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Introduction to CLIA

What is CLIA?
CLIA is the Clinical Laboratory Improvement Amendments of 1988. It is an amendment to the
original Clinical Laboratory Improvement Act of 1967. The purpose of CLIA ‘88 is to provide siteneutral quality (accuracy, reliability, and timeliness) of patient testing results. CLIA ‘67 covered
only Medicare, Medicaid, and interstate commerce; CLIA ’88 has a much broader scope.
The Health Care Financing Administration (HCFA), now known as the Center for Medicare and
Medicaid Services (CMS) is responsible for implementation of CLIA, including laboratory
registration, fee collection, surveys, surveyor training and guidelines, enforcement, PT provider
approval, accrediting organizations and exempt states. CMS is responsible for developing the
criteria for test waivers. The Food and Drug Administration now has the responsibility for test
categorization (previously done by the Centers for Disease Control and Prevention).
The original “final” CLIA regulations were published on February 28, 1992, with thirteen
corrections added later. Most enforcement surveys began in 1994.
The “final, final” CLIA regulations were published on January 24, 2003, with an effective date of
April 24, 2003. The goal was to make the regulations more “user friendly” by organizing them in
a more logical sequence, following the specimen from collection through reporting. Very few
actual changes were incorporated; notably, the requirement for moderate complexity laboratories
to perform validation studies for new test systems was added after April 24, 2003. The new
regulations refer to "waived" and "non-waived" tests. Moderate complexity tests now must meet
the same quality control and quality assessment regulations as high complexity tests.
NOTE: State and local regulations, as well as those of other healthcare accrediting agencies
(such as the Joint Commission on American Healthcare Organizations), may supercede CLIA if
they are more stringent.

Who is governed by CLIA?
CLIA covers “any facility which performs laboratory testing on specimens derived from humans
for the purpose of providing information for the diagnosis, prevention, treatment of disease, of
impairment of, or assessment of health.” (See the CMS website.) Forensic testing is not
included, nor is imaging (ultrasound, mammography, etc.) or skin testing (TB, Candida, e.g.).
Breath tests (alcohol, H. pylori) are currently not covered but are under consideration for
inclusion.
Tests performed in the home by the patient are not covered. Tests done in the home by
healthcare workers to instruct the patient in doing the test (e.g., glucose monitoring) are not
covered. Other tests done in the home by healthcare workers (e.g., blood gases) are covered.

Certificates
What are the complexity levels?
1. Certificate of Waiver
2. Provider-Performed Microscopic Procedures Certificate
3. Certificate of Compliance or Accreditation for Moderate or High Complexity Testing

1. Certificate of Waiver
Laboratories performing waived tests must:
a. Have a Certificate
b. Pay biannual fees
1

c.

Follow the manufacturer’s instructions

Laboratories with a Certificate of Waiver may perform waived tests only. This certificate does not
include any microscopies. See the most current list.
The application must list a director and testing personnel. The standard does not address
personnel qualifications for this level.
Certificates must be renewed every two years. The cost is $150.
Waived laboratories must follow the manufacturer’s guidelines. CLIA regulations applicable
to waived testing are discussed later. Failure to follow the manufacturer’s instructions exactly as
written is a CLIA violation. Changing the manufacturer’s procedure (or failing to follow it) makes
the procedure high complexity!

These laboratories will not be inspected routinely.
 They will be inspected if problems are reported or suspected.
 They will be inspected when the state, regional, or federal authorities need to gather
information.

CMS performed a pilot study during which waived and PPMP laboratories in ten states were
inspected. Because of the findings of this study, many people in the POL arena expect all
waived laboratories to come under closer scrutiny. At this time, CMS continues to inspect 2% of
all waived laboratories. These visits are educational in nature, not punitive.
These laboratories may be inspected by the Office of the Inspector General (OIG) for potential
fraud and/or abuse. The OIG has issued some guidance to CMS with concerns for the 76% of
laboratories not currently inspected on a regular basis.

IF I ONLY PERFORM WAIVED TESTS, WHAT DOES CLIA REQUIRE THAT I DO?
For waived testing, CLIA requires that you:






Enroll in the CLIA program by obtaining a certificate;
Pay the certificate fee every two years;
Follow the manufacturers’ instructions for the waived tests you are performing;
Notify your State Agency of any changes in ownership, name, address or director within 30
days, or if you wish to add tests that are more complex; and
Permit inspections by a CMS agent, such as a surveyor from the State Agency. However,
your laboratory is not subject to a routine survey or inspection.

WHAT DOES IT MEAN TO FOLLOW THE MANUFACTURER’S INSTRUCTIONS FOR
PERFORMING THE TEST?
To follow the manufacturer’s instructions for performing the test means to follow all of the
instructions in the product insert from “intended use” to “limitations of the procedure.”
The manufacturer’s instructions can be found in the product insert for each test. It is important
and good laboratory practice to read the entire product insert before you begin testing. Be sure
the product insert is current for the test system in use, the correct specimen type is used, the
proper reagents (testing solutions) are added in the correct order, and the test is performed
according to the step-by-step procedure outlined in the product insert.
Some waived tests also have quick reference instructions included, which are cards or small
signs containing diagrams or flow charts with essential steps for conducting testing. Be sure that
quick reference instructions are current for the test system in use and are available to the
individuals performing the test.
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AS A LABORATORY DIRECTOR, WHAT KINDS OF THINGS CAN I DO TO HELP ASSURE
THE ACCURACY AND RELIABILITY OF THE WAIVED TESTING IN MY LABORATORY?
In order to assure the accuracy and reliability of waived testing in your laboratory, you should
develop and maintain good laboratory practices. Some examples are listed below:
 Provide specific training to the testing personnel so that you are certain they:
o
Collect specimens appropriately;
o
Label and store specimens appropriately;
o
Understand and then follow the manufacturer’s instructions for each test performed;
o
Know how to perform the testing;
o
Know how to document and communicate the test results; and
o
Are able to identify inaccurate results or test system failures.


Observe and evaluate your testing personnel to make certain the testing is accurate.
o
Do they positively identify the patient and specimen?
o
Do they collect a proper specimen?
o
Do they know how the specimen should be preserved, if applicable?
o
If the specimen needs to be transported, do your testing personnel understand and
adhere to the transport requirements?



Check for extreme changes in such things as humidity, temperature, or lighting, as these
may affect test results.



Make sure that the patient specimen is handled properly from collection to test completion.

GOOD LABORATORY PRACTICES FOR WAIVED LABORATORIES

1) Keep the manufacturer’s product insert for the laboratory test in use and be sure that it is
available to the testing personnel. Use the manufacturer’s product insert for the kit currently in
use; do not use old product inserts.
2) Follow the manufacturer’s instructions for specimen collecting and handling.
a.) Are specimens stored at the proper temperature?
b.) Are the appropriate collection containers used?
3.) Be sure to properly identify the patient.
a.) Does the name on the test requisition (or prescription) match the patient’s name?
b.) Does the name on the patient’s chart match the name on the patient’s identification?
c.) If more than one patient is present with the same first and last name, how do you
determine which one is the test patient? (Look for possible gender differences, Social
Security number, patient identification number, birth date, different middle name, and
relevance of the test to the patient’s history).
4.) Be sure to label the patient’s specimen for testing with an identifier unique to each patient.
5.) Inform the patient of any test preparation such as fasting, clean catch urines, etc.
6.) Read the product insert prior to performing a test.
a.) Become familiar with the test procedure.
b.) Study each step and perform them in the proper order.
c.) Know the time required for performing the test and achieving the optimal result.
d.) Be sure to have all of the required reagents and equipment ready before actually
performing the test.
e.) Be able to recognize when the test is finished – e.g. will there be a blue plus or minus
sign against a white background?
f.) Follow the manufacturer’s instructions and when a new kit is opened, perform the
quality control to be sure that the kit works prior to testing patient samples.
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7.) Follow the storage requirements for the test kit. Write the expiration date on the kit.
8.) Do not mix components of different kits, or the same type of kit and different lot numbers.
9.) Record the patient’s test results in the proper place, such as the patient’s chart or the
laboratory test log, but not on unidentified post-it notes or pieces of scrap paper that can be
misplaced.
a.) Record the results according to the instructions in the manufacturer’s product insert.
b.) If it’s a qualitative test, spell out positive/negative or pos/neg because symbolic
representations can be altered (the – can be altered to a +).
c.) Include the name of the test, the date the test was performed, and the initials of the
testing personnel in the test record. Include the calendar year in the date.
d.) If the same test is performed on a patient multiple times in one day, include the time of
each test.
10) Perform any instrument maintenance as directed by the manufacturer.

WHERE CAN I FIND MORE INFORMATION ABOUT GOOD LABORATORY PRACTICES?
The Centers for Disease Control and Prevention has published recommendations for good
laboratory practices for waived testing sites in Morbidity and Mortality Weekly Reports (MMWR)
Recommendations and Reports. The MMWR publication provides comprehensive
recommendations for facilities that are considering introducing waived testing or offering a new
waived test, and good laboratory practices to be followed before, during, and after testing. You
can find this article on the CDC website at http://www.cdc.gov/mmwr/PDF/rr/rr5413.pdf
You may also find helpful information on the CLIA web site at www.cms.hhs.gov/clia under
“Certificate of Waiver Laboratory Project.”

2. Provider-Performed Microscopy Procedures Certificate
PPMP laboratories must:
a. Obtain a CLIA certificate for PPMP
b. Pay biannual fees
c. Comply with certain quality and administrative requirements
Microscope tests are not waived and cannot be performed under a Certificate of Waiver.
This is a subset of Moderate Complexity with relaxed regulations. CLIA regulations applicable to
PPMP are discussed later.
Laboratories with this certificate may perform a limited list of tests plus all waived tests. See the
list of PPMP on the next page. The certificate must be renewed every two years at a cost of
$200.
PPMP may be performed only by the following personnel: MD, DO, Dentist, Nurse Practitioner,
Nurse Midwife, Physician Assistant (all with a current state license). If performed by any other
personnel, these tests become Moderate Complexity, with all the associated regulations for that
category.
These laboratories will not routinely be inspected by CMS but are subject to certain inspections
under the same criteria as the waived laboratories. They are included in the current pilot studies.
Quality control generally is not available, except for urine microscopies, and the available control
materials are not ideal. CLIA accepts reference materials (photos, for example), in lieu of
controls.
Under the Clinical Laboratory Improvement Amendments of 1988, laboratories with a PPM
certificate must comply with all other requirements of the moderate complexity category:
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Written procedures
Quality assurance plan
Instrument (microscope, centrifuge) maintenance
Patient test management
Proficiency testing
Relationship of patient information to patient results
Personnel
Quality Control
Communications
Errors and corrective actions
Complaint investigation
Quality Assurance reviews and records.

Written procedures should include proper specimen collection and handling, slide preparation
and evaluation, time and speed of centrifugation if applicable, and how to document and handle
results. The laboratory must have reference manuals with pictures of drawings to help with the
identification of formed structures.
Additional Information from the Centers for Medicare & Medicaid Services (CMS) web site:
http://www.cms.hhs.gov/CLIA/downloads/ppmp.list.pdf

3. Certificate of Compliance or Accreditation for Moderate or High Complexity
Testing
A Certificate of Compliance is granted to laboratories successfully inspected by CMS (CLIA). A
Certificate of Accreditation is granted to laboratories successfully inspected by an alternate
agency with deeming status.
Examples of accrediting agencies:
 Commission on Office Laboratory Accreditation
 College of American Pathologists
 Joint Commission on American Healthcare Organizations
 American Association of Blood Banking
 American Osteopathic Association
 American Society for Histocompatibility and Immunogenetics
These Certificates are for non-waived testing, although several of these agencies will inspect
waived laboratories as well.
The complexity level is not listed on the certificate. These laboratories must pay the registration
fee plus an inspection fee. See fee schedule at the end of this chapter.
Laboratories with these Certificates may also perform PPMP and waived tests. A separate
certificate is not needed.
If a test is not on the waived or PPMP list, it is moderate or high complexity. The list of tests in
this category is too large to include here. A temporary Certificate of Registration is issued to
allow laboratories to perform non-waived testing until they are inspected for the first time.
Regulations that apply to a test are based on the regulations for the complexity level of that test,
not the complexity level of the laboratory. (i.e., a laboratory performing culture sensitivities must
have a Certificate of Compliance or a Certificate of Accreditation and must meet the personnel
requirements for high complexity).
Non-waived requirements include:
 Personnel
 Quality Assurance
 Quality Control
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Patient Test Management
Proficiency Testing
Procedures
Preventive Maintenance
Calibration and Calibration Verification

Non-waived Testing: Moderate vs. High Complexity
Categorization is based primarily on the following parameters:
 Manipulation of specimen
 Judgment involved in generating a result
 Calculations required
Requirement differences are primarily personnel qualifications. QA, PT, and PTM guidelines are
identical. QC regulations are specialty or test-specific.

State Program/Accreditation Programs
The only states with CLIA exemptions are Washington and New York. New York’s exemption
does not include POLs. Oregon discontinued its exemption in January 2000 because of
increased fees.
CMS underestimated funding for CLIA, which by law must be self-financing. CMS certified
laboratories received fee increases in 1998. Fees for exempt states were raised this year to
comply with the regulations that CLIA must be self-funding and that exempt states must pay a
fair share to support the CLIA program.
States and accrediting agencies must be at least as effective as the Federal CLIA program, but
may be more stringent. Contact the agency for their requirements. See the state agency contact
list and a list of approved accreditation agencies within this chapter.
Approved accreditation agencies include:
 College of American Pathologists
 COLA
 American Association of Blood Bank
 Joint Commission
 American Osteopathic Association
 American Society for Histocompatibility
Of their surveys, 5% will also be surveyed by CMS to assess the effectiveness of these
agencies. This applies to exempt states as well as accreditation agencies.
CLIA phone number: (301) 827-0496
Web site: www.cms.gov/medicaid/clia/cliahome/htm

FDA & CDC
When CLIA 88 originated, the Food and Drug Administration was responsible for test complexity
categorization. This responsibility was transferred to the Centers for Disease Control and
Prevention in 1994. It has now reverted to the FDA.
The reason for this most recent transfer is to streamline the process. The FDA reviews all
medically related products (and others) before they are released on the market. With the FDA
and the CDC both reviewing these products, duplication of effort resulted in excess costs and
time delays.
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Certificate Changes
Use Form CMS-116 to change:
 The name of the laboratory director
 The name of the laboratory
 The address of the laboratory

Certificate Upgrade
A laboratory with a CLIA Certificate of Waiver must do the following to run non-waived
tests:


Upgrade the certificate to a Certificate of Compliance by submitting a CMS-116,
requesting a “Change in Certificate Type”



Pay additional certification fees based on specialties and volumes



Develop a procedure manual and a quality assessment manual



Enroll in proficiency testing



Train employees



Establish and follow a quality control program



Perform instrument maintenance as required by the manufacturer



Implement corrective actions as indicated by proficiency testing, quality control
performance, and/or quality assessment monitoring



Perform initial and annual competency assessments



Document all activities and maintain all documentation for a minimum of two years



Provide annual employee continuing education



Submit to biennial laboratory inspections



Perform Method Verification at installation



Every six months perform an Accuracy and Calibration Validation

7

INSERT STATE SURVEY AGENCIES (CLIA CONTACT LIST) FROM CLIA
WEB SITE HERE.
DO NOT INSERT THIS PAGE.
CLIA WEB SITE FOR AGENCIES LIST:
http://www.cms.hhs.gov/CLIA/downloads/CLIA.SA.pdf .
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LIST OF APPROVED ACCREDITATION ORGANIZATIONS UNDER THE
CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)
AABB
8101 Glenbrook Road
Bethesda, Maryland 20814-2749 Government Relations
(301) 907-6977
AMERICAN OSTEOPATHIC ASSOCIATION
142 East Ontario Street
Chicago, Illinois 60611
(312) 202-8070
AMERICAN SOCIETY FOR HISTOCOMPATIBILITY AND IMMUNOGENETICS
15000 Commerce Parkway, Suite C
Mt. Laurel, New Jersey 08054
(856) 642-4415
COLLEGE OF AMERICAN PATHOLOGISTS
325 Waukegan Road
Northfield, Illinois 60093-2750
1-800-323-4040
COLA
9881 Broken Arrow Parkway, Suite 200
Columbia, Maryland 21046-1195
(410) 381-6581
JOINT COMMISSION
One Renaissance Boulevard
Oakbrook Terrace, Illinois 60181
(630) 792-5000

Additional information on State Laboratories
These states have duel relationships with CLIA services for their state. The contact information
below provides State Regulatory addresses and general information. These states work with
CLIA to provide both a State License and a CLIA Certificate.
CALIFORNIA
Laboratory Field Services
Department of Health Services
850 Marina Bay Pkwy
Richmond, CA 94804
http://www.dhs.ca.gov/ps/ls/lfsb/default.htm
Contact Information:
Bea O’Keefe, bokeefe@dhs.ca.gov, (510) 620-3837
Karen Nickel, knickel@dhs.ca.gov, (510) 620-3800
Examiner, Facility Licensing, (510) 620-3800
FLORIDA
Agency for Health Care Administration
Laboratory Licensing Unit
2727 Mahan Drive, Mail Stop 32
Tallahassee, FL 32308
Contact Information:
Ms. Karen Rivera
850-487-3109
(This is the address where you send both applications [together] with the fee for the State.)
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Laboratory Changes
These changes must be reported to the state CLIA agency and any accreditation agency:
1. .........The name of the laboratory director changes
2. .........The name of the laboratory (practice) changes
3. .........The address of the laboratory changes
4. .........The ownership of the laboratory changes
5. .........The laboratory adds a new specialty for which it has not been inspected
Do not expect to receive a new CLIA certificate until the current one expires. The laboratory will
receive a letter acknowledging the requested changes.
See the State surveyor contact information above. It is the most current information available
from the CLIA web site. However, this site is not updated frequently. Phone numbers and area
codes do change frequently. We apologize for any inconvenience incurred by incorrect phone
numbers.
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GLOSSARY

1.) CLIA means the Clinical Laboratory Improvement Amendments of 1988.
2.) Certificate of Waiver (COW) allows a facility to do waived tests only.
3.) PPMP Certificate allows qualified providers to do waived testing and certain microscopic
examinations during the patients’ visit.
4.) Certificate of Registration or Registration Certificate means a certificate issued to a
laboratory that enables the entity to conduct moderate or high complexity laboratory testing or
both until the entity is determined to be in compliance through a survey by the Centers for
Medicare and Medicaid Services (CMS) or its agent, or in accordance with Sec. 493.57 to an
entity that is accredited by an approved accreditation organization.
5.) HHS means the Department of Health and Human Services, or its designee.
6.) Kit means all components of a test that are packaged together.
7.) Laboratory means a facility for the examination of materials derived from the human body
for the purpose of providing information for the diagnosis, prevention, or treatment of any
disease or impairment of, or the assessment of the health of, human beings. These
examinations also include procedures to determine, measure, or otherwise describe the
presence of various substances or organisms in the body. Facilities only collecting or preparing
specimens (or both) or only serving as a mailing service and not performing testing are not
considered laboratories.
8.) MedWatch is an FDA service for health care facilities to voluntarily report a serious adverse
event or product problem that the user suspects is associated with a drug or medical device
used, prescribed, or dispensed.
Online: www.fda.gov/medwatch/report/hcp.htm
Phone: 1-800-FDA-1088
9.)
A Pipet/Pipette is a narrow, usually calibrated glass or plastic tube into which small
amounts of liquid are suctioned for transfer or measurement.
10.) Plasma is the usually clear, yellowish fluid portion of blood, lymph, or intramuscular fluid in
which cells are suspended. It is the fluid produced when a blood specimen is collected in a
vacuum tube with anticoagulant.
11.) Serum is the usually clear yellowish fluid obtained upon separating whole blood into its
solid and liquid components after it has been allowed to clot. Also called blood serum.
12.) A Reagent is a substance or material or ingredient used in a lab test to detect, measure,
examine, or produce other substances.
13.) Controls are materials with known values of the substance measured that help the
laboratory achieve accurate and reliable testing by checking if the test system is working.
Controls, also known as quality control material, are external or internal. External controls
are usually a liquid and are processed or tested in the same manner as a patient specimen.
Internal or procedural controls are indicators that the test procedure was performed in the
proper order.
14.) Quality Control (QC) procedures help to ensure the excellence of the patient testing. If the
QC results are not within the prescribed range or the expected pattern, then the laboratory
cannot be sure that the patient’s test results are accurate and reliable. See Controls above.
15.) Quality Assurance (QA) is the laboratory’s self-examination of the specimen collection,
testing, and test reporting processes. What does the laboratory do to assure accurate results?
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Ten recommended QA questions to ask are:
 Are the patients and specimens properly identified?
 Are the patients’ charts up-to-date with the proper patient test information?
 Is the quality control performed and documented?
 Did the laboratory get the right answers for the quality control?
 Do the waived test results correlate with the patient’s history or symptoms?
 Are there any complaints about the laboratory testing?
 Are the testing personnel trained prior to performing laboratory testing?
 Are there periodic discussions about laboratory concerns?
16.) Screening Tests are initial tests to determine if a disease or medical condition exists.
17.) Diagnostic Tests are tests to identify a disease or medical condition that exists in a
patient.
18.) Monitoring Tests are tests that are done once a patient is diagnosed with a disease or
medical condition. These tests help the clinician keep track of the patient’s specific medical
condition or response to a treatment on a periodic basis.
19.) Routine Order of Draw (when the laboratory collects more than one tube of blood at a
time on a patient):
 Blood culture tube
 Non-additive serum tube
 Citrate tube
 SST (serum separator tube), plastic serum tube
 Heparin tube
 EDTA tube
 Glycolytic inhibitor tube
Please consult with the reference laboratory for specific specimen collection requirements.
20.) Package Insert is the instructions included by the manufacturer in the kit or test package.
Read these carefully each time a new kit is opened to check for changes in procedures or quality
control. Retain the current package insert for reference. The language used to convey the
instructions is important. Words like “always”, “shall”, “must”, and “required” mean the instruction
is regulatory and must be performed. “Should” or “recommend” mean the action is not regulatory,
but it is good laboratory practice to perform those actions.
NOTE: THIS DOCUMENT IS INTENDED AS A PRELIMINARY EDUCATION TOOL FOR
LABORATORIES THAT HAVE A CLIA CERTIFICATE OF WAIVER. THE STATEMENTS ARE
RECOMMENDATIONS THAT MAY HELP TO IMPROVE THE QUALITY OF LABORATORY
TESTING. ADHERENCE TO THIS DOCUMENT IS VOLUNTARY AND IS NOT CONSIDERED
TO BE ALL INCLUSIVE.
CLIA INFORMATION IS AVAILABLE ON THE INTERNET AT: http://www.cms.hhs.gov/clia/
12-17-2002
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CLIA Licensure Information By State
As of August 5, 2008, the following table reflects responses from state CLIA
offices regarding these questions:
1. We are working with Physician Office Laboratories (POLs) all over the country.
Are there any regulations in this state that impact POLs and that are not included
in the CLIA regulations?
2. What state regulations in addition to CLIA would affect the POL and their staff?
3. Some states require lab personnel licensure that is different from the CLIA
regulations. Is this required in your state?

