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CHAPTER 1: INTRODUCTION

A. Purpose.

This Manual is designed to provide clinical labs with current administrative and technical information required to ensure compliance with the Clinical Laboratory Improvement Amendments 1988 (CLIA) and Commission of Office Laboratory Accreditation (COLA) standards.

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

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 G-WKH-2.

	_________________________________
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. Keeps all records associated with the laboratory patient log(s) and laboratory test results.

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

4. Daily starts and shuts down 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, Monitoring and Evaluations (M&Es), and risk management activities to ensure accuracy and reliability of reported test results and customer (medical staff and patients) satisfaction.
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9. Moderate Complexity Lab: Enrolls laboratory with American Academy of Family Physicians or similar program and performs required proficiency testing for laboratory’s CLIA testing complexity level.

C. Responsibilities

1. Laboratory Director/Clinical Consultant: Coast Guard laboratory directors also serve as their lab’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 aptness of tests ordered and interpreting their results.

c. Educational Requirements:

(1) For a laboratory performing testing at the moderate level, a medical officer (MO) or dental officer (DO) may serve as director if he or she has directed or supervised a lab of moderate complexity for a year.  Moderate complexity lab directors see COLA Lab Guide 4 and COLA Accreditation Manual, April 1997.

(2) If a physician has not previously directed a lab, the MO or DO may qualify as the laboratory director for a lab of moderate complexity if he or she has earned 20 Continuing Medical Education credits (CMEs) in laboratory medicine or laboratory training equivalent to the 20 CMEs during medical residency.  Examples of acceptable continuing education include workshops presented by Bowman Gray University and the National Association of Physician Office Laboratories (NAPOL), or their equivalent.  Contact G-WKH-2 for availability of funds.

2. Technical Consultant:

a. Functions.  CG HQ provides labs with a technical consultant who oversees the lab’s technical and scientific accuracy.  Clinics should contact this person with any questions on test selection, Clinical Laboratory Improvement Amendments of 1988 (CLIA), Health Care Finance Administration (HCFA) certificates, quality control, proficiency testing, normal ranges, instrument calibrations, records maintenance, and other lab-related matters.

b. Contacting the Technical Consultant:

Name:  __________________________
Telephone:  (202) 267-2622
Fax:  (202) 267-4685
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E-mail:  First initial followed by last name.  Example: wwyeth@comdt.uscg.mil.  For SWII Stations:  wwyeth@comdt.uscg.mil/maillant

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 lab test(s) they perform.  The Laboratory Personnel Manual 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 hold a Qualification Code "03" and perform these duties.

a. Review and follow all these references, especially those containing laboratory procedures:

(1) Clinical Laboratory Amendments of 1988 (42 CFR 405, et al.)

(2) Laboratory test procedures in Quality Assurance Implementation Guide (QAIG 23).

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

(4) Laboratory safety procedures in QAIG 33.

(5) The Bloodborne Pathogen Manual, COMDTINST M6220.9.

(6) Quality Assurance Implementation Guide (QAIG) 13, “Reporting Lab Results.”

b. Maintain laboratory cleanliness; clean all necessary equipment and counter spaces with appropriate germicidal disinfectant.

c. Perform all laboratory administrative duties; log out and check in all outside lab tests, ensure MOs review all results, and file the results in appropriate records.

d. Start and shut down all laboratory equipment daily.

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

f. Weekly, re-order laboratory supplies.
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g. Perform daily and periodic quality controls, record results, and submit data for peer review if applicable.  At least monthly, submit for the laboratory director’s review all quality control data.

h. Participate in a CLIA-approved proficiency testing program.  Proficiency testing is required for moderate complexity labs and highly encouraged for waived and Provider Performed Microscopies (PPM) labs.  PPM labs 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:

a. Review and understand this Manual’s contents.

b. Ask questions of lab personnel so the orientation is a beneficial learning experience.

7. Orientation and Testing Competence:  The Laboratory Director, Technical Consultant, and/or senior lab 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 lab tech.  Refer to the sample training form at the end of this chapter.  Review performance at 6 months and annually thereafter.

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

c. Testing Occasional Lab Staff’s Competence.  After medical staff members complete lab orientation, ensure their competence by observing them perform quality control and samples with known results for each lab test procedure in which they have received training.  Document competence checks.  If the staff member fails to obtain the correct result, check first to see if the test material 
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is still valid, correct any technical errors, and retrain as indicated.  Do not 

allow the technician to report lab results until he or she has 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 LAB TRAINING

	
	Initials
	

	Technician:  _______________________________________
	Tech
	Trainer
	Date

	1.  Phlebotomy

	Patient Identification 
Selecting proper tubes
Preparing phlebotomy site 
Specimen collection 
Special patient instructions, e.g., fasting 
Processing specimens
	_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
	______
______
______
______
______
______

