Meter malfunction
· Failure to discard the first drop of control solution and wipe the dispenser tip clean
· Expired or contaminated control solution
· The meter, test strips, or control solution are too warm or too cold


	Procedure:


	Follow the activities in the table below to properly perform a test for glucose on capillary whole blood using the LifeScan One Touch Ultra.



	
	Step
	Action
	

	
	1
	Insert Test Strip.
Insert a test strip, contact bars end first and facing up, into the test port.  Push it in until it will go no further.  The meter will turn on and the display check will appear briefly.  Then the code number will appear, followed by the blood drop symbol with mg/dL.  Check to make sure the code number on the meter display matches the code number on the test strip vial.

Always confirm that the unit of measure is mg/dL when you test a patient’s blood glucose level.
WARNING: If mg/dL does not appear with the blood drop symbol, call LifeScan Customer Service at 1 800 227-8862.
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	2
	Apply Sample.
Obtain a round drop of blood using a retractable automated puncture device per the instructions in the Sample Section above.

The blood sample must be at least 1µL in volume to fill the confirmation window.

When the blood drop symbol appears on the display, touch and hold the drop of blood to the narrow channel in the top edge of the test strip.

· Do Not apply sample to the front or back of the test strip.
· Do Not push your finger against the test strip.
· Do Not apply a smeared sample.
Hold the blood drop to the top edge of the test strip until the confirmation window is full before the meter begins to count down.  If the confirmation window does not fill completely before the meter beings to count down, Do Not add more blood to the test strip; discard the test strip and retest. 

Note: If you do not apply a blood sample within two minutes after the blood drop symbol appears, the meter will turn itself off.  You must remove the test strip and insert it back into the meter to restart the test procedure.


	

	
	3
	Accurate Results in Just 5 Seconds.
The blood glucose test result will appear after the meter counts down from 5 to 1.  Blood glucose test results are automatically sotred in the meter memory.  Turn the meter off by removing the test strip.  Dispose of used test strip into an appropriate biohazardous container.


	


	Interpretation/

Results/Alert values


	· Dehydration:

       Severe dehydration resulting from excessive water loss may cause false low results.

· Repeated unexpected results:

       If you continue to get unexpected results, check your system with control solution.

· Hematocrit:

       A hematocrit that is either very high or very low can cause false results.
· Reportable Range:
      The meter has a reportable range, 20 – 600 mg/dL.

	
	

	Result reporting
	· Document on a worksheet the glucose result (in mg/dL format).
· Report LO results as <20 mg/dL & HI results as >600 mg/dL.
· Enter result into CHCS.

· Document control solution result on a QC Log Sheet.

	
	

	References
	LifeScan OneTouch Ultra Owner’s Booklet

Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens; Approved Standard – Sixth Edition. CLSI document H04-A6.


	OSOM Card Pregnancy Test Procedure



	Purpose
	This procedure provides instructions for the qualitative detection of human chorionic gonadotropin (hCG) in urine as an aid in the early determination of pregnancy.


	Materials
	Reagents
	Supplies
	Equipment

	
	Bio-Rad qUAntify control levels 1 & 2 (negative & positive)


	· Individual OSOM Card Pregnancy Test Device

· QC Log Sheet
	Timer

	Sample
	Urine specimens are to be collected in a clean, dry, plastic container.  For early determination of pregnancy, the first morning specimen of urine is recommended since it usually contains the highest concentration of hCG.  Urine specimens may be stored at room temperature for up to 8 hours, or refrigerated for up to 72 hours.

	Special safety precautions
	None

	
	

	Quality control


	Both Negative and Positive QC must be run with each new lot and with each new untrained operator.

	Procedure:


	Follow the activities in the table below to properly perform hCG screening on a urine specimen using the OSOM Card Pregnancy test kit.



	
	Step
	Action
	

	
	1
	Patient specimens and control material must be brought to room temperature prior to testing.


	

	
	2
	Remove the Test Device and the pipette from the pouch.  Place the Device on a flat surface.


	

	
	3
	Label the Device with patient information (last four, accession #, etc.)


	

	
	4
	Squeeze the bulb of the pipette and insert the barrel into the patient sample.  Release the bulb and draw up enough sample to fill the barrel to the line indicated on the pipette.  Do not overfill.