State
AK
AL

Contact
Fran Lehr
Faye Allen

206-615-2710
334-206-5120

#

AR
AZ
CA

Laura Moody
Barbara Jaffe
Donna McCallum

501-661-2201
602-364-0726
213-620-6160

CO
CT
DC
DE
FL

Jeff Groff
Patty Kinaut
Sharon Lewis
Donna Phillips-DiMaria
Karen Riviera

303-692-3681
860-509-7400
202-442-4737
302-223-1392
850-487-3109

Sharon Thomas
GA

404-657-5558

Susan O. Naka
HI

808-692-7420

IA
ID
IL

Nancy Grove
David Eisentrager
Belinda Payne

319-335-4500
208-334-2235 x245
217-782-6747

IN
KS

Tamolia
Ruby Brower

317-233-7502
785-296-0096
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Comments
NO
NO, as long as the POL is testing their
patients only. If providing testing for
other physicians’ patients, all testing
personnel are required to have state
licensure. www.adph.org. See Provider
Services, Application Materials,
Independent Clinical Laboratory, then
Rules.
NO
NO
YES. This involves lab personnel
licensure. www.leginfo.ca.gov .See the
CA business professional code 12001300.
NO
NO
NO
NO
YES. This office provides lab personnel
licensure thru the FL Dept. of Health.
YES. Licensure rules apply. Additional
regulations also apply for labs testing
higher than waived specimens. See:
www.cms.hhs.gov/clia and
www.ors.dhr.georgia.gov/portal/site/DHR
-ORS
YES. Physician must order the test.
Also, clinical diseases must be reported
to the Dept. of Health.
NO
NO
NO. Some regulations are still on the
books, but they are not enforceable.
www.idph.state.il.us. See Rules and
Regulations.
NO
NO. Exception: Doing drugs of abuse
testing for employment purposes.

Kim Hawkins
KY

859-246-2301

Staci Glueck
LA

225-342-9824

Roberta Teixeira
MA

617-753-8438
Sarah Bennett
MD

410-402-8025

Margaret Nas
ME

207-287-9339

Pam Diebolt
MI

517-241-0821

MN
MO
MS
MT

Roxanne Beyer
Sarah Dooley
Debbie Fortenberry
Ed Adams

651-201-4120
573-751-6318
601-364-1115
406-444-1451

NC
ND

Sandra Bowman
Bridget Weidner

919-855-4620
701-328-2352

NE
NH

JoAnn Ericson
Rodney Bascom

402-471-3484
603-271-4832

Vickie Estes

609-292-0016
505-841-4524
775-687-4475

NJ
NM
NV

Thomas Heckert
NY

OH
OK
OR

518-485-5352

Nancy Spence
Dean Bay
Pam Swanson

614-644-1845
405-271-6576
503-693-4121
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NO. Exception: If a physician is taking in
outside samples, the pathologist must be
the Director on the certificate. See
www.lrc.ky.gov/kar/TITLE902.htm. Look
for: Chapter 11 - State Regs.
YES. Personnel Licensure is done
through the State Board of Medical
Examiners.
YES. 8022
www.mass.gov/dph/clp/clp/htm
YES. Don’t accept all waived tests in
MD. See “Lab Director” Or “Technical
Consultants” for state licensure
regulations. www.dsd.state.md.us/comar.
NO, as long as testing is done on their
own patients. If testing is done for other
physicians’ patients, then the ME Medical
Laboratory Act must be followed.
(Testing done for other physicians;
mostly done in rural settings.)
NO. However, will soon be implementing
licensure requirements for the state. If
the POL has more than 5 physicians, or
if testing for other physicians is being
done, these regulations will be required.
NO
NO
NO
YES. Personnel must have required
licensure for moderate or high
complexity labs. Contact: Linda Greif,
406-841-2395, or e-mail: lgrief@mt.gov.
NO
YES. Extra lab personnel licensure
required through the ND Board of Clinical
Lab Practices. www.ndclinlab.com
NO
NO, as long as the POL is testing their
patients only. If providing testing for
other physicians’ patients, all testing
personnel must have an AA degree.
NO
NO
YES. Personnel Licensure testing
regulations, etc. (too many to go over).
NO. POLs are exempt from requiring NY
state personnel licensure IF POL is
physician-owned, lab for their own
patients, equipment and employees
managed by physician.
NO
NO
YES. They have 2 lab programs/regulate
testing:
1) non-medical substance abuse
testing needs a state registration
(i.e. – employee drug testing)
2) Health Fairs (i.e., at the Mall)
need a health green testing

Melissa Cle
PA

610-280-3464

Nancy Hines
RI

401-222-4526

SC
SD
TN

Mary White
Connie Richards
Paula Marks

803-545-4291
605-773-3694
615-741-7023

TX
UT
VA
VT
WA
WI
WV

Dept. of State HS
Rebecca Christianson
Sarah Pendergrass
Carol Drawbaugh
Susan Walker
Barbara Saar
Jerry Gross

512-834-6792
801-584-8471
804-367-2107
802-652-4145
206-418-5418
414-227-4556
304-558-3530
x2103

Russ Forney
WY

307-777-7123
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permit. Clinical Lab tests must
be ordered by clinician of record.
Called an HST permit.
POL Directors get their HST permit so
that they can order tests instead of
physician. www.healthoregon.org/ll
YES. QA personnel require state
licensure. www.pacode.com. Browse
Title 28 Chapter 5: Qual Dir., 5.21.
Supervisor, 5.23. Tech 5.24
YES. Personnel licensure required under
Clinical Lab Scientist licensing
regulations, Clinical Labs & Stations.
www.health.ri.gov (Secretary of State
website.)
NO
NO
YES. CLIA regulations followed unless
the lab takes in specimens from other
docs; then they have commercial lab
status.
NO
NO
NO
NO
NO
NO
NO. Exception: Personnel Licensure law
applies if the lab is doing moderate or
high complexity testing. Also, there is a
law for testing HIV. See
www.wvdhhr.org/labservices
NO

FRONT/BACK

ONE THROUGH SEVEN
NINE THROUGH FIFTEEN
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PERSONNEL QUALIFICATIONS REQUIREMENTS
Moderate Complexity Laboratories

DIRECTOR
1. Licensed MD/DO/DPM, AND
Certified in anatomic or clinical
pathology,
OR
Lab training or experience
consisting of 1 year
directing or supervising nonwaived tests.
OR
Beginning Sept. 1, 1993, have
earned at least 20 CME credits
in lab practice about director
responsibilities,
OR
Training equivalent to 20 CME
credits during medical residency.
2. Doctoral degree in laboratory
science
AND
Certified in anatomic or
clinical pathology,
OR
Have 1 year experience
directing or supervising nonwaived testing.
3. Master’s degree in lab
science
AND
1 year lab training or experience
AND
1 year supervisory experience.
4. Bachelor’s degree in lab
science
AND
2 years lab training or
experience
AND
2 years of supervisory
experience.
5. Prior to Feb. 28, 1992,
qualified under state law or
Medicare lab regulations as
Director.

TECHNICAL CONSULTANT
1. Licensed MD/DO/DPM or
PhD/MS/MS
AND
Certified in anatomic or clinical
pathology.
OR
1 year laboratory training or
experience in non-waived
specialty/subspecialty of
service.
2. Bachelor’s degree in lab
science
AND
2 years laboratory training or
experience in non-waived
specialty/subspecialty of
service
NOTE: Must also have a Technical
Consultant license if required by the
State. “Training or experience” can
be acquired concurrently in
specialties and subspecialties.

CLINICAL CONSULTANT
1. Licensed MD/DO/DPM.
2. Doctoral degree in
laboratory science
AND
Board certified in
specialty/subspecialty of
service.

TESTING PERSONNEL
1. Licensed MD/DO/DPM.
2. Doctorate, Master’s,
Bachelor’s, or Associate’s
degree in laboratory science.
3. High School graduate or
equivalent
AND
Documentation of training at
the present facility for
testing performed.
NOTE: Must also have a license if
required by the State.

NOTE: Must also have a Laboratory
Director license if required by the
State.
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Laboratory Director Qualifications
To summarize briefly for CLIA/COLA laboratory directors, physicians desiring to be a director
must have formal laboratory training, previous experience in supervising a moderate or high
complexity laboratory, or 20 CMEs covering laboratory topics.
Here are some avenues for obtaining the 20 CMEs required for physicians who do not otherwise
qualify as a laboratory director in a moderate laboratory. More stringent qualifications are
required for directors of high complexity laboratories.

1. Virtual Hospital: www.vh.org/adult/provider/pathology/CLIA/instruction.html#A
Web-based training for 20 CMEs. Registration is $335. For more information, contact Dr. Ronald
Feld, 319-356-1759.

2. University of North Dakota: www.med.und.nodak.edu/depts/cls/lend/pldtcourse.html

Videotapes for home viewing with quizzes for 20 CMEs. For more information, contact
lend@medicine.nodak.edu

3. COLA’s LabUniversity: www.cola.org

Web-based training for 20 CMEs. Cost is $450. See www.cola.org for details.
4. The annual POL Symposium jointly sponsored by University of Wisconsin Medical School and
COLA.

It is usually held in the autumn in Baltimore. Visit COLA’s website above for more information.

CME Courses for Laboratory Directors
of Moderate Complexity Laboratories
The courses listed below are designed to meet the Clinical Laboratory Improvement
Amendments (CLIA) requirement at 42 CFR 493.1405(b)(2)(ii)(B). They are
accredited by the Accreditation Council for Continuing Medical Education (ACCME)
and are designated as an American Medical Association Physician's Recognition
Award (AMA PRA) category 1 credits. Refer to the Related Links Outside CMS section
below for specific program information.



University of Iowa – Virtual Hospital: on-line computer assisted laboratory
director course.



University of Wisconsin and COLA – Physician's Office Laboratory (POL)
Symposium: Three day meeting with national speakers and exhibits
containing POL equipment.



University of Wisconsin and COLA – Lab University: On-line laboratory
director course.
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LABORATORY DIRECTOR
RESPONSIBILITIES AND DUTIES INCLUDING
DELEGATION SIGNATURE PAGE

Director
Responsible for overall operation
Oversees employment of personnel
Ensures all duties performed per regulations
Develops quality system approach for accurate testing

Non-delegated Responsibilities
Director must ensure that:
1. All laboratory services are appropriate for patient population
2. Conditions of laboratory are adequate for testing
3. Environment for employees is safe and biohazard requirements are
followed
4. A General Supervisor is present to oversee the different aspects of
laboratory
5. Sufficient numbers of appropriately educated personnel are employed
6. Documentation is complete for:
 Procedure Manual, including annual dating
 Signing proficiency testing results
 Signing the monthly QA/QC Monitors
7. Employee responsibilities and duties are in writing
8. Assume the responsibilities of Clinical Consultant including:
 Availability for consultation concerning test results and interpretation
 Assure that test reports include pertinent information

Delegated Responsibilities
As Director, I delegate the following to a Technical Consultant:
1. Observation and review of monthly QC
2. Production of assessment materials and reports for Quality Assessment
Program
3. Review of performance on Proficiency Testing results, including
recommendations on corrective actions and documentation
4. Preparation for CLIA Survey and implementation of any corrective actions
following survey

Director

Date

Technical Consultant

Date
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Delegated Responsibilities
As Director, I delegate the following duties to a Technical Supervisor:
1. Appropriate test selection, with adequate method verification
2. Development of manuals and maintenance records, including QA, QC,
and personnel documentation
3. Supervising enrollment in CMS-approved proficiency testing
4. Ensuring PT samples are tested and reviewed by appropriate staff
5. Carrying out corrective actions recommended by Director, Consultant, PT,
or CLIA
6. Ensuring and supervising the development of quality assessment and
quality control programs, and ensure they are maintained
7. Documenting remedial actions and identify systems for maintenance by
keeping appropriate documentation on test systems
8. Overseeing laboratory personnel performance and competency
9. Planning for training or continuing education needs

Director

Date

Technical Supervisor

Date
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Laboratory Personnel
The Clinical Laboratory Improvement Amendments of 1988 (CLIA) defines many categories of
laboratory personnel. Those personnel involved in moderate complexity testing include:
laboratory director, technical consultant, clinical consultant, and testing personnel. Laboratories
performing high complexity testing are required to have a laboratory director, a clinical consultant,
a technical supervisor, a general supervisor, and testing personnel. It is important to note that
one person may perform the duties for more than one position, provided he or she is
qualified.
To determine your laboratory’s level of testing, refer to the list of test systems and assays which
was first published by the Federal government in the July 26, 1993 issue of the Federal Register
and updated in the May 15, 1995 issue. You may obtain copies of these publications at a public
or university library that carries a subscription to the Federal Register or at any Federal
Depository Library. The Federal Register, from January 1995 to the present, can be accessed via
the Internet. The Internet address is: http://www.cms.hhs.gov/clia/ . Go to “Categorization of
Tests” tab.
You can also visit: http://wwwn.cdc.gov/clia/regs/toc.aspx . See “Complexities” tab.
If your laboratory performs even one high complexity test, high complexity personnel
requirements apply to laboratory director, technical supervisor, general supervisor, and any
testing personnel who perform high complexity tests.

Clinical Consultant for Moderate and High Test Complexity Laboratories
The clinical consultant renders opinions concerning the diagnosis, treatment, and management of
patient care. He or she:
 Is available to provide consultation to the laboratory’s clients
 Is available to assist the laboratory’s clients in ensuring that appropriate tests are ordered
to meet clinical expectations
 Is available for consultation and communication with the laboratory’s clients on matters
related to the quality of test results reported and their interpretation concerning specific
patient conditions

Technical Supervisor for High Test Complexity Laboratories/Technical
Consultant for Moderate Test Complexity Laboratories
The technical supervisor and technical consultant are responsible for technical and scientific
oversight. This person is not required to be on-site at all times, but must be available to provide
consultation either on-site, by telephone, or electronically. In addition, the technical
supervisor/consultant:
 Selects test methodology appropriate for the clinical use of the test menu
 Verifies test procedures performed and establishes the laboratory’s performance criteria,
including accuracy and precision of each test and test system
 Enrolls the laboratory in an approved PT program commensurate with services offered
 Establishes a quality control program appropriate for the testing performed and
establishes the parameter for acceptable levels of analytic performance and ensures that
these levels are maintained throughout the testing process
 Resolves technical problems and ensures remedial actions are taken whenever test
systems deviate from the laboratory’s established performance specifications
 Ensures patient test results are not reported until all corrective action has been taken and
the test system is functioning properly
 Identifies training needs and ensures testing personnel receive regular in-service training
 Evaluates the competency of all testing personnel on an ongoing basis
 Evaluates and documents performance of individuals responsible for testing at six
months and twelve months in the first year of employment and yearly thereafter, unless
test methodology or instrumentation changes, in which case, prior to reporting patient test
results, the individual’s performance must be reevaluated to include the use of the new
test methodology of instrumentation
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General Supervisor for Moderate and High Test Complexity Laboratories
The general supervisor
 Is accessible to testing personnel at all times testing is performed to provide on-site,
telephone, or electronic support
 Provides day-to-day supervision of personnel performing high complexity testing
 Must be on-site to provide direct supervision when high complexity testing is
performed by certain individuals
 Monitors test analyses and specimen examination to ensure that acceptable levels of
analytic performance are maintained
 Fulfills certain responsibilities as designated by the laboratory director of technical
supervisor
These include:
 Assuring that all remedial actions are taken whenever test systems deviate from the
laboratory’s established performance specifications
 Ensuring that patient test results are not reported until all corrective actions have been
taken and the test system is properly functioning
 Providing orientation to all testing personnel
 Annually evaluating and documenting the performance of all testing personnel

Testing Personnel for Moderate and High Test Complexity Laboratories
Testing personnel are responsible for:
 Following the laboratory’s procedures for specimen handling and processing, test
analyses, reporting, and maintaining records of patient results
 Maintaining records which demonstrate that proficiency testing samples are tested in the
same manner as patient specimens
 Adhering to the laboratory’s quality control policies and documenting all QC activities,
instrument and procedural calibrations, and instrument maintenance
 Following the laboratory’s policies whenever test systems are not within the laboratory’s
established levels of performance
 Being able to identify problems that may adversely affect test performance or reporting of
test results and either correcting the problem or notifying the appropriate supervisor
 Documenting all corrective actions taken when test systems deviate from the laboratory’s
established performance specifications
 If required by virtue of personnel qualification, performing high complexity testing only
under the on-site direct supervision of a general supervisor

Laboratory Director Qualifications and Responsibilities Questions and
Answers
IS IT SUFFICIENT THAT I MEET THE EXPERIENCE, EDUCATIONAL, AND TRAINING
REQUIREMENTS FOR A LABORATORY DIRECTOR UNDER CLIA?
No; in addition, you must fulfill the regulatory responsibilities outlined below. You must
demonstrate active involvement in the laboratory’s operation and be available to the laboratory
staff, as needed.
WHAT ARE MY RESPONSIBILITIES?
As laboratory director, you are responsible for the overall operation and administration of the
laboratory, including the employment of competent qualified personnel. Even though you have
the option to delegate some of your responsibilities, you remain ultimately responsible and must
ensure that all the duties are properly performed and applicable CLIA regulations are met. It is
your responsibility to ensure that your laboratory develops and uses a quality system approach to
laboratory testing that provides accurate and reliable patient test results.
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WHAT IS THE QUALITY SYSTEM APPROACH?
In the quality system approach, the laboratory focuses on comprehensive and coordinated efforts
to achieve accurate, reliable, and timely testing services. The quality system approach includes
all of your laboratory’s policies, processes, procedures, and resources needed to achieve
consistent, high quality testing services. Integral to the quality system approach is quality
assessment, which involves the following activities:
• on-going monitoring of each testing process used in your laboratory in order to identify errors or
potential problems that could result in errors;
• taking corrective action; and
• evaluating the corrective actions taken, to make sure that they were effective and will prevent
recurrence.
WHAT ARE THE RESPONSIBILITIES FOR WHICH I MUST MAINTAIN DIRECT OVERSIGHT
AND CANNOT DELEGATE TO OTHERS?
As laboratory director, you must ensure that:
• testing systems in the laboratory provide quality services in all aspects of test performance, i.e.,
the preanalytic, analytic, and postanalytic phases of testing and are appropriate for your patient
population;
• physical and environmental conditions of the laboratory are adequate and appropriate for the
testing performed;
• the environment for employees is safe from physical, chemical, and biological hazards and
safety and biohazard requirements are followed;
• a general supervisor (high complexity testing) is available to provide day-to-day supervision of
all testing personnel and reporting of test results as well as provide on-site supervision for specific
minimally qualified testing personnel when they are performing high complexity testing;
• sufficient numbers of appropriately educated, experienced, and/or trained personnel who
provide appropriate consultation, properly supervise, and accurately perform tests and report test
results in accordance with the written duties and responsibilities specified by you, are employed
by the laboratory;
• new test procedures are reviewed, included in the procedure manual and followed by personnel;
and
• each employee’s responsibilities and duties are specified in writing.
IN ADDITION TO LABORATORY DIRECTOR, WHAT ARE THE REQUIRED PERSONNEL
POSITIONS FOR NON-WAIVED TESTING NAMED IN THE CLIA REQUIREMENTS?
Moderate complexity testing
Technical consultant
Clinical consultant
Testing personnel