	2.  Urines and Microscopic Examinations

	Performance and frequency of Quality Control 
Performing urine dip stick tests
Indications for performing microscopic exams
Urine cultures processing for reference lab 
Urine microscopic exams 
KOH and Wet Mounts 
Post Vasectomy 
Pinworm Exams
	_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____

	3.  Diagnostic Tests

	ABO/Rh Typing (Cape May only) 
Urine or Serum Pregnancy (HCG) 
Rapid Strep Screen 
Occult Blood Test 
H. pylori 
Mono 
RPRs 
Selective Strep Screens
Whole Blood Glucose
Hemoglobin A1C
Cardiac Enzyme Test Kits
	_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____
_____
_____
_____

	4.  Hematology

	Instrument start up (background checks) 
Quality Control Calibration 
Trouble shooting 
Levy Jennings Graphs 
Performing patient and proficiency test samples 
Reporting results (including panic values)
Flagged results 
Shut down 
Peripheral blood smear preparation 

staining 

evaluation 
Slides with abnormal cells 
Sed Rates 
Spun Hematocrits
	_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
_____
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CLINICAL LAB TRAINING (Continued) 
	5.  Reference Lab

	Logging in specimens 
Appropriate request forms 
Faxing requests 
Processing results 
Shipping specimens 
Ordering supplies
	_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____

	6.  HIV/DNA

	Collecting specimens 
Completing forms 
Shipping specimens
	_____
_____
_____
	_____
_____
_____
	_____
_____
_____

	7.  Administrative and Miscellaneous

	Proficiency testing 
CLIA/COLA registration and surveys 
Ordering supplies for in-house testing 
Temperature/Humidity monitoring
Reporting results 
Panic values
	_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____
	_____
_____
_____
_____
_____
_____

	8.  Lab 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
	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
	

	H. Pylori by Quidel
	
	
	
	N/A
	
	

	Hemoglobin A1C
	
	
	
	
	
	

	HIV
	
	
	
	N/A
	N/A
	

	Occult Blood
	
	
	
	N/A
	
	

	Peripheral Smear Prep
	
	
	
	N/A
	N/A
	

	Rapid Strep Screen
	
	
	
	N/A
	
	

	Reference Lab
	
	
	
	N/A
	N/A
	

	Sed Rate
	
	
	
	N/A
	
	

	Spun HCT
	
	
	
	
	
	

	Temp/Humidity Recording
	
	
	
	
	N/A
	

	Urine Dip Stick Chemistry
	
	
	
	N/A
	
	

	Urine Pregnancy
	
	
	
	N/A
	
	

	Venipuncture
	
	
	
	N/A
	N/A
	

	Whole Blood Glucose
	
	
	
	
	
	

	Additional Test
	
	
	
	
	
	

	PPMs/ Moderate Complexity

	Pinworm Exams
	
	
	
	
	
	

	Post Vasectomy
	
	
	
	
	
	

	Urine Sediment
	
	
	
	
	
	

	Wet Mount/KOH Prep
	
	
	
	
	
	

	Moderate Complexity

	ABO/Rh Typing
	
	
	
	
	
	

	Automated CBCs
	
	
	
	
	
	

	Cardiac Enzyme Test Kits
	
	
	
	N/A
	
	

	Gram Stain
	
	
	
	
	
	

	Mono Screen
	
	
	
	N/A
	
	

	RPRs
	
	
	
	
	
	

	Selective Strep Screens
	
	
	
	N/A
	
	

	WBC Manual Differential
	
	
	
	
	
	

	Additional Test(s)
	
	
	
	
	
	

	
	
	
	
	
	
	

	Std.
	Performance Standard Explanation

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

	2
	Prepares and records 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 AND EXTERNAL ACCREDITATION

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 labs must adhere to either CLIA or Clinical Laboratory Improvement Program (CLIP) 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 labs are registered with the Health Care Finance Administration (HCFA), the government agency overseeing CLIA compliance.  Currently CG labs are registered as Waived, Waived with PPM (Provider-Performed Microscopies), or Moderate complexity.  Waived tests have the lowest education, proficiency testing, and quality control requirements, with requirements becoming more stringent in these factors as the complexity level increases.  Each lab’s testing menu is limited to tests authorized for its complexity testing level.

2. CLIA Certificates.  Each CG lab must properly register with HCFA and maintain a current CLIA certificate, which is valid for 2 years.  Approximately 8 weeks before the certificate expires, HCFA will mail a renewal form to the clinic.  If HCFA fails to send a renewal notice form, contact the technical consultant in G-WKH-2.  On the form, the laboratory director or senior lab technician will document any changes in testing, volume, and lab personnel and promptly return completed renewal form.  If the laboratory director or senior lab technician has any questions about completing the renewal form, contact the technical consultant.

a. Certificate Expiration.  If the certificate is within 4 weeks of expiring and the senior lab technician hasn’t received a renewal notification or bill, contact the technical consultant in G-WKH-2.

b. CLIA Coupon.  Fax the renewal fee payment coupon to G-WKH-2 at (202) 267-4685.  GKH-2 pays the CLIA registration.