For controls, dispense 3 drops of control reagent into the sample well.
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	5
	Expel the entire contents of the barrel (135 uL) into the sample well of the Test Device.  No drop counting required.


	

	
	6
	Start the timer for 3 minutes.


	

	
	7
	Discard the pipette in a suitable biohazardous waste container.


	

	
	8
	Read results at 3 minutes.

Results are invalid after the stated read time.  The use of a timer is required.


	

	
	9
	Record all patient results on a worksheet and enter into CHCS.

Record all QC results on the QC Log Sheet.  If QC does not produce the expected results, patient results must not be reported.


	


	Interpretation/

Results/Alert values


	Positive: Two separate black or gray bands – one at “T: Test” and the other at “C: Control” – are visible in the results window, indicating that the specimen contains detectable levels of hCG.  While the intensity of the test band may vary with different specimens, the appearance of 2 distinct bands should be interpreted s a positive result.

Negative: If no band at “T” and a black or gray band is visible at the “C: Control” position the test can be considered negative, indicating that a detectable level of hCG is not present.

Invalid: If no band appears at the “C: Control” position, the test is invalid.  The test is also invalid if incomplete or beaded bands appear at either the “T: Test” or “C: Control.”  The test should be repeated using another Test Device.

Note: The test is valid if the control line appears by the stated read time regardless of whether the sample has migrated all the way to the end of the sample window.



	Method performance specifications


	The expected sensitivity of urine samples at a read time of 3 minutes is 20 mIU/mL.

	
	

	Result reporting
	· Document on a worksheet the result of the test (positive, negative, invalid)

· Document that the internal QC (red line) functioned properly

· Enter result into CHCS.

	
	

	References
	Package insert from Osom Card Pregnancy Test

Package insert from Bio-Rad qUAntify Control Levels 1 and 2 


	OSOM Mono Test Procedure



	Purpose
	This procedure provides instructions for the qualitative detection of infectious mononucleosis heterophile antibodies in whole blood as an aid in the diagnosis of infectious mononucleosis.


	Materials
	Reagents
	Supplies
	Equipment

	
	· Diluent (contains buffer with 0.2% sodium azide)

· Mono Positive Control

· Mono Negative Control
	· Test Sticks

· Test Tubes

· Transfer Pipettes

· Capillary Tubes with 1 Capillary Bulb

· EDTA or heparin tube


	· Timer

· Workstation

	Sample
	Whole Blood Sample: Collect whole blood samples using a tube containing EDTA or heparin as an anticoagulant.  Test whole blood specimens within 24 hours.  Specimens must be at room temperature.

Fingertip Whole Blood: Hold the capillary tube horizontally while collecting the sample.  Touch the end of the capillary tube to the drop of blood on the patient’s finger.  Fill the capillary tube completely.  Place the small end of the black bulb onto the capillary tube.  Place your fingertip over the opening in the bulb.  Squeeze the bulb to dispense the whole blood sample into the test tube.

NOTE: Use whole blood samples only.  Serum and plasma samples are not authorized.


	Special safety precautions


	· The Diluent and Controls contain sodium azide which may react with lead or copper plumbing to form potentially explosive metal azide.  Large quantities of water must be used to flush discarded Diluent or Controls down a sink.

· The Capillary Bulb contains dry natural rubber.

· Do not interchange or mix components from different lots.
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	Quality control


	External QC: Use the controls provided in the kit.  Add one free falling drop of control to the Test Tube and then proceed in the same manner as with a patient sample.  Both Negative and Positive QC must be run with each new lot and with each new untrained operator.

Internal QC: The OSOM Mono Test provides two levels of internal procedural controls with each test procedure.

· The red Control Line is an internal positive procedural control.  The Test Stick must absorb the proper amount of test material and be working properly for the red Control Line to appear.

· A clear background is an internal negative procedural control.  If the test has been performed correctly and the Test Stick is working properly, the background will clear to give a discernable result.

If the red Control Line does not appear, the test may be invalid.  If the background does not clear and interferes with the test result, the test may be invalid.  Call Genzyme Diagnostics Technical Services if you experience either of these problems.



	Procedure:


	Follow the activities in the table below to properly perform infectious mononucleosis screening on either a whole blood tube collection or a capillary specimen using the OSOM Mono test kit.