High complexity testing
Technical supervisor
Clinical consultant
General supervisor

NOTE: The responsibilities for a technical consultant for moderate complexity and a technical
supervisor for high complexity testing are the same. The responsibilities for a clinical consultant
for moderate complexity and high complexity testing are also the same. The personnel
qualifications for these positions may be different due to the need for specialized education,
training and/or experience to address the higher level of test complexity.
MAY I ASSUME THE RESPONSIBILITIES OF OTHER POSITIONS REQUIRED IN THE CLIA
REQUIREMENTS?
As director, you may assume the responsibilities for any position named in the CLIA
requirements, such as clinical consultant, technical consultant (moderate complexity testing) or
technical supervisor and general supervisor (high complexity testing), as long as you meet the
personnel qualification requirements of education, experience, and training for the position in
order to fulfill the responsibilities.
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IF I CHOOSE NOT TO PERFORM THE RESPONSIBILITIES OF POSITIONS OTHER THAN
DIRECTOR, MUST I DESIGNATE SEPARATE INDIVIDUALS FOR CLINICAL CONSULTANT,
TECHNICAL CONSULTANT OR TECHNICAL SUPERVISOR, AND GENERAL SUPERVISOR?
You may choose separate individuals for each position or have individuals serve in multiple
positions, as long as those individuals can fulfill the responsibilities and meet the personnel
qualifications for the positions they are filling.
WHICH RESPONSIBILITIES MAY I DELEGATE AND TO WHOM?
As laboratory director, you may share some dual responsibilities with the clinical consultant;
therefore, you may delegate, in writing, the responsibilities for ensuring:
• test reports including pertinent information for test interpretation, and
• availability for consultation concerning test results and the interpretation of those
results as they relate to specific patient conditions.
As laboratory director, you share some dual responsibilities with the technical consultant
(moderate complexity) or technical supervisor (high complexity); therefore, you may delegate,
in writing, the responsibilities for ensuring:
• appropriate test method selection;
• adequate method verification in order to determine the accuracy and precision of the test;
• enrollment of the laboratory in a CMS-approved proficiency testing (PT) program for the test
performed;
• PT samples are tested in accordance with the CLIA requirements;
• PT results are returned within the time frames established by the PT program;
• PT reports are reviewed by the appropriate staff;
• corrective action plans are followed when PT results are found to be unacceptable or
unsatisfactory;
• quality assessment and quality control programs are established and maintained;
• acceptable analytical test performance are established and maintained for each test system;
• remedial actions are taken and documented when significant deviations from the laboratory’s
established performance characteristics are identified, and patient test results are reported only
when the system is functioning properly;
• personnel have been appropriately trained and demonstrate competency prior to testing patient
specimens;
• policies and procedures are established for monitoring personnel competency in all phases
(preanalytic, analytic, and postanalytic) of testing to assure the ongoing competency of all
individuals who perform testing;
• remedial training or continuing education needs are identified and training provided; and
• an approved procedure manual is available to all personnel.
For high complexity testing, the director or technical supervisor may delegate to a general
supervisor, in writing, the responsibilities for assuring:
• remedial actions are taken when test systems deviate from the laboratory’s established
performance specifications;
• patient test results are not reported until all corrective actions have been taken and the test
system functions properly;
• orientation is provided to all testing personnel; and
• annual personnel performance evaluations and documentation of testing personnel
performance competency.
HOW CAN I BE SURE OTHERS PERFORM THE DELEGATED RESPONSIBILITIES
APPROPRIATELY?
Remaining actively involved in the operations of the laboratory is the best way to assure that
others are performing the delegated duties appropriately. For example:
• Have a mechanism in place for effective communication among management and all personnel
in the laboratory.
• Routinely review quality control and quality assessment activities to assure problems occurring
within the laboratory are identified and corrected and the corrections are monitored for
effectiveness and timeliness.
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• If there are no apparent problems identified through the quality control or quality assessment
programs for lengthy periods of time, investigate the possible need for more stringent or sensitive
programs, as the current programs may not be appropriately identifying errors. You may find it
necessary to make some changes in what you are monitoring. Once you have consistently
achieved success with a quality assessment indicator, you may wish to move on to others.
• Make certain the quality assessment activities include a mechanism for resolution of any
complaints received against the laboratory, either from the staff, public or clients of the laboratory.
• Make certain the quality assessment activities include a mechanism to address any breakdown
in communication between the laboratory and persons authorized to order tests and receive test
results.
• Review a sampling of PT results, ensure that PT samples are tested in the same manner as
patient specimens and that the cause of PT failures are identified, corrected and documented.
• Ensure that laboratory staff and management are aware of CLIA requirements that preclude
them from referring PT specimens to another laboratory or communicating about the results until
after the date by which the laboratory must report PT results to the program for the testing event
in which the samples were sent.
• Review a sampling of results obtained from procedures and their outcomes for verifying the
accuracy of tests for which PT is not required.
• Review policies and procedures for personnel evaluation and a sampling of personnel
evaluations.
• Review a sampling of the analytical performances of test systems for acceptability based on
your laboratory’s criteria.
DOES THE MAXIMUM LIMIT OF DIRECTING 5 LABORATORIES APPLY IF SOME OF THE
LABORATORIES FOR WHICH I AM THE DIRECTOR ONLY PERFORM WAIVED TESTS?
No, the maximum limit of directing 5 laboratories (laboratories in this case means the number of
certificates) is only applicable for laboratories performing non-waived tests. However, the CLIA
requirements have 3 exceptions for each certificate type that will allow one individual to direct
multiple locations under one certificate.
These 3 exceptions are:
• Laboratories that are not at a fixed location, that is, laboratories that move from testing site to
testing site, such as mobile units providing laboratory testing, health screening fairs, or other
temporary testing locations may be covered under the certificate of the designated primary site or
home base, using its address.
• Not-for-profit or Federal, State or local government laboratories that engage in limited (not more
than a combination of 15 moderately complex or waived tests per certificate) public health testing,
may file a single application.
• Laboratories within a hospital that are located at contiguous buildings on the same campus and
under common direction may file a single application or multiple applications for the laboratory
sites within the same physical location or street address.
IF I PERFORM BOTH MODERATE AND HIGH COMPLEXITY TESTING IN MY LABORATORY,
DO ALL OF THE PERSONNEL NEED TO MEET THE QUALIFICATIONS FOR HIGH
COMPLEXITY TESTING?
No, only those personnel that oversee or perform high complexity testing must meet the
requirements for high complexity testing. Other personnel who meet the requirements for
moderate complexity testing may oversee and/or perform moderate complexity tests.
WHAT ARE THE TOP TEN TIPS THAT I SHOULD CONSIDER AS A LABORATORY
DIRECTOR?
The top ten tips you should consider as a laboratory director are:
1. Learn CLIA (www.cms.hhs.gov/clia ); understand the laboratory director delegations and
monitor them.
2. Review policies, procedures and processes; i.e., their quality system.
3. Review problem log and corresponding corrective actions. Learn from your/their
mistakes.
4. Are the laboratory’s panic values appropriate for the patient population?
5. Notify the State Department of Health and the accrediting organization, if applicable, of
the change in laboratory director.
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6. Review and evaluate the laboratory’s quality assessment plan, indicators and monitor.
7. Review the laboratory’s proficiency testing (PT) enrollment and performance, corrective
actions for all missed challenges and speak to the staff about what constitutes intentional
referral of PT.
8. Learn what equipment and test systems are used in the laboratory, the QC and validation
protocols utilized and the tests’ applicability to the patient population.
9. Understand the supervisory and testing personnel array for the laboratory; confirm their
training and competency record and that there are adequate numbers of the right
personnel for each discipline.
10. Ensure that the laboratory is customer focused.
WHERE CAN I FIND MORE INFORMATION AND GUIDANCE ON MY RESPONSIBILITIES?
You can find more information in Appendix C of the State Operations Manual located on the CMS
CLIA website at www.cms.hhs.gov/clia under “The Interpretive Guidelines for Laboratories”. You
may also contact your local State Survey Agency or CMS–approved accreditation organization.

Testing Personnel Titles
For the moderately complex tests performed in this laboratory, the following persons fulfill the role
of:


Laboratory Director ______________________________



Clinical Consultant: ______________________________



Technical Consultant: ____________________________



Testing Analyst(s): _______________________________
_______________________________
_______________________________
_______________________________
_______________________________
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Chapter Three: Applying for a CLIA Certificate
Obtain a CMS-116 Form to Apply for a CLIA Certificate.
These forms are available on-line or by calling COLA or your local state agency. If your state
has its own laboratory licensure laws instead of, or in addition to CLIA, you will need to obtain
that paperwork from your state agency.
Section 1
Indicate that the application is for a new laboratory by marking the box for Initial Application.
In the future, should you wish to change your certificate type, use another CMS-116 form and
check the box next to Change in Certification Type.
Section II
Select the certificate type that matches the highest level of testing performed and the choice
of inspection agency, if applicable.





For waived testing only, select Certificate of Waiver.
For PPMP testing, select Certificate for PPMP. Remember, this certificate allows a
limited list of microscopic tests that must always be performed by the provider. A PPMP
certificate will also allow anyone in the facility to perform waived tests.
For moderate or high complexity testing, select:

Certificate of Compliance if you choose a government inspection

Certificate of Accreditation if you choose to enroll with an accrediting agency
and participate in their program

Mark the box next to the accrediting agency you choose

Sections VI and VII
Using the instructions provided, estimate the expected annual test volume for:
 Waived tests
 Non-waived tests (including PPMP)

CLIA Certificate Fee Schedule
Type of Laboratory
Waived
PPM
Low Vol. A
Schedule A
Schedule B
Schedule C
Schedule D
Schedule E
Schedule F
Schedule G
Schedule H
Schedule I
Schedule J

Number of Specialties
N/A
N/A
N/A
3 or Fewer
4 or More
3 or Fewer
4 or More
N/A
N/A
N/A
N/A
N/A
N/A

Annual Test Volume
N/A
N/A
2,000 or Fewer
2,001-10,000
2,001-10,000
10,001-25,000
10,001-25,000
25,001-50,000
50,001-75,000
75,001-100,000
100,001-500,000
500,001-1,000,000
Greater than 1,000,000

Biennial Certificate Fee
$150
$200
$150
$150
$150
$430
$440
$650
$1,100
$1,550
$2,040
$6,220
$7,940

Contact: To obtain further information on the Clinical Laboratory Improvement Amendments (CLIA) certificate fees,
contact your State Survey Agency or Centers for Medicare and Medicaid Services (CMS) Regional Office. Refer to the
State Agency & Regional Offices CLIA contact page in this section that is located on the left navigation bar.
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Applying for a Certificate of Accreditation
If you selected Certificate of Accreditation, then enroll your laboratory with that agency
now.
 Accredited labs are still required to pay CMS to maintain a valid CLIA certificate. This
remains your responsibility, and not the responsibility of the accrediting agency.
 Contact COLA at:
9881 Broken Land Parkway
Suite 200
Columbia, MD 21045
800-981-9883
www.cola.org
COLA figures their fee schedule based on:
 The number of specialties
 Annual test volume
 Particular state
*They recommend that you apply over the phone with their department at: 1-800-981-9883.
Below is a start-up coupon for a discount on COLA fees.

2

INSERT BLANK CLIA APPLICATION
AND INSTRUCTIONS
(PAGES 1-9)
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Instructions for bioMérieux Customers:
Complete the form.
Complete CMS Form 116. In Section II of CMS Form 116, check “Certificate of Compliance.”
Check “Certificate of Accreditation” only if you have elected to enroll in a voluntary accreditation
program, such as the COLA physician office laboratory program. Those who choose the
accreditation option are inspected by surveyors from the accrediting agency, not state CLIA
inspectors. Quality requirements are generally the same for both certified and accredited
facilities, but COLA fees average 5-10% less than CLIA fees. To learn about the COLA
accreditation program, call 800-981-9883 or visit www.cola.org.
In Section VII, Check the appropriate “specialty” for the tests you perform on the VIDAS ® Series
Analyzer or call bioMérieux for the latest information on test menu.

Diagnostic Immunology
(General Immunology)
C. difficile Toxin A
C. difficile Toxin A & B
CMVG/CMVM
Chlamydia
Total IgE
Lyme, Measles, Mumps
Rotavirus
Rubella
Toxo
Varicella Zoster

Chemistry (Routine)
Ferritin
Total PSA
Chemistry (Toxicology)
Digoxin
Theophylline

Hematology (Coagulation)
D-dimer

Tumor Markers
CA 125*
CA 135*
CA 199*
CEA
AFP

Chemistry
(Endocrinology)
Estradiol
FSH, hCG, LH
Prolactin
Progesterone
Testosterone
Thyroids (TSH, FT4, T4, T3)

Cardiac Marker
Troponin I Ultra (TNIU)
CKMB
NT-ProBNP
Other
Procalcitonin (PCT)

* Release Pending
Note: There are separate areas on the CMS Form 116 for the physical location of your
laboratory (the street address) and the mailing address for your laboratory. If you choose to list a
separate mailing address for your laboratory (a post office box, a corporate office, etc.), all
correspondence from CMS, including bills and your CLIA certificate, will be sent to the mailing
address. If you move or change your mailing address, notify your State agency in writing so that
the data can be corrected in the CMS database. Otherwise, you may not receive later bills and
your certificate will be terminated for non-payment.

Send the form to CMS.
Mail or fax CMS Form 116 and any additional required forms to the appropriate state CMS
office. In most states, you may begin testing as soon as the CLIA application is completed, but
note that Medicare/Medicaid will NOT pay for tests performed before the effective date of the
CLIA certificate, which is the day the application is entered in the CMS database by the State
agency, not necessarily the day the application is completed by you. So, do not begin testing
Medicare or Medicaid patients until receiving notification from your State agency or CMS with
the CLIA number and its effective date.
You will receive a bill within 10-14 days after the effective date. Send payment to the address
specified on the bill, not the State office. Once payment is credited, a Certificate of Registration
will be mailed to you from the CMS Central Office in Baltimore. It will be valid for two years or
until a survey of your laboratory is performed. Upon successful survey, you will be issued a
Certificate of Compliance (or Certificate of Accreditation if you choose to become accredited),
good for two years after the survey date.
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INSERT BLANK COLA APPLICATION
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FRONT/BACK
PAGES 1 & 2
CLIA APP NOT F/B
CLIA INSTRUCTIONS F/B
COMPLETE THE FORM FRONT ONLY
COLA APP FRONT ONLY
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APPLICATION
LABORATORY ACCREDITATION

APP00A0405

Please PRINT all information and completely darken all selection circles.

Laboratory Director

First Name

DO

Last Name

MD

PhD

Laboratory Name

Laboratory Address (physical location)

City

State

Phone

Fax

Extension

-

Zipcode

-

-

-

E-mail

No

Has this laboratory ever been accredited by COLA?

/

Date of last on-site inspection

/

Yes
Is your facility affiliated with an organization accredited
No
Yes
by the JCAHO (Joint Commission)?

Two-Year COLA Fees
Identify your laboratory type (according to CMS
identification on HCFA 116 Form):

Affiliations
Please indicate any organizations with which your laboratory,
staff, or physician is affiliated:

Community Clinic

Community Hospital

Independent Lab

Ancillary Test Site

American Association of Bioanalysts (AAB)

Student Health Center

POL

American Association of Blood Banks (AABB)
American Association of Clinical Chemistry (AACC)

Other

American Association of Clinical Endocrinologists (AACE)

CLIA Certificate
Your Current CLIA ID Number (from CLIA Certificate)

American Academy of Family Physicians (AAFP)
American College of Physicians (ACP)
American Medical Association (AMA)

CLIA Certificate Expiration Date (from CLIA Certificate)

/

/

American Medical Technologists (AMT)
American Osteopathic Association (AOA)
American Society of Clinical Laboratory Scientists (ASCLS)

Certificate Type

American Society of Clinical Pathologists (ASCP)

Certificate of Compliance

Certificate of Waiver

Certificate of Registration

Certificate of Provider
Performed Microscopy

Certificate of Accreditation

College of American Pathologists (CAP)
Clinical Laboratory Improvement Program (CLIP)
Clinical Laboratory Management Association

Please attach a copy of
your current CLIA certificate
This section to be
completed by COLA
© COLA: Rev. 04/05 APP00A
Federal EIN 52-1573280.

COLA ID#

Department of Defense (DOD)
Group Laboratories / Multiple Sites

ATV Code

COLA / 9881 Broken Land Parkway / Suite 200 / Columbia, MD / 21046-1195
Information Resource Center (800) 981-9883 / Fax (410) 381-8611 / www.cola.org

8599282216

Chapter Four: (Yellow Tab) Developing Your Laboratory
Personnel Records

LABORATORY PERSONNEL RECORDS*
Instructions for Formation of Records
 Use individual file folders
 Edit and add individual information on each person including
necessary documents, education, OSHA training, and immunization
documentation featured in File Checklist for personnel performing
laboratory testing, including collection personnel (see example 1)
 Include training and job description information with evaluation
performance forms as you document over time (see example 2)

* Certain Personnel Records should be kept confidential.

Yellow Tab Example #1
The forms in this step will help you complete information on laboratory personnel required by
CLIA, COLA, and other state regulatory agencies. It is recommended that you keep a separate
notebook with the following as a checklist for each employee that does laboratory testing. This
notebook will be the responsibility of the laboratory supervisor.

PERSONNEL FILE CHECKLIST

Employee Name:________________________________________
Position:_______________________________________________
Date Hired:_____________________________________________

 Certificate/license/registry number
 High school diploma and/or college degree
 Job description and testing authorization with six-month evaluation
 Annual evaluation
 Laboratory training/orientation and continuing education
 OSHA training certificates
 Hepatitis B Immunization documentation – See employee medical file

Note: Each laboratory employee should produce the above list for a Personnel
Notebook. You can use this form for the tab of each employee to serve as a
checklist.

LABORATORY PERSONNEL
RESPONSIBILITIES

Practice: ___________________________________________________

Laboratory Director: __________________________________________

Clinical Consultant: __________________________________________

Technical Consultant/Technical Supervisor: _______________________

General Supervisor:__________________________________________

Testing Personnel: __________________________________________
___________________________________________
___________________________________________
___________________________________________
___________________________________________
___________________________________________
___________________________________________

TESTING AUTHORIZATION

_________________________________________ has been
evaluated and is authorized to perform the following laboratory
tests/procedures:

____________________________
Laboratory Director

__________
Date

Yellow Tab Example #2

Documentation of Employee Training

Employee: _________________________________________

Test System

Analyte(s)

Trainer

Date

This employee is competent and authorized to perform testing at this facility.

Director:

_______Date: _____________

LAB PERSONNEL TRAINING CHECKLIST
Testing Analyst: ________________________________________________
Test(s) Performed on the VIDAS Series Analyzer:____________________
Mark  (Yes), No, or Not Applicable (N/A):
Attained Proficiency In:

Notes

Collecting and Handling blood specimens

Package inserts

Setting up the VIDAS Series Analyzer

Section 3
MiniVIDAS Procedure Manual
VIDAS PC User’s Manual
Section 3
MiniVIDAS Procedure Manual
VIDAS PC User’s Manual
OSHA Materials

Understanding parts of the VIDAS  Series
Analyzer
Safety precautions for laboratory testing
Running patient samples, controls and calibrator
on the VIDAS Series Analyzer
Knowing where reagents and supplies are
located

Section 4
MiniVIDAS Procedure Manual
VIDAS PC User’s Manual
Control package inserts

Knowing where the test procedure is located
and follow it as written

Procedure Manual

Knowing what instrument maintenance is
required

MiniVIDAS Procedure Manual
VIDAS PC User’s Manual
MiniVIDAS Preventative Maintenance
Checklist
VIDAS Preventative Maintenance
Checklist
MiniVIDAS Procedure Manual
VIDAS Instrument User’s Manual

Knowing how to properly clean the VIDAS 

Testing controls each day of testing and
attaining results with proper ranges

Control material package inserts

Knowing how to validate new lot numbers of
controls

See Chapter 4, Quality Control Charts

Documenting all corrective actions for
unacceptable QC, QA, and PT results

See Forms in Compliance Manual QC,
QA, and PT Chapters

Recognizing: system failures, and inconsistent
results

MiniVIDAS Procedure Manual
Section 7
VIDAS PC User’s Manual
Section 12
MiniVIDAS Procedure Manual
Section 7
VIDAS PC User’s Manual
Section 12

Knows who to contact in the event of questions
concerning testing or reporting

Trainer Name and Title: __________________________ Date:____________

LABORATORY PERSONNEL EVALUATION

Testing Personnel ____________________________ Date ________________
Test(s) Performed on the VIDAS® Series Analyzer: ________________________

Mark Yes, No, or Not Applicable (NA):
1. ______

Observation of all phases of testing show that all written steps of
the procedure are followed without deviation by the testing
personnel.