3. Independent Duty Technicians (IDTs) and Port Security Units (PSUs) Performing 

Lab Tests.  IDTs and PSUs performing lab testing are exempt from maintaining a separate CLIA certificate (§493.55(b), CLIA 88).  However, these sites must maintain an association with a Coast Guard registered lab.  Total number of tests performed by registered lab and associated IDTs and PSUs must not exceed a combination of 15 tests.  Testing complexity levels at these locations must be the same or lower complexity level than registered laboratory.  Such units should contact the Technical Consultant for additional information
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4. Changing Complexity Levels.  If the laboratory director is interested in changing the lab’s testing complexity level by either adding or deleting lab tests performed in-house, he or she should follow these guidelines:

a. Waived to PPM.  Waived facilities may change their complexity level to Waived with PPM by notifying the technical consultant at G-WKH-2, who in turn will notify the appropriate state HCFA and CLIA offices.  This change allows clinics to perform urine sediment and wet mounts on-site.

b. Waived or Waived with PPM Complexity to Moderate Complexity.  The clinic administrator or laboratory director must coordinate this request with the appropriate MLC.  This change, which allows clinics to perform more technical lab tests on-site, requires procuring additional lab equipment and maintenance contracts, enrolling in proficiency testing, and external accreditation registration.  The G-WKH-2 technical consultant will perform a cost benefit analyses and site surveys to assist in determining if the change is beneficial for the Coast Guard.

B. External Accreditation.

1. Discussion.  External accreditation is not required for Waived and PPM complexity labs.  The Commission of Office Laboratory Accreditation (COLA), recognized by HFCA and the Joint Commission on Accreditation of Healthcare Organizations, externally accredits Coast Guard Moderate complexity labs.  COLA surveys each registered lab on-site once every 2 years and conducts off-cycle self-assessments.  Currently, G-WKH-2 pays each facility’s biennial COLA fee.  Contact the technical consultant for information on COLA registration, compliance, and payment.

2. COLA On-Site Surveys.  Once every 2 years, COLA performs an on-site survey covering all the questions in the COLA accreditation manual applicable to the lab.  The surveyor reviews such issues as procedure and personnel manuals, quality control and assurance, instrument and equipment calibration and maintenance, and proficiency test results.  Contact the technical consultant 4 to 6 months before the survey date for an initial assessment of the lab’s operations.  The technical consultant schedules additional visits as needed to correct deficiencies and is present on-site during the accreditation survey.

3. COLA Off-Cycle Self-Assessment.  During off-cycle years, COLA requires the lab to perform an educational self-assessment to evaluate lab quality and assist in determining whether the lab complies with COLA standards.  Moderate Complexity labs should refer to the ( COLA Accreditation Manual, Section 4, for self-assessment criteria.
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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 lab will not perform tests after hours.  However, after lab orientation, the duty HS may perform those lab tests he or she is qualified to perform.  The duty HS will perform any indicated quality control tests before testing patient samples.

C. Reference Laboratories

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

2. Obtain and keep on file a copy of the reference lab’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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Authorized Prescribers Cont.

2. Civilian physicians, dentists, nurse practitioners, and physician assistants.

3. Coast Guard physician assistants and nurse practitioners.

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

E. Required Laboratory Chit Information

1. Patient's name (last, first, middle initial).

2. Sponsor's SSN and service branch.

3. Patient's date of birth.

4. Duty station and phone number, if active duty; home phone number if not.

5. Test(s) being ordered.

6. Date test(s) ordered.

7. Prescriber's legible signature and typed, stamped, or printed name and address.

F. Civilian Requests

1. Other Military or Civilian Requests.  Normally, labs 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: Prime Care enrollees are not eligible for ancillary services at Coast Guard Clinics, unless the clinic is the individual’s prime care provider.

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

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

(2) The laboratory will mail the results via 1st class mail.

(3) The laboratory will FAX the results to the doctor’s office.

d. Paragraph 4.C.5. lists those tests for which the ordering physician must notify the patient of his or her test results.  In each case, the ordering physician will decide the extent of the information to give the patient.

e. Lab will indicate on the request form that the results were sent to the requesting provider.
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2. Beneficiary Priority: If the Chief, Health Services Division, believes testing 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 lab, room temperature, and temperature of all temperature-sensitive equipment, e.g., refrigerators, freezers, and incubators.  Moderate complexity labs need to document humidity levels daily.

3. Start and run daily controls on automated blood cell counter and other 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) and log receipt in accession log; separate results for distribution to prescriber.

6. Check lab 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 supply after its expiration date.

c. Follow manufacturer's guidelines in using and storing all reagents and supplies.