	
	Step
	Action
	

	
	1
	Addition of specimen.

For whole blood samples in tubes: Use the Transfer Pipette provided and add one drop to the Test Tube.

For fingertip blood: After filling a capillary tube end to end, dispense all of the blood into the Test Tube.


	

	
	2
	Slowly add 1 drop of Diluent to the bottom of the Test Tube.

Mix.


	

	
	3
	Remove the Test Stick from the container.

Recap the container immediately.

Place the Absorbent End of the Test Stick into the treated sample.

Leave the Test Stick in the Test Tube.


	

	
	4
	Start the timer set for 5 minutes.
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	5
	Read results at 5 minutes.  Positive results may be read as soon as the red Control Line appears.

Results are invalid after the stated read time.  The use of timer is required.


	


	Interpretation/

Results/Alert values


	Positive: A blue Test Line and a red Control Line is a positive result for the detection of infectious mononucleosis heterophile antibody.

Note that the blue line can be any shade of blue.

Negative: A red Control Line but no blue Test Line is a negative result.  No infectious mononucleosis heterophile antibody has been dected.

Invalid: If after 5 minutes, no red Control Line appears or background color makes reading the red control Line impossible, the result is valid.  If this occurs, repeat the test on a new Test Stick or call Genzyme Diagnostics Technical Service

Note: A blue or red line which appears uneven in color density is considered a valid result.



	Method performance specifications


	Sensitivity: 100%

Specificity: 95.9%



	
	

	Result reporting
	· Document on a worksheet the result of the test (positive, negative, invalid)

· Document that the internal QC (red line) functioned properly

· Enter result into CHCS.

	
	

	References
	Package insert from Osom Mono Test.


	OSOM Ultra Strep A Procedure



	Purpose
	This procedure provides instructions for the qualitative detection of Group A Streptococcal antigen directly from throat swab specimens.


	Materials
	Reagents
	Supplies
	Equipment

	
	Extraction Reagent Bottles (2M Sodium Nitrate and One Ampule with 0.3M Acetic Acid)
	· Test sticks Coated with Rabbit  Anti-Group A Streptococcus

· Test tubes

· Sterile Swabs

· 1 Positive Control

· 1 Negative Control


	· Workstation

· Timer

	Sample
	Using the sterile swab supplied with the kit, swab from the tonsils and/or the back of the throat.  Take care to avoid the teeth, gums, tongue, or cheek surfaces.



	Special safety precautions


	· Do not interchange or mix components from different kit lots.

· Warning: The Extraction Reagent Bottle contains an acidic solution that will cause skin and eye irritation.  If the solution comes into contact with the skin or eyes, flush with large volumes of water.



	
	

	Quality control


	Both Negative and Positive QC must be run with each new lot and with each new untrained operator

· Follow Steps 1 and 2 in the Test Procedure section to dispense the Extraction Reagent into the Test Tube.

· Vigorously mix the Positive Control material.  Add 1 free falling drop of the Positive Control from the dropper bottle into the Test Tube.

· Using a clean swab, follow steps 3-6 in the Test Procedure section to test the swab.  Record results.

· Repeat procedure for the Negative Control



	Procedure:


	Follow the activities in the table below to properly perform Group A Streptococcus antigen screening on a throat swab using the OSOM Ultra Strep A test kit.
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	Step
	Action
	

	
	1
	Just before testing, squeeze the Extraction Reagent Bottle to crush the ampule inside.  Note: The ampule must be crushed before proceeding to the next step.


	

	
	2
	Vigorously shake the Extract Reagent Bottle 3-5 times to mix the contents.  The liquid in the Extraction Reagent Bottle should turn from pink to light yellow.

Add 6 drops of the Extraction Reagent to the Test Tube.


	

	
	3
	Immediately put the swab into the Test Tube

Vigorously mix the solution by rotating the swab forcefully against the side of the Test Tube at least ten (10) times.  Best results are obtained when the specimen is vigorously extracted in the solution.

Let stand for 2 minutes.


	

	
	4
	Express as much liquid as possible from the swab by squeezing the sides of tube as the swab is withdrawn.

Discard the swab.


	

	
	5
	Remove the Test Stick from the container; re-cap the container immediately.

Place the Absorbent End of the Test Stick into the extracted sample.