2. _______ Personnel performs and documents all instrument maintenance
and function checks according to written procedures.
3. _______ Personnel records and reports patients test results according to
protocol.
4. _______ Personnel reviews quality control and proficiency test records and
acts upon them when necessary.
5. _______ Personnel recognizes problems and knows how to assess the
situation and does what is required to resolve the problem.
6. _______ Personnel performs tests on internal blind samples, external
proficiency testing samples, or previously tested specimens as
proof of accurate test performance.
7. _______ The testing personnel does not report patient test results when
quality control is not acceptable.
8. _______ All remedial actions associated with QC, QA, instrumentation, and
proficiency testing are documented by personnel.
9. _______ All system failures, unacceptable QC and calibrations and
inconsistent or erroneous patient test results are recognized by the
testing personnel.
10. _______ The testing personnel contacts the appropriate person when
questions arise concerning testing and/or reporting results.

Reviewed by ___________________________
Title __________________________________

Date_________________

Practice Name
CLIA Job Description Form

Employee Name: _____________________________________________________
Date of Hire: __________________________

Job Duties: ______________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

Training Completion Date: _________________________________

Comments & Recommendations: _____________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

Follow Up Six Months Review:

Comments & Review: ____________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

DoctorsManagement

Supervisor and Date: _______________________

CLIA Job Description Form for the MiniVIDAS®/VIDAS®

Employee Name: _____________________________________________________
Date of Hire: __________________________

Job Duties: General laboratory personnel are responsible for being able to identify the
patient by two identifiers, selecting the appropriate collection material, and preparing and
performing the venipuncture. These personnel are also responsible for handling any
specimens that are sent to a reference laboratory. These personnel are responsible for
performing machine maintenance and control and reagent handling. They are trained for
any pipette handling and general running of the MiniVIDAS analyzer. They are proficient
in the QC policies of this laboratory and demonstrate abilities to document QC and report
patient results per the instructions of the Laboratory Director. Further, they are able to
recognize any panic or out of range results and they understand how to report these
findings to the physician. If the need arises, they are proficient in recognizing any
troubleshooting flags that may occur and understand how to contact the technical support
for bioMérieux.

Training Completion Date: _________________________________

Comments & Recommendations: _____________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

30-Day Review :
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
Supervisor and Date: _______________

Training/Evaluation Performance Form
Employee Name
Title
Hire Date
Evaluation Period

FUNCTIONAL AREAS OF RESPONSIBILITY
________________________________________________________________
________________________________________________________________
________________________________________________________________
________________________________________________________________
________________________________________________________________

Rating Standards
Unacceptable
(UA)

Work performance is inadequate and inferior to the
standard of performance required for the position.

Improvement
Needed (IN)

Work performance does not consistently meet the standards of
performance for the position. Serous effort is needed to improve
performance.

Meets Expectations
(ME)

Work performance is consistently above the standard performance for
the position.

Outstanding
(O)

Work Performance is consistently superior to standard required
for the job.

Not Applicable
(NA)

The employee is not required to perform in a specific ration factor,
and it cannot be measured.

1. Technical Skills
Rating:
Effectiveness with which the employee applies job knowledge, including analyzing problems and
using proper safety measures
_____________________________________________________________________________
_____________________________________________________________________________

2. Quality of Work
Rating:
Manner in which the employee completes job assignments including overall accuracy,
completeness of assignments, attention to details, thoroughness, reliability, judgment,
responsiveness to requests and follow-through
_____________________________________________________________________________
_____________________________________________________________________________

3. Quantity of Work
Rating:
Efficient use of time, ability to meet deadlines and overall productivity
_____________________________________________________________________________
_____________________________________________________________________________

Training/Evaluation Performance Form continued

4. Communication Skills
Rating:
Information conveyed in a clear and concise manner, both written and verbal, including tact and
diplomacy
_____________________________________________________________________________
_____________________________________________________________________________

5. Interpersonal Skills
Rating:
Ability to interact and work with clients, co-workers and manager, including team participation and
commitment to team success
_____________________________________________________________________________
_____________________________________________________________________________

6. Adaptability
Rating:
Effectively adjusts to changes in routines, processes and deadlines
_____________________________________________________________________________
_____________________________________________________________________________

7. Initiative
Rating:
Takes action and responsibility to complete what is necessary in the absence of being given
specific direction
_____________________________________________________________________________
_____________________________________________________________________________

8. Judgment
Rating:
Takes appropriate action under given circumstances
_____________________________________________________________________________
_____________________________________________________________________________

9. Problem Solving
Rating:
Ingenuity of resourcefulness, finding new or better technology or methodology to accomplish
goals, reducing costs, saving time or improving quality
_____________________________________________________________________________
_____________________________________________________________________________

10. Attendance
Rating:
_____________________________________________________________________________
_____________________________________________________________________________

Place an X in the box which describes the employee’s overall performance rating.
□

Unacceptable
Work performance is
inadequate and
inferior to the
standards of
performance
required for the
position.
Performance at this
level cannot be
allowed to continue.

□

Improvement Needed

Work performance does
not consistently meet the
standards of performance
for the position. Serious
effort is needed to improve
performance.

□

Meets Expectations

Work performance
consistently meets the
standards of performance
for the position.

□

Exceeds Expectations

Work performance is
consistently above the
standard performance for
the position.

□

Outstanding

Work performance
is consistently
superior to the
standards required
for the job.

Overall Performance Rating Comments

Supervisor’s Comments
(Additional comments may be attached.)

Action Plans/Training and Development Goals
(If applicable, summarize any specific projects, performance objectives, or training and development for the next review
period.)

Employee Comments/Reactions
(Optional. If employee wishes to do so, any comments concerning the appraisal may be included in this section, or by an
attachment.)

Employee Signature ______________________________________Date _________________
I have read and discussed this evaluation with my supervisor and I understand its contents. My signature means that I
have been advised of my performance status and does not necessarily imply that I agree with either the appraisal or the
contents.

Supervisor:
_____________________ ________________
Signature
Date

Reviewer:
___________________ ______________
Signature
Date

Supervisory Evaluation Performance Form
Employee Name
Title
Hire Date
Evaluation Period

FUNCTIONAL AREAS OF RESPONSIBILITY
________________________________________________________________
________________________________________________________________
________________________________________________________________
________________________________________________________________
________________________________________________________________

Rating Standards
Unacceptable
(UA)

Work performance is inadequate and inferior to the
standard of performance required for the position.

Improvement
Needed (IN)

Work performance does not consistently meet the standards of
performance for the position. Serous effort is needed to improve
performance.

Meets Expectations
(ME)

Work performance is consistently above the standard performance for
the position.

Outstanding
(O)

Work Performance is consistently superior to standard required
for the job.

Not Applicable
(NA)

The employee is not required to perform in a specific ration factor,
and it cannot be measured.

For employees with supervisory responsibilities, please assign a rating and give examples
of the following factors:

General Performance
1. Technical Skills
Rating:
Effectiveness with which the employee applies job knowledge, including analyzing problems and
using proper safety measures
_____________________________________________________________________________
_____________________________________________________________________________

2. Quality of Work
Rating:
Manner in which the employee completes job assignments including overall accuracy,
completeness of assignments, attention to details, thoroughness, reliability, judgment,
responsiveness to requests and follow-through
_____________________________________________________________________________
_____________________________________________________________________________
3. Quantity of Work
Rating:
Efficient use of time, ability to meet deadlines and overall productivity
_____________________________________________________________________________
_____________________________________________________________________________

Supervisory Evaluation Performance Form continued
4. Communication Skills
Rating:
Information conveyed in a clear and concise manner, both written and verbal, including tact and
diplomacy
_____________________________________________________________________________
_____________________________________________________________________________

5. Interpersonal Skills
Rating:
Ability to interact and work with clients, co-workers and manager, including team participation and
commitment to team success
_____________________________________________________________________________
_____________________________________________________________________________

6. Adaptability
Rating:
Effectively adjusts to changes in routines, processes and deadlines
_____________________________________________________________________________
_____________________________________________________________________________

7. Initiative
Rating:
Takes action and responsibility to complete what is necessary in the absence of being given
specific direction
_____________________________________________________________________________
_____________________________________________________________________________

8. Judgment
Rating:
Takes appropriate action under given circumstances
_____________________________________________________________________________
_____________________________________________________________________________

9. Problem Solving
Rating:
Ingenuity of resourcefulness, finding new or better technology or methodology to accomplish
goals, reducing costs, saving time or improving quality
_____________________________________________________________________________
_____________________________________________________________________________

10. Attendance
Rating:
_____________________________________________________________________________
_____________________________________________________________________________
Supervisory Performance

1. Supervision of Others
Rating:
Clarity of instructions and guidance given to subordinates
_____________________________________________________________________________
_____________________________________________________________________________

2. Leadership
Rating:
Inspires teamwork
_____________________________________________________________________________
_____________________________________________________________________________

Supervisory Evaluation Performance Form continued
3. Organization
Rating:
Efficient in planning, scheduling, delegating and utilizing staff
_____________________________________________________________________________
_____________________________________________________________________________
4. Drive for Results
Department goals and deadlines met timely and efficiency

Rating:

_____
5. Training and Development
Rating:
Trains, direct reports and assists employees in development of new skills
_____________________________________________________________________________
_____________________________________________________________________________
6. Compliance with Company Policy
Rating:
Meets objectives within established guidelines
_____________________________________________________________________________
_____________________________________________________________________________
7. Fiscal Responsibility
Rating:
Plans and adheres to department budget
_____________________________________________________________________________
_____________________________________________________________________________

Place an X in the box which describes the employee’s overall performance rating.
□

Unacceptable
Work performance is
inadequate and
inferior to the
standards of
performance
required for the
position.
Performance at this
level cannot be
allowed to continue.

□

Improvement Needed

Work performance does
not consistently meet the
standards of performance
for the position. Serious
effort is needed to improve
performance.

□

Meets Expectations

Work performance
consistently meets the
standards of performance
for the position.

□

Exceeds Expectations

Work performance is
consistently above the
standard performance for
the position.

□

Outstanding

Work performance
is consistently
superior to the
standards required
for the job.

Overall Performance Rating Comments

Supervisor’s Comments
(Additional comments may be attached.)

Action Plans/Training and Development Goals
(If applicable, summarize any specific projects, performance objectives, or training and development for the next review
period.)

Employee Comments/Reactions
(Optional. If employee wishes to do so, any comments concerning the appraisal may be included in this section, or by an
attachment.)

Employee Signature __________________________________

Date ______________

I have read and discussed this evaluation with my supervisor and I understand its contents. My signature means that I
have been advised of my performance status and does not necessarily imply that I agree with either the appraisal or the
contents.

Supervisor:
_____________________ ________________
Signature
Date

Reviewer:
_____________________ ______________
Signature
Date

ALL PAGES COPIED FRONT ONLY

Chapter Four: (Red Tab) Developing Your Procedure Manual

LABORATORY PROCEDURE MANUAL
Instructions for Formation of Notebook
 Use ring-bound notebook
 Develop title pages (see example 1,2,3,4)
 Develop Table of Contents (see example 5)
 Develop In-house Test Menu (see example 6)
 Provide example of facility’s Superbill (see example 7)
 Edit and add material on Specimen Collection (see example 8)
 Edit and add material on Patient Test Management (see example 9)
 Add material on Reagent Management (see example 10)
 Add individual procedures with clear insert pages for the
manufacturer’s package inserts (see example 11)
 Add individual forms as necessary for your facility (see examples 12)
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Red Tab Example #1

LABORATORY PROCEDURE
MANUAL

PRACTICE NAME

In association with
bioMérieux, Inc.
100 Rodolphe Street
Durham, NC 27712
800-682-2666
919-620-2000

Mary Blount, B.S., MT (ASCP)
Ann Bachman, B.S., MT (ASCP)
DoctorsManagement
10401 Kingston Pike
Knoxville, TN 37922
800-635-4040
865-531-0176

2

Red Tab Example #2

FOREWORD

This manual has been prepared for
Practice Name
Address
Suite Number
City, ST Zip

Laboratory Director: ______________________
Testing Personnel Names and Titles

In association with
bioMérieux, Inc.
100 Rodolphe Street
Durham, NC 27712
800-682-2666
919-620-2000

Mary Blount, B.S., MT (ASCP)
Ann Bachman, B.S., MT (ASCP)
DoctorsManagement
10401 Kingston Pike
Knoxville, TN 37922
800-635-4040
865-531-0176
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Red Tab Example #3

LABORATORY PROCEDURE MANUAL
Practice Name
Address
Suite Number
City, ST Zip

This manual was implemented on
revised as needed.

, and will be reviewed and

Reviewed and approved by

Date

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------

--------------------------------------------

------------------
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Red Tab Example #4

Procedure Manuals

The following manufacturers’ instructions/guides are approved for use in the
laboratory at _____________________________________________________.

List of Manufacturers’ Test Kits

______________________________________
Practice Physician, Laboratory Director

5

_______________
Date

Red Tab Example #5

LABORATORY PROCEDURE MANUAL
Practice Name
FORMAT FOR TABLE OF CONTENTS

TOPIC
IN-HOUSE MENU

SPECIMEN COLLECTION
REFERENCE LABORATORY INFORMATION
LABELING
LAB REFRIGERATOR INFORMATION

CRITERIA FOR SPECIMEN REJECTION

PATIENT TEST MANAGEMENT

REGENT MANAGEMENT SAFETY

INDIVIDUAL PROCEDURES

LOGS

DISCONTINUED PROCEDURES
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Red Tab Example #6

In-House Test Menu
Examples:
1)

Hematology
CBC, ESR, PT

2)

Chemistry
Basic and Comprehensive Metabolic Profiles, Electrolytes;
Lipid Panel; hs-CRP; Glucose Tolerance Tests; A1C, Fecal
Occult Blood

3)

Endocrinology
TSH, Free T4; Total PSA

4)

Microbiology
Rapid strep screen

5)

Immunology
H. pylori, Influenza

6)

Urinalysis
Dip stick chemistries

7

Red Tab Example #7

Practice Name
Address, Suite Number
City, ST Zip
Phone Number
Laboratory Director: Practice Physician

Patient Name: _____________________________ M _____ F _____ DOB _______________
Physician: ____________________________________________ Chart#: _________________
Time Drawn: __________ AM _____ PM _____ Drawn by: ___________ Date: ___________

_____ 84075 Alk Phos

_____ 83735 Magnesium

ADD TEST MENU SUPERBILL HERE.
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Red Tab Example #8

SPECIMEN COLLECTION
PATIENT PREPARATION AND MANAGEMENT
1.
2.
3.

4.
5.
6.

Identify the patient. Address all patients by the proper prefix (Miss, Mrs., Ms. and
surname. Children and personal friends are exceptions.)
Ask the patient to identify himself/herself to assure proper identification.
Ask for information that may be pertinent to the test, i.e.:
a. When was the last time you had anything to eat or drink?
b. When was your last medication? (For therapeutic drugs or anticoagulant therapy)
This information must be noted on the specimens, request/report form, specimen log, and
accession log.
Inform him/her of what you are going to do.
Carefully evaluate potential venipuncture sites prior to performing the procedure in order
to limit the number of attempts to one and never more than two.
Always follow Universal Precautions.

A. Throat Culture
The quality of the culture results depends primarily on the adequacy and condition of the
specimen submitted for examination. Proper specimen collection and procedural techniques
must be followed to ensure the most accurate culture results possible. Specimens should be
collected prior to the initiation of antibiotic therapy. Sterile collection containers should be
used.
1. A properly collected throat swab is essential. Under adequate lighting, depress the
tongue and rub a sterile swab vigorously over each tonsil area and posterior pharynx.
Any exudates should be touched, and care should be taken to avoid areas containing
large amounts of normal respiratory flora (i.e., tongue, uvula, cheeks, lips, etc.).
2. Plates should be inoculated promptly after specimen collection. If a delay in
inoculation of more than 1-2 hours is unavoidable, transport medium such as Stuart’s or
Amies should be used. Every effort should be made at prompt specimen inoculation.
Extended delays in processing permit overgrowth of potential pathogens by normal
respiratory flora.

B. Serum
1. For specimens requiring serum, blood is drawn in a plain tube or serum separator tube.
2. An overnight fast is recommended prior to the collection of specimens for certain
chemistry tests. If the patient has not fasted, please indicate “Not Fasting” on the
requisition.
3. Hemolyzed serum in most cases is an unacceptable sample. Hemolysis causes an
artificial increase in certain blood chemicals.
4. Store all specimens until pick-up according to reference laboratory guidelines or
storage requirements in the procedure manual.

C. Whole Blood and Plasma
1. Use the collection tube recommended in the specimen requirements of your Test
Directory or procedure manual to insure the proper anticoagulant and preservative.
2. Immediately after drawing, gently invert each tube 5-10 times to thoroughly mix the blood
with the anticoagulant. Do not shake vigorously as this may cause hemolysis.
3. If indicated in the specimen requirements, centrifuge the tube and separate the plasma
from the red blood cells.
4. Store according to reference laboratory guidelines.
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URINE CULTURES
D. Obtaining a Clean-voided Urine Specimen
Instructions for staff:
1. The following detailed instructions to laboratory staff, nursing personnel and patients are
recommended for collection specimens from ambulatory adults. Instructions for patients
should be both verbal and written.
2. The technique for collecting a clean-voided urine specimen is relatively simple and can
be readily taught to most patients. A few words to decrease anxiety and stimulate the
patient’s interest will go a long way in establishing rapport and enlisting the patient’s
cooperation.
3. Extraneous bacterial contamination of urine comes from the following sources:
a. Hair and other particulate matter from the perineum may fall into the urine or the
collection vessel.
b. Bacteria from beneath the prepuce in males may contaminate the stream.
c. In females, bacteria from vaginal secretions or from the vulva or distal urethra
may contaminate the receptacle or be caught in the urinary stream.
d. Bacteria from hands, skin, or clothing may enter the receptacle.
4. In addition to a private cubicle with a commode, there must be a trained assistant who
explains the procedure to the patient. Patients urinate more comfortably if no other
person is present. Generally speaking, properly instructed patients will cleanse the penis
or vulva and perineum at least as well as the nurse or attendant.
5. Supplies needed for each patient should include the following:
a. Soapy gauze or cotton balls
b. Water-soaked gauze or cotton balls
c. A wide-mouthed, sterile covered receptacle for the urine specimen
6. Before the collection of urine, the following instructions should be given to all patients, so
that they understand what is expected of them. The instructions are to be repeated at
every visit.
7. Under no circumstances should the urine that is to be cultured be a sample taken from a
larger container nor should the urine specimen be brought from home.
8.

A copy of the following instructions should be posted in the collection restroom for
specimens collected in the practice. A copy should be given to patients when
specimens are to be collected at home and brought to the practice.

Finger Stick
The preferred area of the finger for performing a finger puncture is the palm or surface of the
second or third finger. The finger should be cleansed thoroughly using 70% isopropyl alcohol
applied to a gauze sponge or cotton ball. A single continuous, deliberate stroke is usually
adequate to obtain a free flowing sample. The first drop of blood is wiped away using a gauze
square, and sample collection of the blood begins. Do not squeeze the finger too tightly, as
this may result in contamination of the specimen with tissue fluid, and increases the
probability of hemolysis.
E. Collection/Sample Tubes
1. Plain tube: This tube contains no additives. The tube should be allowed approximately
20 minutes to clot before spinning down. The tube must be centrifuged within one hour
after collection.
2. Serum separator (SST) tube: These tubes contain an inert gel barrier material at the
bottom of the tube which has a specific gravity between that of serum and clotted red
blood cells. The tube is spun after the blood is clotted and the gel barrier material
10

separates the serum from the cells.
3. EDTA tube: This tube contains either liquid or powder EDTA, an anticoagulant tube used
for routine hematology tests. The tube should be inverted gently several times to mix the
anticoagulant after the sample is drawn to prevent the blood from clotting.
4. Citrate tube: The standard size tube has 0.5 ml of sodium citrate solution as an
anticoagulant. This tube is used for routine coagulation studies, such as Prothrombin time
and partial Thromboplastin time. After drawing the sample, invert the tube gently 5-10
times to assure proper mixing of blood and anticoagulant. This tube must be fully filled to
assure the proper ratio of blood and citrate.
5. Heparin tube: These tubes contain heparin used for plasma collection. After drawing the
sample, invert the tube gently 5-10 times to assure proper mixing of blood and
anticoagulant. If the test requires plasma, not whole blood, to perform the procedure,
centrifuge the tube within an hour after drawing and remove plasma from the cells.
Note: Always use safety devices and follow Universal Precautions. Discard all expired
materials.

Reference Laboratory
Any test not performed in this laboratory will be referred to a licensed reference laboratory. This
includes tests not on our test menu as well as tests that are normally performed in-house but
temporarily cannot be completed within a clinically significant time frame, as when instruments
are inoperable or QC is unacceptable.
This practice will not alter any reference laboratory reports in any way.
This facility currently uses the following laboratory for reference testing: ____________________

LABELING
Venipuncture -

All specimens are labeled by testing personnel with the patient name,
chart number, and date and time of collection before leaving the patient.

Capillary tubes -

Capillary tubes are placed in a test tube, which is then labeled with the
patient’s identification and date of collection before leaving the patient.
Alternatively, the capillary tube may be transported directly to the lab by
the collector, and must never be out of the hand of the collector from the
time the specimen is collected to the test completion.