B. Processing New Patients

Greet the patient and obtain his or her the laboratory request form.  Make sure the chit contains complete information, e.g., unique patient ID, pertinent clinical information, ordering provider, tests to be performed, facility’s name and address.  A written request must follow within 30 days all verbal requests for lab testing; Moderate Complexity labs can refer to ( COLA Lab Guide # 7, Accreditation Manual.
1. Remember, most patients have a fear of having blood drawn.  Reassure them by explaining what you are going to do and the advantages of the procedure.
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2. Determine whether to perform the ordered test on-site or send it to a reference lab.  Note:  If the senior lab 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 lab.

3. Assemble and prepare all necessary equipment.

a. See Chapter 6, the specific lab procedure, or the reference lab manual for specimen collection requirements.

b. Uniquely label every specimen throughout the testing process with the patient’s name, date, time, and initials of the technician collecting the specimen.

c. Label the chit with date, time, and initials of the technician collecting the specimen.

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

4. Wash hands and don gloves; wear mask and protective eyewear if mucous membrane contact with blood or body fluids is possible.

5. Perform the collection procedure.

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

7. Remove gloves and wash hands.

8. If no other patients are waiting, perform the test and document patient’s results and appropriate QC results on worksheet(s).  Follow the prescriber’s guidance in informing the patient of test results; see ( Paragraphs 3.F.1.d. and 4.C.5. below.  If sending the test to an outside lab, so record in the appropriate log and prepare the specimen for transport.

C. Processing Laboratory Results

1. Post-Test Procedure.  After performing a test or receiving it from an outside laboratory, follow the guidance below:

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

b. Normal Results.  Verify results are within established normal ranges.
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c. Results Exceeding Reportable Range/Instrument Linearity.  Reference COLA standard R 58 “ The reportable range for patient results cannot exceed the highest or lowest value of the calibrator.  Patient results which exceed this range (either high or low) must be reported as greater than or less than the maximum or minimum calibration value.”  Immediately notify the requesting health care provider.  Send sample to the reference lab for testing.  Verify all in-house testing results are within established reportable ranges.

d. Abnormal or Critical Value Results.  Notify provider immediately of any abnormal results, as Paragraph 6.B.10.d. directs.  Document this notice on either the lab slip or an abnormal or critical value work sheet.  The lab must maintain a record of having notified the prescriber for at least two years.

2. Distribution.  Lab staff member(s) will record results, separate copies of the request chit for distribution, and distribute lab results within 24 hours of completing the test(s).  

3. Reporting.  All test reports must contain the results, units of measure, normal ranges, and reporting tech’s initials, date, and time.  Contact reference lab or G-WKH-2 with problems with reference lab’s reporting procedures.

a. Send original copy to the requesting provider for review and signature.

b. After the provider reviews the initialed chit, the medical records technician files it in the member's health record.

4. Notice of Certain Lab Results.  The results of certain laboratory tests can so significantly affect a patient, as part of good medical practice medical personnel are obliged to notify the patient of the result.  The responsible medical or dental officer in the case must notify a patient of laboratory test results, based on a combination of the test results and the patient’s condition.  Health services technicians may not assume responsibility for notifying patients of test results.

Refer to QAIG 13 Notification of Laboratory Results for additional information.
5. Procedure to Notify Patients of Lab Results.

a. The lab tech will ensure all laboratory requests, SF-546 through 547, will contain the responsible medical or dental officer’s name and the patient’s phone number.

b. The lab tech will maintain a Laboratory Specimen Log, shown in Enclosure (1), for each specimen, including which tests were performed in-house, which were performed at a reference laboratory, the patient’s name, and the responsible medical or dental officer’s name.
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c. The lab technician will log in results after completing the in-house tests or receiving the results from the reference lab and ensure the responsible medical officer is aware of those test results.

d. The responsible medical/ dental officer will indicate on the Laboratory Specimen Log which reports require patient notice and which do not and initial and date the report.  At a minimum the responsible medical/ dental officer must inform the patient of these results:

(1) All biopsy results;

(2) All pap smear and cytology results;

(3) All pregnancy test results; and

(4) All test results that require initiating or changing treatment

e. Lab technicians will return reports whose action is complete to the lab and indicate in the Laboratory Specimen Log that no further action is required.

f. If a report requires further action, laboratory technicians will take these steps.

(1) All Pap Smears and Negative Biopsies.  The medical or dental officer may phone the patient or send negative or benign results by self-addressed mailer, CLAMS, or other computer-generated form letter.

(2) Positive Biopsies.  If test results reveal a malignancy, the medical or dental officer will notify the patient as soon as possible by a telephone call or, if repeated phone attempts fail to reach the patient, a notice mailed return receipt requested.

(3) All Pregnancy Tests.  The medical or dental officer calls the patient with positive and negative results.  A medical or dental officer who cannot reach a patient by telephone shall send a self-addressed mailer or form letter directing the patient to call the requesting provider.