	

	
	6
	Read the results at 5 minutes.  Positive results may be read as soon as the red Control Line appears.  Negative results must be confirmed at 5 minutes.

Results are invalid after the read time.  The use of a timer is required.
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	Interpretation/

Results/Alert values


	Positive: A blue Test Line and a red Control Line is a positive result.  A positive result means that the assay detected Group A Streptococcus antigen in the specimen.

Note that a blue line can be any shade of blue and can be lighter or darker than the line in the picture.

Negative: A red Control Line but no blue Test Line is a negative result.  A negative result means that no Group A Streptococcus antigen was detected, or the levels of antigen in the specimen were below the detection level of the assay.

Invalid: If after 5 minutes, no red Control Line appears or background color makes reading the red Control Line impossible, the result is invalid.  If this occurs, repeat the test using a new sample or contact Genzyme Diagnostics Technical Service.

Notes: A blue or red line that appears uneven in color density is still considered a valid line.  In some cases, a trail of color may remain in the background; as long as the Test Line and Control Line are visible, the results are valid.



	Method performance specifications


	When compared to the Rigorous Gold Standard (RGS), the Osom Ultra Strep A results are:

Sensitivity = 92.6% (95% confidence interval (CI), 84.8 – 96.0%)

Specificity = 92.8%

	
	

	Result reporting
	· Document on a worksheet the result of the test (positive, negative, invalid)

· Document that the internal QC (red line) functioned properly

· Enter result into CHCS.

	
	

	Reference
	Package insert from Osom Ultra Strep A Test.
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		Temperature QC Monitoring Chart

		Year:___________																																				Equipment Description:_____________________________

		Dept:___________																																				Acceptable Temp. Range:  High ______ Low ________

		Daily Temperature Recordings

		Month		1		2		3		4		5		6		7		8		9		10		11		12		13		14		15		16		17		18		19		20		21		22		23		24		25		26		27		28		29		30		31

		January

		February

		March

		April

		May

		June

		July

		August

		September

		October

		November

		December

		Notes:		If temperature reading exceeds the acceptable limits please notify:                                                     Phone:
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		Bio-Rad qUAntify Controls Levels 1 & 2             Month/Year:_____________                                Test Method:  □ Visual   □ Clinitek 50, STATUS

		Level 1 Lot #/Exp. Date:_______________  Level 2 Lot #/Exp. Date:_______________                     () = Expected Range

		Date

		LEVEL 1

		MULTISTIX

		Lot #/Exp:

		Glucose (Neg)

		Bilirubin (Neg)

		Ketone (Neg)

		SG (1.015 - ≥1.030)

		Blood (Neg)

		pH (5.0 - 6.5)

		Protein (Neg)

		Urobilinogen (0.2 - 1.0)

		Nitrite (Neg)

		Leukocytes (Neg)

		hCG (Neg)

		Lot #/Exp:

		Internal QC √

		LEVEL 2

		MULTISTIX

		Glucose (Trace - ≥1000)

		Bilirubin (Small - Large)

		Ketone (Trace - ≥80)

		SG (≤1.005 - ≥1.020)

		Blood (Mod - Large)

		pH (6.5 - 8.0)

		Protein (30 - ≥300)

		Urobilinogen (1 - ≥8)

		Nitrite (Pos)

		Leukocytes (Trace - Mod)

		hCG (Pos)

		Internal QC √

		INITIALS
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		Immunoassay Kit External QC                                                      Month/Year:_____________

		() = Expected Range, write in range for LifeScan Control Solution

		Date

		LifeScan (               )

		Lot #/Exp:

		CritSpin

		Lot #/Exp:

		Reading #1

		Reading #2

		% Difference (≤1%)

		Rapid Strep A

		Lot #/Exp:

		Positive QC (Pos)

		Lot #/Exp:

		Negative QC (Neg)

		Lot #/Exp:

		Internal QC √

		Clearview HIV

		Lot #/Exp:

		Positive QC (Pos)

		Lot #/Exp:

		Negative QC (Neg)

		Lot #/Exp:

		Internal QC √

		Osom Mono

		Lot #/Exp:

		Positive QC (Pos)

		Lot #/Exp:

		Negative QC (Neg)

		Lot #/Exp:

		INITIALS
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