Urine specimens-

Urine specimen containers will be labeled with the patient’s name, chart
number, and the date prior to specimen collection.

Miscellaneous

All specimens will be labeled with at least the patient’s name, chart
number and date of collection. Additional labeling will be added as
appropriate. Reference specimens will be labeled according to that
laboratory’s instructions.
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Laboratory Refrigerator
1.
2.

The laboratory refrigerator is to be used for reagents and specimens only.
NO FOOD is allowed in this refrigerator.
The temperature is to be checked each day and recorded on the
temperature log. Acceptable temperature range is 2 - 8 degrees
Centigrade.
****** In accordance with OSHA requirements, Universal Precautions are
practiced in the laboratory.
****** Gloves are to be worn at all times while performing patient testing.

Criteria for Specimen Rejection

Laboratory test results are only as accurate as the condition of the specimen and the
patient. For the following reasons, the laboratory may reject specimens. Any rejected
specimens must be documented using the corrective action report and evaluated by the
Technical Consultant and the Director:
1.

Inadequate patient information - Specimens must be labeled with
patient's name and source. UNLABELED SPECIMENS WILL BE
REJECTED.

2.

Improper specimen caused by use of incorrect collection container,
i.e., incorrect anticoagulant when specific anticoagulant is required, using
tubes with sodium or potassium salts when electrolytes are ordered, nonsterile tube when sterility is required, etc. Always refer to the specimen
requirements before submitting a specimen to the laboratory.

3.

Improper storage - Specimens must be stored/ transported according to
directions in the package insert.

4.

Hemolyzed or lipemic blood specimens for testing with which this may
interfere.

5.

Improper patient status, i.e., not fasting for a fasting test.

6.

Medications that alter test results.

7.

Insufficient amount of whole blood, serum or plasma.

8.

Grossly contaminated specimens.

9.

Improper specimen for the test.
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Red Tab Example #9
PATIENT TEST MANAGEMENT

REQUISITIONING
In-house Tests
The physician orders tests on a super bill in the chart. Most tests are
ordered individually.
Reference Laboratory
All tests to be sent to a reference laboratory for testing will be ordered in
the patient’s medical record and sent to ___________________________
____________________________, which is a CLIA-certified laboratory.
Pathologies and blood tests are sent to reference laboratories according
to the patient’s insurance.

TEST REPORTING
In-house Tests
All test results are documented manually on a laboratory form that is
placed in the patient’s chart.
Reference Laboratory Tests
The original report form from the reference laboratory will be filed in the
patient’s chart. No one within this practice will alter the report in any
manner.

PANIC VALUE POLICY
Panic values are posted in clear view in the laboratory and included in the
procedure manual. When RED ALERT VALUES are received from the
reference laboratory, the physician will be notified immediately. The
reference laboratories will fax or call the critical results to the practice’s
attention.

ABNORMAL RESULTS
All significant abnormal results are immediately reported to the physician.
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Red Tab Example #10

Reagent Management
This procedure applies to kits, diluents, reagents, standards, calibrators, and controls. Use
individual package inserts for detailed information.
I.

Inventory
A. Determine utilization patterns
Obtain purchasing invoices for the past 12 months to determine usage of all reagents,
kits, controls, and standards.
B. Establish standing orders with reserved lot numbers
Contact your supplier to establish standing orders where applicable.
For products with extended expiration dates, request the same lot number until its
expiration date, with sufficient quantities reserved for your use at the warehouse, to
be delivered according to standing orders or on an “as needed” basis.

II.

Storage
Always follow manufacturer’s instructions for storage conditions.
A. Temperature
1. Establish acceptable temperature ranges.
The laboratory must establish acceptable temperature ranges for applicable
requirements: room temperature, refrigerator and freezer. These ranges must
accommodate the highest “low” and the lowest “high” in order to satisfy storage
requirements for all reagents and analyzers.
To do this, make a list of temperature ranges for all test systems, then choose
the most narrow range to satisfy all acceptable storage temperatures.
2. Document all temperatures daily.
Temperatures are logged on a daily basis, using thermometers traceable to a
NIST-certified thermometer. These may be thermometers that are individually
certified or those that have been calibrated against certified thermometers.
3. Perform corrective actions as needed.
If the temperature is found to be outside the applicable range, adjust the
thermostat and read (and record) the temperature 1-2 hours later. If this does not
correct the problem, call the refrigerator repair service.
B. Humidity
Some test systems are adversely affected by humidity.
1. Establish acceptable humidity ranges following the same procedure as above.
2. Document humidity daily, using a hygrometer.
3. If humidity falls outside the acceptable range, utilize a humidifier or a
dehumidifier to remedy the problem.

III.

Preparation and Handling
Always follow manufacturer’s instructions exactly. Carefully read package inserts to
insure that all reagents are reconstituted and/or mixed properly. Potential causes for error
include incorrect diluent, incorrect volume of diluent using a syringe and improper mixing.
A. Diluent
Always use the diluent specified in the instructions for reconstituting or diluting reagents,
controls, standards, etc. DO NOT USE TAP WATER!
B. Volume
Read instructions carefully to ensure correct volume. Use the measuring device specified
in the instructions. Do not substitute syringes or urine containers, which will not deliver
proper volumes. Take extra care to measure correctly.
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IV.

Mixing
Mix exactly as directed. Sources of mixing errors include mixing too long or not long
enough, and too gentle or too vigorous mixing.

V.

Handling
Exercise good work practices to avoid contamination with either microorganisms or
chemicals.
 Always place lids upside down on the work surface.
 Do not touch the insides of the containers.
 Do not mix lot numbers.
 Use only clean or new pipettes or containers.
 For hematology controls, before replacing the lid, carefully wipe the
inside of the lid and the top of the container.

VI.

Utilization
Expiration dates
Use all kits, reagents, controls, standards, etc, prior to the specified expiration date!
Failure to follow this regulation compromises the quality of your laboratory results.
Date all reagents upon receipt. Rotate stock by moving the oldest reagent to the front and
storing newer ones behind them.
When calibration is required with each lot number, be careful not to use a new lot number
until it has been calibrated. Place a green dot on calibrated reagents and a red dot on
uncalibrated ones.
CAVEAT: Several kits now available, especially pregnancy tests and rapid strep kits,
have two acceptable storage ranges! When stored in the refrigerator, they may be used
until the expiration date stamped on the container by the manufacturer. However, if
stored at room temperature, the kit expires after a specified period of time at that
temperature (30 days, for example) or at the original expiration date, whichever is
shorter. Mark out the manufacturer’s expiration date and replace it with the new
expiration date (provided that is within the original expiration period).


Date all reagents, etc., when opened.



Also document the “open vial” expiration date on the container.

V. Documentation
Always follow manufacturer instructions as described on package inserts. Keep a copy of
each insert in the procedure manual as a reference.

SAFETY







Exercise Universal Precautions when handling all biologicals, such as controls.
Use safety devices for blood collection and discard into appropriate sharps containers.
Read hazard warnings when handling chemicals. Use personal protective equipment as
recommended.
Dispose of biohazardous materials or hazardous chemicals according to appropriate procedures.
See the manufacturer’s instructions.
For more information, refer to the OSHA Manual.
Food and beverages are not allowed in the laboratory.
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Red Tab Example #11
LABORATORY PROCEDURE MANUAL

This laboratory will have a complete written procedure for each procedure performed inhouse.
Each procedure will contain the following:
Name of the procedure
Patient preparation
Specimen collection, processing, and storage
Criteria for specimen rejection
Preparation and storage of reagents or kits
Step-by-step instructions for performing the test
How to perform any necessary calculations
How to report the test
How to handle abnormal or “panic” values
Package inserts or user’s manuals will be used when available.
The procedure manual will be approved and signed by the laboratory director when first put
into use.
The procedure manual will be updated and signed by the laboratory director annually.
When new procedures are added, they will be immediately approved and signed by the
laboratory director.
When procedures are discontinued, the date of discontinuance will be recorded on the
procedure. The procedure will then to be filed separately from the current procedures and kept
for a minimum of two years.
Principle
The VIDAS ® Series Analyzer is an automated immunoassay instrument and the three basic
methods are discussed in the Section 5: Results and Reports of the VIDAS ® Series Analyzer
Operator’s Manual.
An example of a VIDAS ® procedure follows on the next page. Additionally, you would
also include the package insert directly behind this page. Inserts can be found on the
bioMérieux website at: www.biomerieux-usa.com

_______________
Date

_____________________________
Director’s Signature
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CHEMISTRY PROCEDURES
VIDAS® Systems
®

The Assays performed on bioMérieux VIDAS Systems
A.

Test Name: See attached list.

B.

Specimen Requirements: Serum, plasma, or stools. Refer to Assay Package insert for
acceptable specimens. (See manufacturer’s instructions for specimen stability.)

C.

Methodology: Enzyme linked fluorescent assay following ELFA methodology. Antigen
detection is carried out using a sandwich technique.

D.

Materials Required: Collection supplies, VIDAS ® reagents and supplies as described in
the Assay Package Insert.

E.

Step-by Step Directions: See the Assay Package Insert and the VIDAS ® or MiniVIDAS®
user’s manual.

F.

Calibration: See calibration requirements per package insert for individual assays.

G.

Quality Control Procedure: A minimum of two levels of controls are run (additional
controls may be run dependent on laboratory policy) each day of patient testing, prior to
testing patient samples. Patient samples will not be tested until acceptable QC results
®
®
are obtained. For more detailed instructions, please see the VIDAS or MiniVIDAS
user’s manual and the QA Manual information.

H.

Criteria for Unacceptable Control Results: Do not test patient samples if quality
control results are outside the acceptable ranges.

I.

Remedial Actions: Check all reagents and controls for expiration date and replace if
indicated. Repeat control. If still unacceptable, open new vial and repeat. For further
®
®
remedial actions, please see the Assay Package Insert, VIDAS or MiniVIDAS user’s
manual and the QA manual.

J.

Reporting Patient Results: Results are entered in the patient’s chart manually or
electronically by an LIS. The instrument report is filed in the laboratory for two years.

K.

Normal/Expected Values: Please refer to the Normal Value list established in the
manufacturer’s information.

L.

Alert Values: Please refer to the Panic Value list in the user’s manual.

M.

Storage Requirements for Reagents: Follow manufacturer’s instructions on each
package insert. Do not use reagents past the expiration date.

N.

Preventive Maintenance: Please refer to the VIDAS Systems user’s manual.

®

______________________________, Date Discontinued
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Policies and Procedures Approval Form
Procedure: VIDAS® Series Analyzer

Prepared By: ___________________________
Name

______________________________
Title

Approved By: ____________________________________________
Laboratory Director

Date Adopted:__________________________ Date Discontinued: ____________________
Read By:

Date

Name/Title

Revisions:
Review Date

Revision Date

Approved By
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Title

Red Tab Example #12

Additional Procedure Manual Forms
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Hands-On Certification for MiniVIDAS®

Date: _______________________________________________
Trainee: _____________________________________________
Trainer: _____________________________________________

Signatures:
Trainer: _____________________________________________

*I certify that I have spent ________ hours training on the operation of this
instrument and am confident in performing all listed tasks independently.

Trainee*: _____________________________________________
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MiniVIDAS® Checklist
System Overview
D*

P**

Action

Comments

Sections A and B
Status Lights
SPR® Block
Reagent Strip Tray
Front Panel/Sample Preparation Tray
Thermal Printer
Keypad
Bar Code Scanner
Power Switch

Configuration
D*

P**

Action
Set Dose Units
Configure User’s ID
Configure Report Header
Set Date and Time
Configure Warning Messages
Create Normal Ranges

Comments

Action
Proper Handling and Storage
Package Insert
Master Lot Card (MLE)
SPR®s (Solid Phase Receptacles)
Reagent Strips
S,C and R Vials
Calibration Frequency

Comments

Assay Kits
D*

P**

Reagent Preparation
D*

P**

Action
Proper Use of FinnPippette
Reconstitutes S and C Vials with Correct Diluent
Storage of S and C Vial

Comments

Assay Testing Procedure
D*

P**

Action
When and How to Scan MLE Card?
Determine S and C Calibration Sequence
Determine the Correct Sample Volume
Create Work List (By LIS or Manually)
Label and Pipette Samples in Test Strips
Load SPR®
Load the Test Strips
Program/Edit Run
Start Run
ETC (Estimated Time of Completion)
Interpretation of Results

Comments

Action
Daily Temperature Recording
Weekly Decontamination
Monthly Decontamination
Perform QCV/Evaluate Results
Change Thermal Paper

Comments

Maintenance
D*

P**

Troubleshooting
D*

P**

Action
Reprint Results
Evaluate Calibration (BKG, RFV)
Bar Code Error
Substrate Error
Reset Section
Place Section Off Line
Reboot System

Comments

D* = Demonstrated
P**= Performed
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LAB TESTING LOG

Date/Time

Patient Name

Patient ID#

DoctorsManagement
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Test(s) Ordered

Tech Initials

SPECIMEN REJECTION LOG

Date/Time

Patient Name

Patient ID #

DoctorsManagement
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Reason for Rejection/
Person Notified

New Spec?
Y/N

Tech
Initials

REAGENT LOG
Reagent

Date
Opened

Lot Number

Exp.
Date

DoctorsManagement
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Date
QC
Passed

Comments

Testing
Analyst

TEMPERATURE/HUMIDITY CHART
MONTH/YEAR: ____________________________

Day

VIDAS ®
Refrigerator
SPR®/Tray
2º-8ºC
(36º-38ºC / 35º-38ºC) (35º-46º F)

Room
15-30º C
(59-86º F)

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
DoctorsManagement
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Freezer
<-20ºC
(<-4ºF)

Humidity
10-80%

Initials

Analyte: ____________________________________ QC

Date
Reviewed

+2 SD

+1 SD

X

-1 SD

Control 2 # ________
Exp
_________

-2 SD

+2 SD

+1 SD

X

-1 SD

Control 1 # _______
Exp
__________

-2 SD

Date

LOG

Week 1

Week 2

Week 3

Week 4

If a new lot number of controls is opened, attach validation results to this Log.
Control # 1 Mean _________________ Control #2 Mean _________________
Control #1 CV __________________ Control #2 CV
_________________

Director/Date _______________________________
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Comments

Tech

Analyte: ____________________________________ QC

Comments

+2 SD

+1 SD

X

-1 SD

-2 SD

Control 3 # ________
Exp
_________

+2 SD

+1 SD

X

-1 SD

-2 SD

Control 2 # ________
Exp
_________

+2 SD

+1 SD

X

-1 SD

Control 1 # _______
Exp
__________

-2 SD

Date

LOG

Week 1

Week 2

Week 3

Week 4

If a new lot number of controls is opened, attach validation results to this Log.
Control # 1 Mean _________________ Control #2 Mean _________________ Control #3 Mean _________________
Control #1 CV __________________ Control #2 CV
_________________ Control #3 CV
_________________

Director/Date _______________________________
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Tech/
Date

FRONT/BACK

1 THROUGH 8 – FRONT ONLY
9 THROUGH 12 – F/B
13 FRONT ONLY
14, 15 – F/B
16 THROUGH 29 – FRONT ONLY
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Chapter Four: (White Tab) Developing Your Quality Assessment
Notebook

QUALITY ASSESSMENT MANUAL
Instructions for Formation of Notebook
 Use ring-bound notebook
 Edit and add information on Quality Assessment (see example 1)
 Add facility information and checklists for QA Systems (see example 2)
 Add Monthly Monitors as produced (see example 3)
 Add information about special requirements for COLA accredited laboratories
(see example 3)
 Add Incident Investigation Report forms necessary for COLA laboratories (see
example 4)
 Add Reporting Device-Related Adverse Events to the RDA forms necessary for
COLA laboratories (see example 5)
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White Tab Example #1

Developing Your Quality Assessment Notebook
This laboratory of
has established quality systems for all
general laboratory systems and for all phases of the total testing process, including preanalytic, analytic, and
post analytic phases. We will ensure continuous improvement of our performance through ongoing monitoring
of each system that will assure that accurate and reliable test results are obtained and reported to our
providers in a timely manner.
Each of the following systems in our laboratory will be evaluated as needed to be sure that it meets our
quality goals. If a problem is identified, we will design and implement a solution that is approved by the
laboratory director. To determine if our solution has worked, we will re-evaluate the system at a later time
(e.g., 3 months later). We will keep written records of our review, findings, and actions.
This Quality Assessment Plan was initially implemented on_________________________, and will be
reviewed annually and updated or revised as needed. This Plan replaces the plan previously in effect.

1. Confidentiality of Patient Information
This laboratory will, to the best of our ability, comply with the patient privacy regulations included in the final
CLIA ’88 regulations and in the Healthcare Insurance Portability and Accountability Act. We will limit access
to patient information to those individuals who are authorized to access the information and will implement
policies and procedures to prohibit unauthorized access.

2. Specimen Identification and Integrity
This laboratory will follow written policies and procedures to ensure proper patient identification, specimen
collection, labeling, accessioning, processing, and storage, specimen testing and reporting results. We will
periodically evaluate our systems to ensure that specimens are properly tracked throughout the testing
process from collection to reporting.

3. Complaints
Any complaints about our laboratory, whether from providers, patients or staff, will be taken seriously and will
be documented and evaluated promptly. Corrective actions will be implemented to prevent recurrence. The
laboratory director will review all complaints and any actions taken to correct the underlying cause of the
complaint. This information will be documented and kept with our quality assessment records.

4. Communications
Effective communication between the laboratory and any authorized person who orders or receives test
results is vital to the operation of this laboratory. This includes the laboratory test requisition, information
needed concerning the patient or the specimen, and the test report. Every significant breakdown in
communications will be documented and will be reviewed by the director, who will develop and implement
corrective actions to prevent a repeat occurrence.

5. Personnel Competency
This laboratory will ensure that all testing personnel are properly trained and are competent prior to testing
patient specimens. At least annually, the laboratory director and/or technical consultant will review the
performance of each employee working in the laboratory to assure employee competency. This includes
employees responsible for specimen collection and processing (if different from the testing personnel) and the
technical consultant if applicable. The written result of the review will be filed in the individual's personnel file.
The director will ensure that laboratory personnel are provided with retraining or continuing education if
indicated.
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6. Proficiency Testing
This laboratory will enroll in formal proficiency testing appropriate to the test menu and treats all proficiency
test challenge specimens the same as patient specimens. We will forward the results of our proficiency
testing (PT) to the laboratory director within one week of their return from the PT program. The director will
carefully evaluate any unacceptable, unsatisfactory, or unsuccessful proficiency testing result in an effort to
identify the cause of failure. If a cause is found, we will take necessary corrective actions and re-evaluate the
PT results after the next PT challenge. This information will be recorded and kept with our proficiency testing
records.

7. Test Request
This laboratory will ensure that there is a written or electronic request from an authorized person for each
laboratory test performed. In order to provide optimal patient care, the laboratory will run tests ordered
verbally by an authorized individual but will make a reasonable effort to obtain written or electronic orders
within thirty days. The test requisition must include all information necessary: patient’s name and unique
identifier, sex and age or date of birth, test(s) to be performed, source of specimen if applicable, date and time
of specimen collection, and additional information as required.

8. Specimen Submission, Handling, and Referral
This laboratory follows written policies and procedures to ensure specimen integrity. Instructions will include
patient preparation and identification, specimen collection techniques, specimen labeling, storage,
preservation, and processing. Our policies include criteria for acceptable specimens and procedures for
rejecting specimens. We document the date and time we receive each specimen.
For specimens to be referred to a reference laboratory, we follow that laboratory’s instructions. We submit
specimens only to laboratories that are CLIA certified or accredited.

9. Procedure Manual
This laboratory maintains a procedure manual that includes all tests performed. It refers to the manufacturer’s
instructions, if applicable, for technical issues such as the step-by-step procedures. The Procedure Manual
addresses site-specific information not included in the manufacturer’s instructions, such as who is authorized
to order tests, how test results are reported, and procedures to be followed if the test system is inoperable.
The current laboratory director will review and approve the manual and any subsequent additions or revisions.

10. Test Systems
We will ensure that our testing environment (temperature, humidity, water quality) meets the manufacturer’s
specifications and that we follow the manufacturer’s instructions for maintenance and function checks. For
new test systems, we will verify performance specifications, such as accuracy, precision, sensitivity,
specificity, and reference intervals.

11. Quality Control
For each test system used, we follow the manufacturer’s instructions, including the CLIA regulations (or other
regulatory agency regulations, whichever are stricter), to ensure accuracy and precision for our test results.
Our quality control system is designed to help us detect errors due to the test system, environmental
conditions or operator error. We use commercial assayed control materials developed to detect errors
throughout the analytic phase and will use their statistics or will calculate our own parameters to evaluate our
performance. We document the results of all controls and will take appropriate actions when the controls do
not perform as expected.
For quantitative testing, we run a minimum of two controls each day of patient testing; for qualitative tests we
run controls based on the manufacturer’s instructions. If a test includes titration, we include a negative control
and one with graded or titered reactivity. For culture media, we visually check each batch, lot number, and
shipment for visual defects upon arrival and prior to use. For disks and reagents, we follow the manufacturer’s
specifications.