(4) If a test result indicates a problem or need for further action, e.g., a critical lab result, the medical or dental officer shall call the patient and send a self-addressed mailer or form letter directing the patient to call the medical officer, if the patient was unreachable by telephone.

(5) In all cases, the responsible medical or dental officer will return the lab report to the lab technician, who will appropriately enter the Laboratory Specimen Log indicating the medical or dental officer’s action in notifying the patient.

g. QAIG 13 contains sample log forms and notification letters.
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6. Storing Lab Results:  In storing results labs will follow this schedule:

	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 labs to store hard copies of general lab results from reference labs.

b. COLA accepts computer-generated printouts of general lab test results; moderate-complexity labs can refer to ( COLA Lab Accreditation Manual, Standard R 136.

c. Laboratory directors may opt to allow their labs to retrieve computer records of general lab results, e.g., routine chemistry, hematology, microbiology and urinalysis.  Labs using this option must maintain a log of patients, tests ordered, and date requested and retains logs for at least 2 years.

d. Maintain hard copies of original immunohematology, cytology, and histology reports.

e. Maintain all in-house testing QC and procedures for the same length of time as the results.

D. Correcting Laboratory Errors

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 Coast Guard laboratory performed the test, issue a corrected report labeled “CORRECTED REPORT”.

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

4. The Coast Guard lab will keep both the original and corrected version(s) for the required storage period listed in ( Paragraph 4.C.6.c. above.

E. Daily Routine

1. Read all cultures, perform tests, record results, and route completed chit to requesting health care provider.

2. Maintain daily logs.

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

4. Keep laboratory clean throughout the day.  Use approved germicidal disinfectant.
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5. Perform and document Quality Assurance (QA), Quality Control (QC), Monitoring and Evaluations (M&Es), and Proficiency Testing (PT) as necessary.

F. General Safety Regulations

Note:  See the ( Medical Manual, COMDTINST M6000.1B (series), Chapter 13.K., and the Bloodborne Pathogens Manual, COMDTINST M6220.9 (series), for more detailed information

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

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

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

c. Wash 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 the ( Medical Manual, COMDTINST M6000.1B (series), Chapter 13.K.

2. Decontaminate laboratory counters and equipment with an approved germicidal surface disinfectant as described in the ( Medical Manual, COMDTINST M6000.1B (series), Chapter 13.K.9.f.

3. Put all contaminated material, including gauze, in a biohazardous waste container and dispose of it as described in the ( Health Services Quality Assurance Implementation Guide, Exercise 16, and state and local laws.

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.

G. End of Workday Routine

1. Make sure all areas are clean.

2. Run daily cleaning solutions through automated blood cell counter and 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)

1. Discontinue procedure.

2. Place patient in modified Trendelenberg position, i.e., have patient lie on his or her back and elevate the feet.

3. Crush ammonia capsule and place under the patient’s nose.  Repeatedly call patient by name.

4. Notify staff medical or dental officer if the patient does not respond to ammonia or is unable to walk unassisted.

B. Managing Other Medical Emergencies

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

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

C. Fire

1. Evacuate patients from the lab to the designated safe area outside the clinic.

2. Follow clinic fire and safety procedures.

3. COLA imposes these requirements:

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

D. Chemical Spills

1. Notify all laboratory personnel and the supervisor immediately.

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.

5-1

CHapter 6.  Procedures

A. Approved Procedures:

This list includes CLIA-waived, PPM, and moderately complex tests.  Perform only tests appropriate for your clinic’s testing level.  Consult G-WKH-2 for direction.

1. Waived tests.

(1) Rapid Strep A antigen

(2) Urine pregnancy

(3) Sed rates (manual)

(4) Fecal occult blood

(5) Glucose monitoring

(6) Spun HCTs

(7) Hemoglobin

(8) Urine reagent strips (manual and Boehinger Mannheim Chemstrip Mini UA system)

(9) Gastroccult (SmithKline)

(10) pH color paper

(11) Cholesterol tests (Cholestech, Accumeter, and Enact)

(12) H. pylori whole blood test kits (Quidel, Abbott, SmithKline, and 



Chemtrak)

(13) Glycosylated hemoglobin (HgB A1C) (Bayer or Ames)

2. 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

3. Moderate Complexity.

(1)  Automated CBCs

(2)  Manual differentials (normal cells only)

(3)  Rapid Strep Kits (other than waived ones)

(4)  Serum pregnancy test kits

(5)  RPRs

(6)  Mono & RA screens

(7)  Gram stains:  urethral cervical, and rectal only (GC Screen)
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Moderate Complexity Tests Cont.

(8)  Presumptive throat cultures for Group A Strep

(9) ABO/Rh (forward typing only)

(10) Cardiac Enzymes (rapid tests)

4. Information:  For more information, log on to http://www.gov/phppo/dls/waived/htm.  For updated menu or complexity levels for specific tests refer to this web site or contact the technical consultant in G-WKH-2.