3

12. Comparison of Test Results
If a backup test system is available for use when the primary system is inoperable, we will evaluate the
relationship of those results to the results from the primary system.
Anytime we get a result that is inconsistent with clinical data (patient’s age, gender, diagnosis, other clinical
data, or other test results), we will assess the inconsistency to determine appropriate actions. We will
document our findings and actions and keep the documentation with our quality assessment records.

13. Corrective Actions
This laboratory will record all activities, quality assessment monitoring, errors, and problems. For each
significant problem found, corrective actions will be implemented if possible and will be documented. At a later
time, we will review each problem to determine the effectiveness of our corrective actions and take additional
actions if indicated.

14. Test Records
This laboratory will maintain records that include positive identification of the specimen, date and time the
specimen was received into the laboratory, conditions and disposition of unacceptable specimens, dates and
records of testing, identification of testing personnel, and patient test results. All instrument printouts will be
retained as well. All documents will be kept for a minimum of two years.

15. Test Report
Our laboratory test report system will ensure that test results are accurately and reliably relayed to the
ordering individual. This will include calculations, transcribed and electronically transmitted information from
our in-house laboratory, and reports from reference laboratories. The information will include patient
identification (name and date of birth or chart number), name and address of the testing facility, the test
performed, the specimen source if pertinent, the date of testing, the test result, and units of measure if
applicable. Information concerning interpretation or reference (normal) ranges is available to the individual(s)
using or interpreting the test result. We will document the condition and disposition of any unacceptable
specimens and will immediately alert the proper personnel of any result that indicates a life-threatening
situation or if the test cannot be run for any reason. Test reports will be released only to authorized
individuals.
When errors are in the patient test reports, the ordering individual and anyone using the results will be notified
immediately and corrected reports will be provided. Copies of the erroneous report and the correct report will
be kept in the laboratory.

16. Employee Safety
The Laboratory Director will ensure that the laboratory is a safe working environment for all staff members.
We maintain an effective OSHA program that includes all hazards to which laboratory personnel may be
exposed. Any adverse exposures will be documented and treatment will be offered.
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Summary
Our laboratory uses this quality assessment program to improve the laboratory services we provide to our
physicians and patients. We will perform periodic quality assessment monitoring and review the results with
the laboratory director or technical consultant for their approval. Changes in our policy or procedures resulting
from this quality review will be made known to the entire laboratory staff. The laboratory director or consultant
will initial and date our written reviews and actions.
The records of our quality assessment monitoring are filed in the QA Monitoring section of this manual and
are available for review by the director, consultant, staff, and laboratory surveyors. All records are dated and
initialed by the staff performing the review and by the laboratory director.
Signatures below document that the current laboratory director has reviewed and approved this Quality
Assessment policy initially and each year.

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date
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____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date

____________________________
Laboratory Director

__________________
Date
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White Tab Example #2

MONTHLY QA CHECKLIST
Mark Y (Yes), N (No), or N/A (Not Applicable)
General Laboratory Systems
Our Safety and Environmental Policies were followed:
_____ Was any situation that affected the laboratory safety or compromised employee safety
reported to the laboratory director?
_____ Were all laboratory safety breaches corrected and new safety policies implemented?
_____ Were all testing materials stored as directed by the manufacturer, and all outdated,
deteriorated, or incorrectly stored materials discarded and not used for patient testing?
_____ Check Maintenance Log: Were all maintenance checks completed and documented as
acceptable?
_____ When maintenance or function checks were out of the acceptable range, was corrective
action taken, checked for effectiveness, and documented?
Our Personnel Policies were followed:
_____ Check the Lab Personnel Training Checklist:
Have all operators of the VIDAS® Series Analyzer been trained, and the training
documented? Do all testing analysts have at least a high school diploma? If blocking or C.
difficile are performed, do testing personnel have at least an associate degree in a
laboratory science?
_____ Check the Policies and Procedures Approval Form.
Have all testing analysts read this CLIA Manual? If any revisions have been made, have all
affected personnel been made aware of them?
_____ Observe testing analysts:
Do personnel follow the manufacturer’s instructions for test performance and
troubleshooting?
Are all personnel competent to perform and report tests?
_____ If personnel competency problems were identified or observed, was corrective action
instituted to assist employees to improve performance and evaluated later to ensure the
corrective action was effective?
_____ Check the Lab Personnel Evaluation Checklists: Are all testing personnel evaluated at six
months after beginning patient testing and then at least annually thereafter?
______Are current personnel policies and procedures effective as evidenced by no complaints
documented and investigated this month?
Our Proficiency Testing Policies have been followed:
_____ Were PT samples tested exactly like patient specimens, i.e., the same number of times,
using the same personnel and methods as for patient testing?
_____ Are PT results available for two years after the test event report was received?
_____ Check PT Event Report:
Were PT failures investigated and remedial action documented?
_____ Were PT failures less than 100% and ungraded PT results (due to lack of consensus,
nonparticipation, or late return of results) investigated and findings documented?
_____ If corrective action was taken, has the problem been corrected over time? If not, have
reasons for failure of corrective action been evaluated and a new plan of corrective action
formulated and all activities documented?
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Our Preanalytic Systems were followed as written:
_____ Were patient specimens collected and handled according to our protocol and were they
acceptable for testing?
_____ Check Lab Testing Log or LIS: Specimens were logged correctly.
_____ Check Specimen Rejection Log:
No specimens were rejected by the lab due to mislabeling, inappropriate or degraded
samples or incorrect storage.
_____ Were all specimens positively identified and optimum sample integrity maintained from the
time of collection throughout the testing process?
Our Analytic Systems were followed as written:
_____ Check Temperature/Humidity Chart. Were daily humidity and temperature checks of room
temperature, refrigerators, and freezers documented? Were test materials stored as directed
by the manufacturer?
_____ When humidity or temperature checks were out of the acceptable range, was corrective
action taken, checked for effectiveness, and documented?
_____ All reagents, controls and calibrators are within the proper dating. (Check the Reagent Log,
refrigerator and freezer). Outdated materials were never used for testing patient specimens
and were discarded.
_____ Check Instrument Maintenance Log.
Was all required instrument maintenance performed and documented?
Check QC Log and QC Printouts:
Were QC samples tested according to our written policies and the manufacturer’s
instructions?
Have all testing personnel performed QC on a rotating basis?
Were QC results within acceptable limits before patient samples were reported, and was any
required corrective action documented?
Were all new lot numbers of QC materials verified before use?
_____ Check Calibration Printouts:
Was calibration performed and documented at the required frequency?
_____ Check Calibration Verification Log: Was calibration verification performed and
documented within the last 6 months or after major instrument maintenance?
Our Postanalytic Systems were followed:
_____ Was confidentiality of all patient information maintained?
_____ Were all complaints and communication problems handled by the lab director and
documented when deemed necessary?
_____ Were test reports released to authorized persons only?
_____ If an incorrect patient test result was reported, did the laboratory notify the authorized
individual (usually the physician who ordered the test) of the correction and submit a
corrected report? Are both original and corrected reports kept for two years?
_____ If communication problems developed concerning testing or reporting patient specimens, did
the laboratory director solve the problem? Attach written report to this Monthly QA
Checklist.
_____ Did lab personnel document all complaints and problems reported to the laboratory by
patients, staff members, or others, and did the laboratory director request an investigation
into complaints and problems, when appropriate? Attach written report to the Monthly QA
Checklist.
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Chart Review
Pull a representative amount of random test reports (5-10) and check the following:
_____ Written test requests are available for all tests ordered.
_____ Test requests consistently contain the required information.
_____ Correct test results are present.
_____ Acceptable turnaround times for results have been achieved.
_____ Alert (panic/critical) values were handled according to our written protocol and the time and
date of provider notification was documented.
_____ Any patient test result that appeared inconsistent with clinically relevant criteria or previous
test results was investigated.
_____ Manually entered results were transferred accurately.
_____ Results were legible and complete (e.g., contain units of measure and any statements
required by the test manufacturer).
_____ Caregiver saw test report and acted on it when necessary.
_____ Copies of all test reports are readily available.
Our Quality Assessment Program is monitored monthly for compliance:
_____ The above information has been reviewed to determine whether errors that occurred could
have been prevented by changing our policies or procedures.
_____ Any newly-instituted policies and procedures have been reviewed for effectiveness and
communicated to the appropriate employees.

If you answered “No” to any of the above, explain the problem and how it was resolved on the next
page. Use the back of the page if more space is required. Also, explain any changes made to the
laboratory policies and procedures as a result of this Quality Assessment program. Describe any
corrective actions taken during the previous month and describe how changes have improved
quality of the testing process. Also, describe how pertinent staff was involved in this quality
assessment process (discussions or active participation).
_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
Date: ______________

Tech: __________________________________________________

Laboratory Director: _______________________________________________________________
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White Tab Example #3

Chart Review Checklist
Patient
Name

DOB or
Chart #

Test(s)
Ordered

Result(s)
Charted

Facility
Name/
Address

DoctorsManagement
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Date

Time

Initials

Units of
Measure

White Tab Example #4

SPECIAL QA REQUIREMENTS FOR COLA

INCIDENT MANAGEMENT PLAN

The laboratory of _______________________________________________ is dedicated to providing
reliable laboratory test results in a timely manner while maintaining a safe and healthy environment.
To that end, this policy supplements the current safety plan and Quality Assurance Plan. The OSHA
Manual documents efforts to ensure a safe and healthy workplace for employees; the Quality
Assurance Plan includes numerous monitoring systems to prevent laboratory errors and to detect
and correct any errors that may occur when these systems fail.
This Incident Management Plan is an extension of the Quality Assurance and Safety Plans. The purpose of
this plan is to describe the actions to be taken in response to an incident. An incident, as used in this policy, is
an event that results in or could potentially result in death or serious injury for patients or laboratory staff.
These incidents may results from:
 Systemic non-compliance, or repeated failure to comply with laboratory policies and procedures, or
 Errors, accidents, or unexpected events.

Identification of Incident

An incident is an occurrence that resulted in or could have resulted in death or serious injury to a patient or
to a staff member. This policy is limited to those incidents that result from laboratory activities. Less serious
errors or occurrences are not included.
Similar incidents that may result from acts of nature (ice storms, floods, hurricanes, tornadoes, for example),
from accidents outside the laboratory or the practice (such as a train derailment or chemical spill), terrorism
(chemical, biological, radiological, or otherwise) or civil defense issues (riot, war) are outside the scope of
this policy. Many of these situations are addressed elsewhere, and others are outside the response
expectation or capability of this medical practice.
The types of incidents that may result from laboratory incidents at
__________________________________________________include but are not limited to the following:
 Repeated failure to follow established policies and procedures, resulting in release of
erroneous or unreliable laboratory test results
 Erroneous laboratory test results leading to erroneous diagnoses or inappropriate treatment
 Erroneous laboratory results leading to death of a patient
 Adverse reaction to phlebotomy: syncope, seizure, excessive bleeding, or nerve damage
 Fire, electrical shock, flooding, chemical spill, biohazardous spill
 Sharps injury
 Inappropriate handling of biohazardous waste
Employee safety issues such as fires, electrical problems, or chemical or biological exposures are covered
thoroughly in our OSHA Manual and are not included in this Incident Management Plan. Any accident that
results in a patient injury or medical problem will be dealt with appropriately, but patient care is not within the
scope of this plan. Appropriate treatment will be provided for patients experiencing injury or any adverse
medical reaction resulting from laboratory errors.
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Root Cause Analysis
Testing personnel will document all incidents in detail and will evaluate these details to determine, if possible,
the root (true, underlying) cause of the problem. Each case will be evaluated individually and immediately. All
documentation and associated materials will be retained.
The laboratory director will determine if laboratory testing should be suspended. If the director determines
that laboratory testing should be suspended, s/he will ensure that effective corrective actions have been
implemented prior to resuming patient testing. Split-specimen testing with the reference laboratory is one way
of verification of reliability of testing.
The ordering provider will be notified immediately when an incident occurs. The Technical Consultant will be
notified by phone, fax, or e-mail. The Laboratory Director will decide if any other individual or agency should
be notified.
The Laboratory Director, Clinical Consultant, and/or the Technical Consultant will evaluate and investigate the
incident, then recommend changes in policy, procedure, and/or process to resolve the problem and prevent
future recurrence.

Incident Management
The person(s) appointed to perform the root cause analysis shall have technical knowledge and authority to
perform the analysis and resolve the incident, including determining the impact on patient care. The
designated investigator will determine the potential impact prior to the reported incident, at the time of the
incident, and immediately following the incident.
If the investigator(s) determines that other patient results were affected, the practice will call those patients,
explain the problem, and schedule a visit to the laboratory to repeat the affected tests at no charge. If
significant variances are discovered, appropriate treatment corrections will be made, again at no cost to the
patient.
The investigator(s) will perform a root cause analysis to determine:
 What happened,
 When it happened,
 To whom it happened,
 Where it happened, and
 Why it happened.
The key question is “Why?” and this will be asked throughout the investigation to discover the true or “root”
cause of the problem. Only after the root cause is determined can appropriate corrective actions be
implemented.
The investigator(s) will thoroughly document the incident, the investigative findings, and conclusions. All
documents will be given to the Laboratory Director for review and signature. If the Technical Consultant has
not participated in the investigation process, the documents should be forwarded to him/her. The Director
then will determine appropriate corrective actions to prevent a recurrence and will establish a timeline for
implementation of corrective actions.
The incident investigation and findings will be communicated to all staff. Policies and /or procedures will be
revised and staff trained as indicated.
The Director or an appropriate designee (Technical Consultant, for example) will conduct a follow-up
evaluation three months after implementation of corrective actions to ensure that the corrective actions were
effective.
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Documentation of Incidents
Each incident shall be thoroughly documented using the Incident Management Form. This form shall include
documentation of what happened, the date of the incident, the person(s) affected, and the location of the
incident. It shall document each step of the investigation process, findings and conclusions, name of the
investigator(s), corrective actions and resolution, the date each step was completed, initials of those who
completed each step, and the signature of the Director.
All appropriate documents such as reference laboratory reports should be attached.
The follow-up investigation shall be documented on the same form. It does not need to repeat information
already documented.
Documentation shall be kept with the Incident Management Plan for at least two years and in the patient
charts at least seven years. Records shall be readily available to laboratory surveyors.
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White Tab Example #5

INCIDENT INVESTIGATION REPORT
Incident description: _______________________________________________________
________________________________________________________________________
Date of incident: __________________________________________________________
Location of incident: _______________________________________________________
Person(s) affected: ________________________________________________________
Documented by: _______________________ Date documented: ___________________
Ordering provider notified (date/initials): ________________________________________
Director notified (date/initials): ________________________________________________
Technical Consultant notified (date/initials): _____________________________________
Should testing be stopped?

Yes____ No____ Test: _____________________________

Director’s initials: _________________
Person(s) appointed to perform investigation: ____________________________________
________________________________________________________________________
Why did this incident occur?
________________________________________________________________________
________________________________________________________________________
Which system failed to catch the problem?
PM ________ QC ________ PT ________ QA _________ Other ___________________
If “Other”, specify: _________________________________________________________
Why did the system fail?
________________________________________________________________________
________________________________________________________________________
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Why were patient specimens tested while this problem existed?
_______________________________________________________________________
Why were patient test results reported while this problem existed?
_______________________________________________________________________

Conclusions:
_______________________________________________________________________

Date: _______________ Initials: ______________

Root Cause:
________________________________________________________________________
Were other patients affected? Yes ________ No ________
If so, recall initiated: Date: ______________ Initials: ______________
Recommended Corrective Actions:
________________________________________________________________________

Target date to complete Corrective Actions: _____________________

Interim progress report:
_______________________________________________________________________
_______________________________________________________________________
Date: ________________________ Initials: ___________
Date completed: _________________________________________________________

Resolution:
_______________________________________________________________________
_______________________________________________________________________
15



Date staff training completed: ____________________Initials: __________________
Verification of resolution if patient testing was stopped:
_______________________________________________________________________
Director’s Review and Approval:
Signature: ___________________________________Date: ___________

FOLLOW-UP EVALUATION
Person responsible: ___________________________________ Date: ______________
Findings:
_______________________________________________________________________
_______________________________________________________________________
Were corrective actions appropriate? Yes ___________ No___________
Effective? Yes ___________ No ___________
Further investigation needed? Yes ___________ No ____________
If so, specify_____________________________________________________________
Additional corrective actions needed? Yes ___________ No ___________
If so, specify _____________________________________________________________
Signature: _______________________________________________________________
Date: _______________
Final approval:
Director’s Signature: _______________________________________________________
Date: ______________
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White Tab Example #6
Reporting Device-Related Adverse Events to the FDA
Background: An important part of the Food and Drug Administration (FDA) program for regulation of medical
devices is surveillance of problems after entry of the device into the marketplace. Surveillance is performed to
assure safety and timely identification of performance problems. When problems are identified, FDA works
with manufacturers to take necessary action to protect the public health. A cadre of incoming analysts’
reviews are reporting adverse event data. Based on information obtained from these reports, the agency may
use a variety of educational materials (publications, public health notices, workshops, and joint
communications with CDC – MMWR reports) and enforcement tools (recalls, directed inspections, and
labeling changes) to address the problems.

When information reasonably suggests that a laboratory product has or may have caused or contributed to a
patient death or serious patient injury, the FDA requires manufacturers, importers, and health care
professionals in hospitals and outpatient diagnostic facilities (including independent laboratories) to report the
event. If the event is death, the report must be made both to the FDA and to the device manufacturer. If the
event is serious patient injury, the report may be made to the manufacturer only, unless the manufacturer is
unknown, in which case the report must be submitted to the FDA. Reports must be submitted on FDA Form
3500A at www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.html or an electronic equivalent as
soon as practicable, but no later than 10 working days from the time personnel become aware of the event.

The FDA defines "serious patient injury" as one that is life-threatening, one that results in permanent
impairment of a body function or permanent damage to a body structure, or one that necessitates medical or
surgical intervention to preclude permanent impairment of a body function or permanent damage to a body
structure. Inaccurate test results produced by an IVD and reported to the health care professional may lead to
medical situations that fall under the definition of serious injury as described above, and therefore they are
reportable events.

The FDA requires manufacturers to report device malfunctions when a device fails to perform as intended and
the chance of death or serious injury as a result of a recurrence of the malfunction is not remote. FDA
encourages health care professionals in hospitals and outpatient diagnostic facilities, including independent
laboratories, to report such malfunctions to manufacturers. Device malfunctions or problems that are
reportable may relate to any aspect of a test, including hardware, labeling, reagents or calibration; or to user
error (since the latter may be related to faulty instrument instructions or design).
Health care professionals in hospitals and outpatient diagnostic facilities, including independent laboratories
are also encouraged to submit voluntary reports of device malfunctions and patient injuries that do not qualify
as serious injuries by using FDA Form 3500 ( http://www.fda.gov/opacom/morechoices/fdaforms/cdrh.html ).
Background: The FDA has a procedure for medical personnel to voluntarily report device-related adverse
events that may be related to a laboratory test and do not fall under FDA required reporting. This procedure
applies to adverse events noted spontaneously in the course of clinical care, not events that occur in the
course of clinical trials or other studies. Information on how to submit a voluntary report is provided at
http://www.fda.gov/medwatch/report/hcp.htm .
Any employee who observes a laboratory device failure should immediately report the problem to the
laboratory. For problems with other types of devices, report to the practice manager.
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Personnel Acknowledgement
I have read this policy and understand my FDA reporting responsibilities as an
employee of this laboratory.

________________________________

______________

Signature

Date

________________________________

______________

Signature

Date

________________________________

______________

Signature

Date

________________________________

______________

Signature

Date

_________________________________

______________

Signature

Date

__________________________________

______________

Signature

Date

__________________________________

______________

Signature

Date
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Chapter Four: (Green Tab) Developing Your Method Verification and
Quality Control Notebook

Method Verification and Quality Control Notebook
Instructions for Formation of Notebook
 Use ring-bound notebook
 Add information on Method Verification studies and documents on moderate
complexity instruments (see example 1)
 Edit and add information on Quality Control Policy (see example 2)
 Add VIDAS® Series Analyzer Method Validation
 Add QC Log for bioMérieux Vidas and MiniVidas
 Add blank Levey-Jennings QC Chart, weekly L-J Graph Review, and QC Chart
for New Lot Number Verification to use as originals for plotting and verifying
QC

1

Green Tab Example #1
Developing your Method Verification and Quality Control Notebook

VIDAS® Method Validation Procedures

Method Verification
All laboratories must verify performance specification for:
 New instruments
 Multiplies of same instrument
 Replacements of identical systems
 New analytes added to an established method
 When changing methods or reagent manufacturer
 For “loaner” instruments
 After moving an analyzer to a new location within the building (if the control material
is not in range after the move)
What are Performance Specifications?
1. Accuracy
2. Precision
3. Reportable Range
4. Reference Range
Accuracy is the level of correctness or how close a result is to the “true value”.
Precision is repeatability or reproducibility.
Reportable Range is lowest to highest result that the system can reliably measure.
Reference Range is the range of results expected for a group of healthy patients with no
indication of abnormalities for the particular test.
Process for a new instrument:
1. Check background counts
2. Run precision study
3. Calibrate
4. Verify calibration
5. Perform accuracy study
6. Run specimens to verify reportable range
7. Begin patient testing using published ranges
8. Verify applicability of reference ranges based on patient test results
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CLIA
Precision
 Run testing material in duplicate
and over time.
Recommendation:
Run at least 11 samples, drop first one,
and calculate % CV
(*Usually required per manufacturer with
instructions)
Accuracy
 Testing reference materials and
compare results of tests
performed using an established
reference method: or
 Comparing split sample results
Recommendation:
Run 20 specimens of known value
across reportable range
(fewer specimens is acceptable)

COLA
Precision
Run two levels 5 times each
Run on different days and in different
batches.
Calculate % CV

(*Usually required per manufacturer with
instructions)
Accuracy
Run 5 specimens of known value across
reportable range

Can use linearity material to perform every
six months

Can use linearity material to perform
every six months
*(Required every six months)
Reportable Range

*(Required every six months)
Reportable Range

Sample material across the
manufacturer’s stated range

Sample material across the manufacturers
stated range

Recommendation:
Use linearity material or PT samples.
Can use standards, etc.

Recommendation:
Use linearity material or PT samples. Can
use standards, etc.

*(After initial machine installation, is not
required again unless you have altered
the machine.)

*(After initial machine installation, is not
required again unless you have altered the
machine.)
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How to verify the Reference Range for both CLIA and COLA
 Collect between 5-10 normal sample results by looking back at normal patient report
in the six-month time frame. Calculate your mean and 2SD and compare results to
the established or documented manufacturer’s normal ranges.
 You can use this “chart check” to perform QA monitors.
 Does not need to be performed after installation.
Calibration Verification
Additional testing after calibration that confirms that the test system will accurately recover
the concentration of the analyte over the verified reportable range. Verification is performed
at installation and every six months. COLA requires different lot # to be used than the lot #
that came with the calibration.

CLIA

Exceptions:
1. If lab runs control material at (L,
M, H) more than once each day,
verification is not necessary.

COLA

Exceptions:
1. If lab runs at least 2 levels of
control each day for automated
cell counters.

2. If lab runs two levels of control
each day for automated cell
counters.

2. If calibration material includes 3
or more levels across reportable
range and calibration is
performed at least every 6
months.

3. If calibration material includes 3 or
more levels across the reportable
range and calibration is performed
at least every 6 months.

4

Green Tab Example #2

QUALITY CONTROL POLICY
For each non-waived test system used, we follow the manufacturer’s instructions or the CLIA
regulations, whichever is stricter, to ensure accuracy and precision for our test results. Our quality
control system is designed to help us detect errors due to the test system, environmental conditions or
operator error. We use commercial assayed control materials developed to detect errors throughout
the analytic phase and will use their statistics or will calculate our own parameters to evaluate our
performance. We document the results of all controls and will take appropriate actions when the
controls do not perform as expected.
For non-waived quantitative testing, we run a minimum of two controls each day of patient testing,
based on the manufacturer’s instructions. Data is plotted on Levey-Jennings or other appropriate
charts and evaluated using the Modified Westgard Rules.
For non-waived qualitative diagnostic tests, manufacturer guidelines are followed and all results are
documented. If a test includes titration, we include a negative control and one with graded or titered
reactivity. For culture media, we visually check each batch, lot number, and shipment for visual defects
upon arrival and prior to use. For disks and reagents, we follow the manufacturer’s specifications.
All quality control testing is satisfactorily completed prior to patient testing. Anytime quality control
results are unacceptable, corrective actions are completed and controls retested before patient
specimens are tested. All these actions are documented. All quality control, corrective action, and
calibration documentation will be kept for a minimum of two years.

QUALITY CONTROL PROCEDURES
1. Chemistry and Hematology
A. CONTROLS
1. Number and frequency
a. This laboratory always assays controls each day that patient samples are tested The number
of controls run are as follows
 Chemistry: _______two levels of control (normal and one abnormal)
______ three levels, (low, normal, and high)
 Hematology: _______two levels of control (normal and one abnormal)
______ three levels, (low, normal, and high)
 Immunochemistry: _______two levels of control (normal and one abnormal)
_______ three levels, (low, normal, and high)
b. If instrument is shut down and then started up again more than once during the workday,
another set of controls will be run if recommended by the manufacturer.
c. Anytime maintenance must be performed or reagents are changed during the shift, controls will
be successfully repeated prior to testing patient specimens.
2. Storage and preparation
a. All controls will be stored as specified in the manufacturer's instructions.
b. All control vials will be labeled with the opening date, expiration date, and initials of the
person who control samples.
c. Lyophilized samples may be reconstituted, aliquoted into small tubes and stored frozen until
needed
d. Samples will not be used past the expiration date specified by the manufacturer, including any
applicable open-vial expiration dates.
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3.

Acceptable limits
a. After the laboratory has determined that the manufacturer’s ranges are appropriate for this
laboratory, those ranges will be followed
b. The laboratory director must approve any derivation from this protocol.
c. When two levels are run, both must be acceptable prior to testing or patient samples.
d. When three levels are run, we will run patient samples
______If two levels are acceptable.
______Only if all three levels are acceptable.
e. We may accept one result between 2 and 3 SD from the mean one out of 20 runs.
_____Yes
_____No

B. CORRECTIVE ACTIONS FOR “OUT OF CONTROL” SITUATIONS
1. Re-run the same control sample(s)
a. If result is acceptable, patient samples may be tested and results reported.
b. If control results indicate a problem, appropriate action(s) must be taken and documented in
the remedial action log and control retested.

Check all reagents and controls for signs of deterioration and/or contamination

Check instrument maintenance logs to be sure that instrument service and calibration are
current

Check with the manufacturer for possible problems with the given lot number

Contact manufacturer of instrument for technical assistance

Document corrective actions and repeat controls
2. If that control result is not acceptable, repeat using a fresh vial of control. If result is
acceptable, patient samples may be tested and results reported. If not, proceed to #3.
3. Re-calibrate instrument and re-run control
a. If result is acceptable, patient samples can be tested and results reported
b. If control result is unacceptable, contact manufacturer for further assistance.
4. If problem cannot be corrected within a clinically useful time span
a. Notify physician/lab director.
b. The physician/lab director will decide whether the patient sample should be stored for
testing at a later date after the problem has been resolved, or whether the patient sample
should be sent out to a reference laboratory for analysis.
c. Document all remedial actions taken to resolve problem.
d. UNDER NO CIRCUMSTANCES ARE PATIENT SAMPLES TESTED AND RESULTS
REPORTED UNTIL ACCEPTABLE CONTROL RESULTS ARE ACHIEVED!

C. DOCUMENTATION
1. Control results are _____stored in the instrument,
_____printed from the analyzer, or
_____handwritten on appropriate logs.
Statistical analysis, including the obtained mean, standard deviation, and coefficient of variation
are calculated monthly by
______ the instrument itself,
______ the interlaboratory quality assurance program (IQAP) provided by the
manufacturer of control material, or
______ the technical consultant.
2. Levey-Jennings or other graphs depicting the day of the month and the obtained result are
plotted by laboratory personnel, the technical consultant, or by the instrument.
3. All documentation, including instrument printouts, is kept for at least two years. Electronic
storage is backed up daily.
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D. REVIEW OF CONTROL RESULTS
1. Testing personnel review control results daily, prior to reporting patient results.
2. Problems are brought to attention of supervisor, technical consultant and/or laboratory director.
3. Control results are reviewed on an "as needed" basis, at least monthly, by the technical
consultant.
4. Laboratory director reviews quality control data on an "as needed" basis, at the request of testing
personnel and/or technical consultant or supervisor, and on unscheduled spot reviews.
5. The person(s) conducting the review dates and initials all control data.

E. CALIBRATION
All analyzers will be calibrated or the calibration verified according to the following schedule:
1. At least once every six months
2. At least as often as specified by the manufacturer's instructions
3. Whenever there is a complete change in reagent lot numbers
4. Whenever there is an unacceptable control result that cannot be resolved by changes in
reagents or control material
5. Whenever major instrument maintenance is performed (part replacement, for example)
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QC “Out of Control” Log

DATE:

TECH:

FILL OUT IF ANY OF THE FOLLOWING CONDITIONS OCCUR:
A.
One control is greater than ± 3SD from the mean.
B.
Both controls are greater than ± 2SD from the mean.
C.
One control is between 23 SD and repeats the same.
Instrument: _____________________

Analyte(s):

CONTROL

MEAN

RANGE

ACTUAL QC RESULT

CORRECTIVE ACTION TAKEN: (Check all actions performed)
Check reagents for signs of deterioration or contamination and replace if
necessary.
Reconstitute new controls.
Try alternate controls.
Recalibrate instrument.
Recalibrate instrument using a new calibrator.
Call instrument or reagent company for technical assistance.
Refer to troubleshooting guide in Operator’s Manual.
Perform preventive maintenance.
Notify supervisor.
Other (Please explain).

DESCRIBE THE CORRECTIVE ACTION WHICH RESOLVED THE QC
PROBLEM:___________________________________________________________
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ERROR/CORRECTIVE ACTIONS FOR PATIENT TESTS

PROBLEM:

Test result did not match patient information.

Patient: ________________________________

Date: ______________________

Test: __________________________________

Result: _____________________

Conflicting Patient Information: ______________________________________________
_______________________________________________________________________
_______________________________________________________________________
Investigation:

Did controls perform as expected? ___________________________
Were all reagents within the expiration date? ___________________
Was the procedure followed exactly? _________________________
Was the patient test repeated? ______________________________
If not, why? _____________________________________________
Were any interfering factors present, such as medications, which could
have affected the result? ______________________________
If so, what? _____________________________________________

Corrective Actions:
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

_________________________________
Testing Personnel

____________________________
Date

_________________________________
Technical Consultant or Laboratory Director

____________________________
Date
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INSERT VIDAS® SERIES ANALYZER METHOD VALIDATION
WORKSHEETS HERE

10

INSERT ORIGINALS FOR QC L-J CHART, WEEKLY L-J GRAPH REVIEW, QC NEW LOT
NUMBER VERIFICATION, & QC LOG FOR bioMérieux HERE
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VIDAS® SERIES ANALYZER
METHOD VALIDATION WORKSHEET

Perform method validation once after a new instrument is installed and before testing patients. The
purpose of method validation is to (1) verify the reportable ranges, (2) assign reference (normal) ranges,
and (3) assess the accuracy and precision of the analyzer.

Step 1: Procedure for Verifying Reportable Ranges
The reportable ranges (below) specify the range within which the VIDAS ® Series Analyzer accurately
reports values. The VIDAS ® Series Analyzer does not report patient values that fall outside the reportable
range. Currently, reagents are available to verify the reportable ranges for the assays below marked with
an asterisk (*). If a reagent is not commercially available to verify a particular reportable range for an
assay that you perform, attach results of instrument calibration and the Master Lot Entry (MLE) card to
this Worksheet (since the reportable range is determined electronically when the instrument is calibrated.)
Assay Name
Total PSA*
TSH*
FT4*
T4*
T3*
Measles IgG
Mumps IgG
Rubella IgG
CMV IgG
CMV IgM
Toxo IgG II
Toxo IgM
Toxo Compet.
V.Zoster IgG
Chlamydia
Chlamydia Blkg
C.difficile Tox A&B
PCT
Troponin I Ultra
NT-proBNP
CKMB

Reportable Range
0.07-100 ng/ml
0.05-60 µIU/ml
1-70 pmol/l
6-320 nmol/l
0.4-9 nmol/l
Qualitative
Qualitative
Qualitative
SQ** Up to 400 AU/ml
Qualitative
Q*** Up to 300 AU/ml
Qualitative
Qualitative
Qualitative
Qualitative
Qualitative
Qualitative
0.05-200 ng/ml
0.01-30 ng/ml
20-25,000 pg/ml
0.8-300 ng/ml

Reportable Range
Qualitative
2-1500 mIU/ml
0.1-100 mIU/ml
0.1-110 mIU/ml
0.1-13 ng/ml
0.1-80 ng/ml
0.5-200 ng/ml
9-3000 pg/ml
2.5-40 µg/ml
0.2-5.0 ng/ml
Qualitative
Qualitative
45-10,000 ng/ml
1.5-1200 ng/ml
0.5-1000 kIU/l
2-1000 ng/ml
2-1500 mIU/ml
2-365 U/mL
Release Pending
4-600 U/mL
0.6-484 ng/mL
(0.5 to 400 IU/mL)
FPSA****
Release Pending
CEA (S)
0.5-200 ng/mL
* Reagents commercially available to verify reportable range. **SQ=semiquantitative. ***Q=quantitative
Run low range, middle range and ultra high range samples and write the results in the Reportable Range
Results Table. Always refer to the package insert for the most up-to-date information and directions for
conversions.
**** Release Pending (See future package inserts.)

Assay Name
Rotavirus
hCG*
LH*
FSH*
Testosterone*
Progesterone*
Prolactin*
Estradiol*
Digoxin*
Theophylline*
H. Pylori IgG
Lyme IgG/IgM
D-dimer
Ferratin*
Total IgE
Cortisol*
HCG
CA 15-3
CA 19-9****
CA 125 II
AFP

Reportable Range Results Table

Assay
Name

CV Lot
#____

Level
1

Level
2

Level
3

Level
4

Level
5

Exp.
Date

Lot. /
Result

Lot. /
Result

Lot. /
Result

Lot. /
Result

Lot. /
Result

Verified Reportable Range
(Low – High)

The upper limits for some assays may be virtually impossible to validate, since commercially-available materials may not reach
the upper limits. The values you get for the ultra high range are the highest values that are “validated” for your laboratory, so if a
patient test result exceeds the “validated” value in the Table above, report out as “Result greater than [ validated upper value. ]”
Attach a copy of the package insert to this Method Validation.

Step 2: Procedure for Verifying Accuracy and Precision
Running Several Controls Over Two Days for Accuracy and Precision
First, enter the lot number and expiration dates of the control materials on the Accuracy and Precision Data
Sheet below. Second, enter the upper and lower limits of the QC acceptable range. Then, run 3 levels (low,
normal, high) of control material 3 times on each of 2 days for the assays you perform on the VIDAS ®
Series Analyzer. Record Day 1 results under Day 1–1,2,3–and Day 2 results under Day 2 – 1,2,3. Then,
using a calculator or spreadsheet program, calculate the average (mean), standard deviation (SD), and
coefficient of variation (%CV) for each control. Use additional pages as needed.

Accuracy and Precision Data Sheet
Date _____________________________
Low Control Lot # _________________ Manufacturer _____________________ Exp ______________
Normal Control Lot # ______________ Manufacturer _____________________ Exp ______________
High Control Lot # ________________ Manufacturer _____________________ Exp ______________
Assay Name:
_______________
Acceptable
QC Range

Low
Control

Normal
Control

High
Control

–

–

–

Comments/Instructions
Get from QC material sheet

Day 1 – 1
Day 1 – 2
Day 1 – 3
Day 2 – 1
Day 2 – 2
Day 2 – 3
Total Values, then divide by 6

Average
SD
%CV*

Assay Name:
_______________
Acceptable
QC Range

Low
Control

Normal
Control

High
Control

–

–

–

Comments/Instructions
Get from QC material sheet

Day 1 – 1
Day 1 – 2
Day 1 – 3
Day 2 – 1
Day 2 – 2
Day 2 – 3
Total Values, then divide by 6

Average
SD
%CV*
*For help calculating the SD and CV, contact bioMérieux Technical Services at 800-682-2666 and listen for the
prompts. Attach a copy of the QC data sheet to this Method Validation Worksheet.

Interpreting Accuracy and Precision Results
The CLIA ’88 regulation does not specify acceptance parameters for accuracy or precision, so the
laboratory director must determine the acceptable specifications for the clinical and diagnostic needs of
your patients. For guidance determining whether your method validation results are acceptable, consider
these three items:
1. Traditionally, +/-2 SD has been the accepted deviation for most lab tests, because the +/-2SD range
represents normal random variation present in analytical testing.
2. Some laboratories rely on proficiency testing criteria to validate a method’s accuracy, since that is how
the CLIA program judges it over time. For immunoassays, the proficiency testing criteria for acceptable
results are shown in the appropriate analyte package insert.
®
3. bioMérieux publishes precision data for VIDAS Series Analyzer, derived from repeatedly running
hundreds of samples. Due to the size of this method validation study, your VIDAS ® Series Analyzer
may not meet these tight statistics, but your values should be “comparable”.
Indicate the criteria you used to determine whether the values you obtained for accuracy and precision on
the Accuracy and Precision Data Sheets were clinically acceptable for your laboratory:
+/-2 SD
Proficiency Testing Limits
BioMerieux Data
Clinical Acceptability
Other __________________________________________________________________________







Method Validation Performed by: _______________________________ Dates: _______________
Laboratory Director



Okay to begin testing
NOT okay to begin testing

Signature ____________________________________________

Date_________________________

Step 3: Procedure for Verifying Reference Ranges
Refer to VIDAS ® Systems package insert information for the recommended Reference or Normal
Ranges for the different assays.
Ranges are listed in the package inserts for each assay. CLIA/COLA recommends that between 5-10
patient charts where the patient results were not flagged abnormal be reviewed during the first six months
to verify that the manufacturer’s Reference Ranges are appropriate for your normal patient population.
Either save the printouts or use the table below to record results. Use additional sheets as necessary. Save
results for the life of the instrument.
Test: ___________________

“Normal” Patient Name or ID#

Published Reference Range:_______________________

Date

Actual Patient Result

1.
2.
3.
4.
5.

Based on your results, discuss with the laboratory director if he/she wishes to assign values other than what
the manufacturer recommends for your patients, and mark one response below.
 Accept manufacturer normal ranges.
 Do NOT accept.
In the table above, indicate the “verified” reference ranges for the tests performed in this laboratory. If same
as bioMérieux’s reference ranges, write “same” in the last column.

Method Validation Performed by: _______________________________ Dates: _______________
Laboratory Director



Okay to begin testing
NOT okay to begin testing

Signature ____________________________________________

Date________________________

Analyte: ____________________________________QC

+2 SD

+1 SD

X

-1 SD

Control 3 # ________
Exp
_________

-2 SD

+2 SD

+1 SD

X

-1 SD

Control 2 # ________
Exp
_________

-2 SD

+2 SD

+1 SD

X

-1 SD

Control 1 # _______
Exp
__________

-2 SD

Date

LOG

Week 1

Week 2

Week 3

Week 4

If a new lot number of controls is opened, attach validation results to this Log.
Control # 1 Mean _________________ Control #2 Mean _________________ Control #3 Mean _________________
Control #1 CV __________________ Control #2 CV
_________________ Control #3 CV
_________________

Director/Date _______________________________

Comments

Tech/
Date

Chapter Four: (Pink Tab) Developing Your Proficiency Testing
Notebook

Proficiency Testing Notebook
Instructions for Formation of Notebook
 Use ring-bound notebook
 Edit and add information on enrollment and policies (see example 1)
 Add information about CLIA and COLA approved Proficiency Testing
Providers along with your receipts of enrollment (see example 2)
 Add Proficiency Testing Results Review forms and Corrective Actions
for any failed challenges (see example 3)
 Add (as necessary) any information about split sampling and
documentation logs (see example 4)
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Pink Tab Example #1
Proficiency Testing Notebook
Enroll in an Approved Proficiency Testing Program for all
Regulated Analytes on Your Test Menu
A. Selecting a proficiency testing program
1. Program must be CMS approved.
2. Call and obtain information and fees from all approved programs.
3. Identify the tests performed in your laboratory and those requiring PT
assessment.
4. Compare PT programs based on meeting your test menu.
5. Enroll in as many PT services as you can afford; enrollment is mandated for the
required analytes.
6. Assess the PT Program’s willingness to answer your questions by telephone.
7. Order between September and December to begin participation in January.
Programs must be renewed annually.
8. Give your full street address and not just the post office address.
B.

Once signed up, the PT program sends:
1. Confirmation: It contains the name and address of the laboratory, the
modules (analytes) ordered, and the agencies to receive copies of the
laboratory’s report.
2. Dates of scheduled shipments: Circle these dates on your calendar. If
a shipment is not received within a week of the ship date, call the PT program.
Failure to notify and not submitting a report are considered as PT failures.

C.

Now perform proficiency testing
1. Open specimen shipment when received, document the date and verify that it
contains the correct number and type of specimens. Also document the
condition of the specimens.
2. READ THE DIRECTIONS, since they can change.
3. Verify labels on each specimen and handle each according to universal
precautions, since some may contain human source materials.
4. Carefully reconstitute specimens when specified. Use a volumetric pipette only
and reconstitute with the proper fluid. Only reconstitute when ready to analyze
and make sure that timing requirements (e.g., allow to stand 15 minutes) are
followed.
5. Carefully mix all specimens before analysis. Follow specific directions, if stated.
6. Include PT specimens with patient runs, if possible. If not, run exactly as you
would a patient. Testing personnel that routinely perform tests should run the
specimens.
7. Keep all records for testing the PT sample. They need to tie the results with the
instrument, instrument QC and the analyst.
8. CAREFULLY transfer results to the PT report form, making sure that the proper
method and instrument code are recorded for each test. If “test not performed” is
your correct option, then indicate so.
9. Check for clerical errors making sure that everything is correct including decimal
points placement.
10. Make a copy of the report forms and keep with your records.
11. Complete all the information and return the PT report form before the required
date.
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D.