B. Modifications:

If a clinic changes 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.

C. Using Package Inserts:
Laboratories may use product package inserts as the procedure provided technicians follow the manufacturer’s instructions.  The laboratory director must 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 lab procedures manual.  Any time the manufacturer modifies the package insert, the lab director shall follow the same steps in adopting the new package insert.  The senior lab technician shall remove the outdated insert from the procedures manual, put a discontinued date on the outdated version, and keep it on file for at least two years.  The senior lab tech shall develop an index page as a first page and put it in the lab procedure manual as a quick reference.

D. Procedural Format:

Using the format shown in Paragraph B., prepare a procedural format for all tests without or for which not using a package insert.  This format is based on National Committee for Clinical Laboratory Standards (NCCLS) recommendations, modified to meet CLIA requirements.  A Coast Guard-wide standard format will provide continuity and familiarity for all using the tests.

E. Sample Procedure

1. Test Name.

2. Principle.  As a quick reference, describe the chemical, mechanical, and/or biological interactions that occur and cause the procedure to provide the desired information.
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3. Clinical Reasons to Perform the Test.  Describe the significant clinical information this test will provide.

4. Specimen Requirements.  List the requested and minimum amounts of specimen needed to perform this test.  Also, list the criteria for acceptable specimens and reject unacceptable specimens.

a. Requested Amount.  The amount needed to do the test in duplicate and still have some to store for repeat testing if requested.

b. Minimum Amount.  The amount needed to do the test in duplicate or counteract anti-coagulant’s dilution effect.

5. Collecting Specimens.  Describe the basic procedure(s) to obtain the specimen, prepare the patient if appropriate, and handle and store the specimens.

6. Reagents, Supplies, and Equipment.  List everything needed to perform the test and its source so a “new person” can order supplies.  If preparing reagents in the lab, be sure to list preparation and storage directions.

7. Calibration.  If required, describe calibration procedure; if not, state “Not Required.”

8. Quality Control.  List type and frequency of control testing and suggested corrective actions to take if controls do not work.  Describe how and where to record control results and criteria for defining unacceptable results.

9. Procedure.  List the steps required to actually perform the tests.

10. Calculation.  Describe any calculations required.  If none, state “Not Required.”

11. Results.  Define:

a. Derivation of results.  E.g., direct readouts, calibration curve, standard calculations, etc.

b. Normal (reference) ranges.  The range of test values expected for a designated population.  For quantitative reporting, e.g., CGC, the senior lab technician should contact the technical consultant at G-WKH-2 to at G-WKH-2, who will analyze the clinic’s population and determine the clinic’s normal range.

c. Reportable ranges.  Clinics should use the manufacture’s standard reportable range.  The lab will report values exceeding (either less or more than) the reportable range and for any test result exceeding it, send the sample to the reference laboratory for quantitative testing.
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d. Critical ranges (panic values).  Immediately bring results to the ordering provider’s attention.  The medical staff should determine these values.  Laboratory staff must document critical results and notice to provider on reports and maintain a critical results log containing the patient’s name, test and results, notification date and time, provider notified, and technician.

12. Safety.  List any safety considerations specific to this test.

13. Procedure Limitations.  List anything that might interfere with or otherwise cause spurious test results, e.g., lipemia, hemolysis, etc., and steps to take when this occurs.  The package insert will have the information for specific diseases.

14. Notes.  List additional pertinent information about this test, e.g., computer use instructions and troubleshooting.

15. References.  List the references used to compile this procedure.

16. Signature block.  The procedure’s author must sign the procedure and list preparation and implementation dates.  Further, four reviewers must sign and date.  The laboratory director must sign and date each new procedure or package insert and changes to any.  The laboratory director must review all procedures annually and if a new director, the entire manual.  At the laboratory director’s option, use the signature block as the cover page for each procedure.  Keep all discontinued procedures on file for at least two years.
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CHAPTER 7.  QUALITY CONTROL (QC), QUALITY ASSURANCE (QA), AND PROFICIENCY TESTING (PT)

A. Purpose of Quality Control.

These are general quality control (QC) guidelines.  QC requirements vary depending on the lab’s complexity level, so follow guidelines for your lab’s complexity level.  Refer to each procedure’s QC section in Chapter 6 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, (5 years for immunohematology logs).

B. Common QC Requirements for All Labs.

	Kit Type
	Example
	Procedure

	Quality control:kits with positive and negative internal controls
	Occult blood
	Document performance of internal controls each day of patient testing.

	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.  Document the external control’s performance.  When testing patients, document at least once per testing day the internal controls reacted as expected.

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

	For Waived and PPM Complexity Labs

	Urines (Dipstick)
	
	For manual or non-automated test facilities perform 2 levels each time a new bottle of strips is opened and at least once a week thereafter.
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C. Quality Control for Moderate Complexity Labs

	Kit Type
	Example
	Procedure

	Hematology Analyzers
	
	At least 2 levels of QC for each shift.  If using 2 levels, always run normal control and alternate between abnormal low and high controls.  Repeat QC if performing CBCs after normal duty hours.

	Urines
	
	Automated:  2 levels of QC each day of patient testing.

Manual:  See above.

	RPRs
	
	3 levels of QC each day patients tested.  Check rotator speed each day of testing.  Check Antigen drops monthly and each time a new vial is opened.

	Mono, rheumatoid arthritis, other agglutination or latex tests
	
	Run a Positive and Negative external control with each batch of patient specimens.  Document QC performance.

	Gram stains
	Urethral and cervical smears
	Run positive and negative controls weekly or with each patient, whichever is less.

	Throat cultures
	
	Visual check: With each new shipment of media.

Sterility check. With each new shipment of media.

Bacitracin disk: With each new vial and positive and negative organisms weekly.


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

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

7. If thermometers are not NIST traceable they must be verified with a NIST (NBS) certified thermometer annually.

8. If a temperature or humidity does not comply with the acceptable range, take and document corrective action.

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

10. Weekly laboratory personnel must review chemistry and automated hematology QC results weekly to detect shifts and trends.  Review all other QC at least monthly.  Document all QC reviews.

11. The laboratory director must review and document 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 controls.  Are they now acceptable?

	(
	
	
	


· Rerun patient specimen.  Are control results now acceptable?

	NO
	YES
	(
	Report these patient results.

	(
	
	
	


· Call for technical assistance.

	(


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

DOCUMENT ALL ACTIONS!
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E. Quality Assurance.

1. Each clinic laboratory performing CLIA PPM or moderate complexity testing will maintain a Quality Assurance (QA) program as a component of its clinic QA program and the Coast Guard Health Services Quality Assurance Program described in the Medical Manual, COMDTINST M.6000.1B (series), and QAIG 17.

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

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

4. A laboratory will hold its QA documentation 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. Identify problems and apply corrective action.

c. Assure technicians obtain accurate, reliable test results and promptly report them to prescribers.

d. Assure laboratory personnel are adequately trained and evaluate their performance after six months and annually thereafter.

e. Revise laboratory policies and procedures when necessary.

f. At least monthly, the laboratory can evaluate one of these suggested items on the following chart as M&E activities.

g. Changes in lab or clinic policies and procedures resulting from QA review will be approved by the laboratory director and made known to the entire clinic staff, laboratory consultant and G-WKH-2.
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	Area Evaluated
	Issues Addressed

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

Is specimen integrity maintained through the testing process?

Does the report contain all required information (results, measurement units, normal ranges, and date, time and reporting tech’s initials)?

Does the physician promptly receive the results?

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

Does the senior lab tech 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 lab.  Never release patient results when the calibration/QC fails.

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

Are manufacturer's recommended maintenance schedules followed?

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

	Proficiency Testing (PT)
	Is the lab 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 lab verify the accuracy of backup methods by comparison analysis with the primary method?

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

Are new compared with old methods before changing test method?

	Patient Information vs. Patient Results
	Are patient test results consistent with patient information available to the laboratory?

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

Does lab document orientation, 6-month, and annual review of personnel competence?  Is documentation current for all lab 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 lab errors documented and corrective measures taken to prevent recurrence?

Does the laboratory director review lab errors and corrective measures?
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	M & E List Cont.

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

Does the laboratory director review complaints and corrective measures?

	Reference Lab Rejection Rate
	Fewer than 2% rejected.

	Changing Test Menu
	Document in writing any change in test menu or methodology.  Justify for QA Committee.


F. Proficiency Testing (PT)

1. Scope.  All Coast Guard clinical laboratories performing pinworm exams at the PPM level and moderate complexity testing as defined by the Clinical Laboratory Improvement Amendments of 1988 (CLIA) are required to enroll in a CLIA-approved proficiency testing (PT) program.  While proficiency testing is not required at waived and PPM labs not performing pinworm exams, these labs are highly encouraged to participate in proficiency testing because it represents an excellent quality assurance tool to monitor lab staff competence and ensure lab results’ accuracy.  Unsuccessful PT performance may result in laboratory sanctions, e.g., CLIA certificate suspension and/or prohibition on performing failed analyte(s).
2. PT Provider.  Currently, for proficiency testing purposes CG labs use the American Academy of Family Physicians (AAFP).  AAFP can be reached at 1-800-274-7911.  AAFP accepts phone and fax requests using a Government VISA.  The enrollment year runs from January through December.  Contact AAFP annually in September to request the upcoming calendar year’s enrollment information.  Clinics pay PT program fees.  Be sure to identify your lab as a CG clinic; AAFP will apply a volume discount to your account.

3. Moderate Complexity Labs.  Lab techs will perform in-house PT on each regulated analyte, non-waived and moderate complexity test, e.g., urine sediment and wet mount and KOH prep, as CLIA and the external accreditation agency require.  See the list of regulated analytes below.  PT is required only for the primary patient testing system.  Example:  A lab with a primary hematology analyzer and a back-up instrument must have a system that at least twice a year evaluates "backup" methods and waived tests not enrolled in proficiency testing.  Establish this system by performing tests on the primary test instrument or method and afterwards performing samples on the back-up test procedure, a process known as “split specimen analysis”.  Document these comparisons.

4. Partial Listing of Regulated Analytes.  Contact the Technical Consultant with any questions on regulated vs. non-regulated analytes.

a. ABO/Rh blood typing;

b. CBCs, automated, and manual differentials;
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Partial Listing of Regulated Analytes Cont.

c. Chemistries, other than whole blood glucose;

d. Coagulation, Partial Thromboplastin Time, Activated, PTT and Prothrombin Time, PT;

e. Gram stain;

f. Group A Strep;

g. Infectious mono (mono spots) rheumatoid factor;

h. Pinworm exams;

i. Serum hCG, qualitative and quantitative;

j. Syphilis serology (RPRs); and

k. Cardiac enzymes.

5. Changing Test Menus.  All changes in test menus require adding or deleting PT.  Send written notice of changes to the Health Care Finance Administration (HCFA), any contracted accreditation program (COLA, JCAHO, etc.), and Commandant (G-WKH-2).

6. Testing Duplication.  Analyze PT samples in the same manner as patient samples.  A statement to this effect should accompany all PT results.

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

8. Unsatisfactory Performance Criteria.

a. Obtaining an overall score of less than 80% for a testing event in all specialties except ABO/Rho typing, which requires a score of 100%.

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 (G-WKH-2) in case of unsuccessful PT performance.

e. To reinstate patient testing for a suspended analyte or test, the laboratory must have satisfactory performance in two consecutive PT events and approval from HCFA.
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9. Laboratory Review.  The laboratory director and Technical Consultant will review graded PT results; the latter will interpret and comment on the clinic’s performance by E-mail.

10. Resolving Unsatisfactory PT.  The senior lab tech must investigate unsatisfactory PT results and in conjunction with the laboratory director act to prevent future failures.  Together, they should review the types of systemic anomalies listed immediately below.  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 PT provider and 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.

11. 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.

G. Suggestions for Successful Proficiency Testing

1. Before Testing.  See ( Paragraph 7.F.9. above.

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”.

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.
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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 is 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. Using a No. 2 pencil to ensure proper computer scoring, CAREFULLY transpose results to the report form.  THE MAJORITY OF MISTAKES OCCUR HERE.  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.F.10. 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. Mail 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 lab tech.

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

c. If all results are acceptable, the laboratory director signs the evaluation and the senior lab tech files the report with the other PT information; see ( Paragraph 7.F.10. above about documentation.
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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:_________
	Lab Director  ___________  Date: _________


	Laboratory Patient Log

	
Date 
	
Patient’s Name
	
Patient’s SSN
	
Test
	Reference Lab
Dates
Sent
Rec’d.
	
Result
	Responsible
Physician
	Action Required?
(Yes/No)

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


	Immunoassay Kit External QC

	
	
	Expiration Dates
	
	
	
	
	

	Kit
Lot #
	
QC/Open Date
	
Kit
	POS QC Lot
	
POS QC
	Neg QC Lot/
Exp Date
	
NEG QC
	
QC OK?
	
Tech

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


	APPROVED PROCEDURES FOR COAST GUARD LABORATORIES

	Waived Tests
	Waived with PPMs
	Moderate Complexity

	Rapid Strep A Antigen

Urine pregnancy
Sed rates (manual)
Fecal occult blood
Glucose monitoring
Spun HCTs
Hemoglobin
Urine Reagent Strips (non-automated and Boehinger Mannheim Chemstrip Mini UA system)

SmithKline Gastroccult
pH Color Paper
Cholestech, Accumeter, and ENACT cholesterol tests
H. pylori (Quidel, Abbott, SmithKline, and Chemtrak whole blood test kits)
Bayer or Ames Glycosylated hemoglobin (HgB A1C)

	Urine sediment

Wet mounts

KOH preps

Pinworm exams

Fecal leukocyte

Nasal smear
Post vasectomy semen analysis (qualitative)
	Automated CBCs

Manual differentials (normal cells only)

Rapid Strep Kits (other than waived ones)

Serum pregnancy test kits

RPRs

Mono & RA screens

Gram stains:  urethral cervical, and rectal only (GC Screen)

Presumptive throat cultures for Group A Strep

ABO/Rh 

Cardiac Enzyme Test Kits




SOURCE:  http://www.gov/phppo/dls/waived/htm
Note:  For updated menu or complexity levels for specific tests refer to this web site or contact the technical consultant in G-WKH-2.