Your PT Scores
1. Review all results with director and document (sign and date reports) this
review.
2. Investigate PT failure and possible causes of failure.
3. Document corrective actions taken to correct problem. “If it is not documented –
it didn’t happen.”
4. Assess your laboratory’s PT status; decide if specific analytes need attention.

E.

Sanctions
1. Single event failure, lab must take corrective action, but no regulatory action.
2. Multiple event failures:
 Notification received by lab
 Respond immediately
 Could include stop testing order
3. Future performance requires:
 Passing next two consecutive PT events to “clear” records
 Payments could be held up with additional failures

F.

TEN STEPS TO SUCCESSFUL PROFICIENCY TESTING
1. Enroll in the program that best suits the needs of your practice. You must
remain in this program for at least 12 months.
Choose the most economical module(s) that will include all of your analytes.
2. When you receive your manual:
a. Post the shipping schedule in a prominent place.
b. Familiarize yourself with the information included (details on
processing specimens, filling out forms, interpreting reports, etc.).
c. Keep the manual in a convenient location.
3. Frequently refer to the shipping schedule to ensure that:
a. Someone is present to receive the shipment and store it
appropriately.
b. Someone will be available to perform the testing within the
required time limit.
c. Preventive maintenance is up-to-date.
d. You have sufficient in-date supplies and reagents.
4. When the package arrives:
a. Open it immediately to check for damage.
b. Call your provider immediately if there is any problem.
c. Read the package insert and store as instructed.
d. Schedule testing on a "good" day, but as soon as possible to provide for
unforeseen difficulties.
5. On the day of testing:
a. Perform all instrument function checks
b. Double check all systems, such as reagents’ expiration dates, storage
temperatures, etc.
c. Run quality control and be sure it is the best it can be.
d. Read all instructions on how to prepare the specimen for testing. Be
especially careful with dilution/reconstitution volumes and solutions!
6. Actual testing
a. Mix EXACTLY as directed.
b. Test exactly the same way you would test a patient sample:
1.) Repeat or run in duplicates only if this is done
routinely with patient samples.
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2.) Do not send to a reference laboratory.
3.) Do not discuss your results with someone from
another facility.
c. Document exactly how the specimen was handled.
d. Record results.
e. Keep all records for at least two years.
NOTE: Everyone involved with in-patient testing must participate in proficiency
testing, but not necessarily with each shipment.
7. Filling out the result form:
a. Read instructions!
b. Match specimen numbers!
c. Record in the proper place!
d. Do not insert decimal points if they are not already there!
e. Do not use < or > symbol! If applicable, a box is available to choose
this.
f. Have the attestation statement signed by the analyst and the laboratory
director.
8. Copy the result form and mail the original before the deadline. Keep the copy
and all records for at least two years.
9. When your report comes back:
a. Read the entire report, not just the summary on the last page.
b. For any "not graded" challenges, refer to the participant summary to
evaluate your performance.
10. For any failures (<80%)
Investigate (re-check preventive maintenance, reagent expiration dates, quality
control results, all temperatures, etc.).
a. Perform corrective actions indicated.
b. Document all steps.
c. Keep all documents for two years.
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Pink Tab Example #2
CLIA AND COLA-APPROVED PROFICIENCY TESTING PROVIDERS
ACCUTEST
P.O. Box 999
Westford, MA 01886-0031
800/665-2575
www.digitalpt.com
Hematology, Routine Chemistry

AMERICAN THORACIC SOCIETY
202 Fashion Lane
Suite 219
Tustin, CA 92780-3320
714/720-1944
Hematology, Routine Chemistry

AMERICAN ACADEMY OF FAMILY
PHYSICIANS
11400 Tomahawk Creek Parkway
Leawood, KS 66211-2672
800-274-7911
www.aafp.org/pt.xml
Specific surveys, 5 challenges/event
Bacteriology, Endocrinology, General
Immunology, Hematology, Immunohematology,
Routine Chemistry, Syphilis Serology,
Toxicology

CALIFORNIA THORACIC SOCIETY
202 Fashion Lane, Suite 219
Tustin, CA 92680-3320
714/730-1944
California residents only Hematology, Routine
Chemistry

AMERICAN ASSOCIATION OF
BIOANALYSTS
Proficiency Testing Service
205 W. Levee Street
Brownsville, TX 78520
800/234-5315
www.aab.org/pts/pts.htm
Bacteriology, Endocrinology, General
Immunology, Hematology, Immunohematology,
Mycobacteriology, Parasitology, Syphilis
Serology, Toxicology
AMERICAN COLLEGE OF PHYSICIANS
Medical Laboratory Evaluation
2011 Pennsylvania Ave., NW, Suite 800
Washington, DC 20008-1834
800/338-2746 or 202/835-2746
www.acponline.org/mle
Specific surveys, 5 challenges/event
Bacteriology, Endocrinology, General
Immunology, Hematology, Immunohematology,
Parasitology, Routine Chemistry, Syphilis
Serology, Toxicology
AMERICAN PROFICIENCY INSTITUTE
1159 Business Park Drive
Traverse City, MI 49686
800/333-0958
http://www.api-pt.com
Specific surveys, 5 challenges/event
Bacteriology, Endocrinology, General
Immunology, Hematology, Immunohematology,
Mycology, Routine Chemistry,
Syphilis Serology, Toxicology, Virology

CAP EXCEL/SURVEYS
COLLEGE OF AMERICAN PATHOLOGUSTS
Surveys
325 Waukegan Road
Northfield, IL 60093-2750
800/323-4040 or 847/832-7000
www.cap.org
Specific surveys, 5 challenges/event Bacteriology,
Endocrinology, General Immunology, Hematology,
Immunohematology, Mycobacteriology, Mycology,
Parasitology,Routine Chemistry, Syphilis Serology,
Toxicology, Virology
EXTERNAL COMPARATIVE EVALUATION
FOR LABORATORIES (EXCEL)
College of American Pathologists
325 Waukegan Road
Northfield, IL 60093-2750
800/323-4040
Specific surveys, 5 challenges/event Bacteriology,
Endocrinology, General Immunology, Hematology,
Immunohematology, Parasitology, Routine Chemistry,
Syphilis Serology, Toxicology
NEW YORK STATE DEPARTMENT OF HEALTH
State of New York
Department of Health
The Governor Nelson A. Rockefeller State Plaza
P.O. Box 509
Albany, NY 12201-0509
518/474-8739
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CLIA AND COLA-APPROVED PROFICIENCY TESTING PROVIDERS, CONT.

PUERTO RICO DEPT. OF HEALTH
Laboratory Services Program
Bldg. A, Call Box 70184
San Juan, PR 00936
787/274-6827
Bacteriology, Endocrinology, General
Immunology, Hematology, Immunohematology,
Mycobacteriology, Mycology, Parasitology,
Routine Chemistry, Syphilis Serology,
Toxicology
WSLH PROFICIENCY TESTING
WISCONSIN STATE LABORATORY OF
HYGIENE
465 Henry Mall
Madison, WI 53706
800/462-5261
www.wslhpt.org
Specific surveys, 5 challenges/event
Bacteriology, Endocrinology, General
Immunology, Hematology, Immunohematology,
Mycobacteriology, Mycology, Parasitology,
Routine Chemistry, Syphilis Serology,
Toxicology, Virology

For Labs performing GYN/Cytology:
AMERICAN SOCIETY FOR CLINICAL
PATHOLOGY (ASCP GYN PT™)
33 West Monroe Street, Suite 1600
Chicago, IL 60603
800/267-2727 or 317/876-4169
www.ascp.org
MARYLAND DEPT. OF HEALTH & MENTAL
HYGIENE (Only for laboratories possessing a
valid Maryland State License)
Bland Bryant Building
Spring Grove Hospital Center
55 Wade Avenue
Catonsville, MD 21228
410/402-8029
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Pink Tab Example #3

PROFICIENCY TESTING RESULTS REVIEW
PT Program__________________________________Set __________________
Date tested ____________________Date report received___________________
Analyte(s) failed_____________________________________________________
Testing personnel involved:____________________________________________

INVESTIGATIVE STEPS TAKEN:
Compare the laboratory documents with the answer sheet. Did the laboratory make any
clerical errors?
Compare the graded PT report with your answer sheet. Did the proficiency testing company
make any clerical errors?
Reread the instruction sheets that came with the kit. Did the laboratory overlook any special
instructions (time, handling, water, etc.)?
Check the QC and maintenance records for the day the PT was run. Was maintenance
performed according to the manufacturer’s instructions? Was QC within range?
Check the QC values for the week prior to performing PT. Were there any shifts or trends that
may have affected PT results?
Was calibration done on schedule?
Were there any action logs indicating problems prior to running the PT?
Is an extra sample available? If there is, retest it.
Check pipette used to reconstitute samples. Is it damaged? Is it calibrated properly?
Call the PT program to see if other users had similar problems.

PROBABLE CAUSE FOR FAILURE:
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Pink Tab Example #4

SPLIT SAMPLE ANALYSIS LOG
Use for comparing a new method or a commercial laboratory.
Date: ___________ VIDAS® Series Analyzer Analyte (test): ______________________
Comparison Lab: ____________________ Comparison Method: __________________
Expected Agreement Range*: _______________________________________________
Note: Always attempt to check your VIDAS ® Series Analyzer against an identical system. If
this is not possible, then you must determine bias before performing split sample analysis.
Bias, in this setting, is the consistent difference in results between two instruments
measuring the same sample. Bias is caused by variations in instruments, testing
methodology, and reagents. The amount of bias between any two instruments should
remain relatively constant. (If a split-sample analysis is performed between two identical
instruments and reagent systems, no bias factor is required, as the results would be
expected to remain the same.)

Determining Instrument Bias Before Split Sample Analysis
1. Select several (at least 6) patient samples for which to perform split sampling. Include
normal as well as abnormal samples, when possible. Test these patient samples on your
®
VIDAS Series Analyzer. Then, send these samples to a referral laboratory for testing or test
them by an alternate method.
2. Record results below and on the Split Sample Analysis Log, following this page.
Bias Factor (Not required if comparing identical instruments using the same reagents).

Method
1

Method
2

Method
1

Method
2

Method
1

Method Method
2
1

Method
2

Sample
1
2
3
4
5
6
Average
Bias
Factor*
*Average of Method 1 minus Average of Method 2 = Bias Factor
The calculated bias factor is the average amount that results will differ when performed on the
®
®
VIDAS Series Analyzer and the comparison instrument. The Access 2 VIDAS Series Analyzer may
be consistently lower or consistently higher than the comparison instrument. In evaluating results, as
long as the bias factor remains consistent, the split-sample verification of results may be considered
successful.
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SPLIT SAMPLE ANALYSIS LOG (p.2)

Date

Analyte

Sample
#
1
2
3
4
5
6

Your
Result

Second
Lab Result

% Difference

Accept?

Reviewed by

Date

Analyte

Sample
#
1
2
3
4
5
6

Your
Result

Second
Lab Result

% Difference

Accept?

Reviewed by

Date

Analyte

Sample
#
1
2
3
4
5
6

Your
Result

% Difference

Accept?

Reviewed by

Date

Analyte

Sample
#
1
2
3
4
5
6

Your
Result

Second
Lab Result

% Difference

Accept?

Reviewed by

Date

Analyte

Sample
#
1
2
3
4
5

Your
Result

Second
Lab Result

% Difference

Accept?

Reviewed by

Second
Lab Result
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Laboratory Director: _________________________________ Date: ________________
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SPLIT-SPECIMEN TESTING LOG

Practice: ______________

Analyte:________________________________ Date:__________________

Specimen Name:_______________________________________________

Provider A:___________________________________________________

Results: ______________________________________________

___

Provider B:_____________________________

Results:____________________________________________________

Comments:___________________________________________________
_____________________________________________________________
____________________________________________________________

Initials:_____________
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SPLIT-SPECIMEN TESTING LOG

Practice: ______________

Analyte:_____________________________ Date:____________________

Specimen
Name:________________________________________________

Date Collected:________________

In-House Result:___________________ Testing Personnel: _________

Reference Laboratory Result:____________________________________

Date Result Received:________________________

Comments:___________________________________________________
_____________________________________________________________
_____________________________________________________________

Initials:_____________
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SPLIT SAMPLE RECORD
DATE

TEST

OUR
RESULT

REF. LAB
RESULT

DoctorsManagement

12

CRITERIA
+/-____%

ACCEPT/
REJECT

TECH

FRONT/BACK

INSTR. FRONT ONLY
EX 1 – F/B
EX 2 – F/B
FORMS FRONT ONLY
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Chapter Five: Preparing for Your On-site Inspection
CLIA COMPLIANCE INSPECTIONS
1. Inspection Scheduling
CLIA inspections are usually scheduled with the laboratory about two weeks prior to the visit.
However, inspections may occur with no prior notification if:
 The inspection was triggered by a complaint, or
 The inspection is to verify corrective actions by a previous inspection.
The surveys are usually two years apart, but the regulations give a six-month leeway. New
laboratories may be open for up to twenty-four months before the initial on-site survey, but usually
CLIA will visit when the set-up for the new laboratory is finished.
Most laboratories will receive the letter to introduce a date for their survey about two months prior to
the expiration of their certificate, but CLIA may contact you as early as six months prior to your
expiration date. Remember that CLIA or the state has to complete your survey and paperwork and
get you a new certificate before your old certificate expires. You may call your local CLIA office and
negotiate a new date that is convenient for your facility up to two times. If you cannot make the
second date, CLIA has the right to come unannounced.

2. Incremental Enforcement
CLIA regulations are being enforced in “layers” or increments rather than all at once. This explains
some of the frustrations experienced by some laboratories that are cited in the third inspection for
something that had not changed but that they had not been cited for previously. This is especially
common in microbiology procedures.
Once a laboratory has been contacted by CLIA for their survey, they have two opportunities to
negotiate a date with the surveyor. If the practice cancels after the second rescheduled date, they are
subject to a “no notice” inspection.

3. Current Survey Focus
CLIA inspections are outcomes-oriented. Rather than focusing on “nit-picky” issues, surveyors are
evaluating the impact of the laboratory’s activities on patient outcomes.
In the POL, the surveyors accomplish this by reviewing some patient medical records, looking for the
requisition and the report, and making sure that all required documentation is present. This includes a
written order linked to a provider, the results, and the name and address of the facility if an “external”
piece of paper is used. (If the result is written into the progress notes, the name and address is not
as critical as it is if an instrument printout or a laboratory report form is used.) The surveyor will then
check laboratory documentation for quality control, preventive maintenance, and calibration for tests
resulted in the charts.
Proficiency testing (PT) is one means of measuring laboratory performance and is used to evaluate
patient outcomes. Surveyors will check closely for appropriate proficiency testing enrollment,
proficiency testing performance scores, and documentation of corrective actions. The goal is to
improve PT scores. Clerical errors made on proficiency testing documents may reflect clerical errors
in patient records.
Interpretive guidelines recognize procedural controls and electronic controls. If electronic controls are
substituted for liquid controls, two levels must be run, and the results must be numeric if the patient
results are numeric.
The purpose of CLIA is to provide quality of laboratory results. The surveyors must evaluate the
laboratory’s overall performance.
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CLIA surveyors currently do not investigate for fraud and abuse. However, they will report blatant
offenses.
Most states do not include OSHA inspections with the CLIA surveys, although some do. Many
surveyors are now looking for safer needles and may report violations to the state OSHA office.
Surveyors are now looking more closely at specimen handling and collection, especially labeling
procedures, and at the education and training of laboratory personnel, including the director. CLIA
has specific requirements for directors of moderate and high complexity laboratories, including
experience and/or formal training.

4. Top Deficiencies per CLIA web site
1. Quality control: failure to perform two levels of controls each day of patient testing.
2. Quality assurance: lack of a QA program (or failure to follow it).
3. Procedures: failure to follow the manufacturers’ guidelines.
4. Personnel: failure to have written, assigned responsibilities; lack of documentation of
education.

5. Laboratory Personnel Education
Lack of documentation of the highest level of formal education for all laboratory personnel seems to
be a common deficiency. If the laboratory can send it to the inspector within a short time, it may not
be included in the written report as a deficiency. However, the surveyors are requiring laboratories to
show them employees’ high school diplomas (or equivalent) or college degrees. Letters from the
schools or the board of education may suffice where actual diplomas/degrees are missing. Certificate
programs are not considered formal education.
The “temporary” clause allowing non-certified Ph.D.’s to serve as directors for high complexity
laboratories was originally scheduled to sunset in 1996. This was extended, along with the QC
regulations for moderate complexity laboratories, until December 2002.

6. Proficiency Testing
While it was meant to be an educational opportunity, PT is an excellent measure of patient outcomes.
Even poor clerical habits may be reflected in PT, meaning that clerical errors on proficiency testing
reports will require investigation and corrective actions.
Split-specimen testing is no longer acceptable for validating corrective actions following a PT failure.
Official PT testing samples must be used (either from a different PT provider or an additional
specimen from the regular supplier), and patient testing cannot be resumed until this is accomplished.
If your laboratory scores less than 80% for any one analyte or any one specialty, you must do
investigative and corrective actions and document all actions. If you score less than 80% on two
consecutive or two out of three challenges, you must send a copy of your documentation of corrective
actions to your surveyor.
The list of “regulated” analytes should be updated soon, meaning that PT will be required rather than
split-specimen testing for some analytes.

7. AQAS
The Alternative Quality Assessment Survey is no longer being used. However, it is a good tool to use
for preparation as a self-inspection.
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INSPECTION PREPARATION
A. DOCUMENTATION
The following documentation should be organized and available for the inspector when she/he
arrives. The better organized you are, the easier your inspection will be.
Be certain that you have all the following documentation for the past two years. If it has been more
than twenty-four months since your last inspection, include all data back to that inspection.
The manuals and other documentation should be assembled in one room with an area for the
inspector to work in (preferably not in the laboratory itself). Offer the surveyor coffee or another
beverage. This is a courtesy, not a bribe!
1. Manuals
__ All policy and procedure manuals, including manufacturer manuals and kit inserts
__ Quality Assurance Manual
__ Safety Manual
2. Proficiency Testing
__ Registration form or receipt
__ Handwritten results and signed report form
__ Instrument printouts
__ Graded report
__ Documentation of investigation and corrective actions for unsuccessful
challenges (even one miss!)
__ Proof of review of reports by Director
__ Split-specimen documents for non-regulated analytes not included in PT
3. Calibration Records
__ Calibration policies and procedures
__ All instrument printouts
__ Any handwritten documentation, such as calculations
*Organize by department and date, separated out from daily QC and patient reports. Include
installation records and correlation studies for new instruments.
4. Quality Control
__ All QC records for the past two years, both handwritten logs and instrument printouts;
include expected values
__ Levey-Jennings charts including assay ranges
__ Documentation of review of QC by the Director, Technical Consultant and Laboratory
Supervisor
__ Documentation of investigation, corrective actions, and verification of corrective actions for
any failures
5. Maintenance Records
__ Logs of routine maintenance
__ Records of unscheduled maintenance
__ Documentation of service performed by manufacturer’s repair service
__ Records of any part replacement, complete with calibration/verification
6. Facilities
__ Temperature and humidity logs, including acceptable ranges
7. Testing Records
__ All test records, including handwritten logs and instrument printouts
__ Accessioning logs
__ Panic value reports
__ Normal values
__ Reference lab logs
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8. Personnel Files
(For all personnel involved in non-waived testing)
__ Education
__ Training
__ Job description
__ Testing authorization
__ Continuing Education
__ Annual Competencies (semi-annual the first year)
__ Hepatitis B Vaccination documentation (even the declination form if applicable)
9. Quality Assurance
__ Written plan
__ Monitoring
__ Corrective actions
__ Proof that corrective actions were effective
10. Administrative Records
__ Laboratory ownership (note changes if any)
__ Annual test volume for non-waived tests by specialty: hematology, chemistry,
etc. for the past year
__ Medicare/Medicaid Provider Numbers

B. Facilities
The inspection of the laboratory itself, while brief so as to not interfere with patient care, may include
the following:
1.

Safety Features
a.
b.
c.
d.
e.
f.
g.
h.
i.

Personal protective equipment
Fire extinguisher
Eye wash station
MSDS manual
Hand washing facilities
Spill kit
Safer sharps devices
Sharps containers
Biohazardous waste containers

2. Test Systems
a. Instruments and kits in use
b. Expired reagents, tubes, kits, etc.
c. Centrifuges (speed, ownership, use, maintenance)
3. General Facilities
a. Cleanliness
b. Sufficient workspace
c. Adequate ventilation
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INSPECTION PROCESS
CLIA inspections are usually scheduled up to two weeks in advance but may have less notice than
that. COLA inspections may be pre-scheduled up to three months in advance. This notification is
usually to alert the laboratory on the week of the inspection. The actual date and time of the
inspection, as well as the name of the surveyor, are usually provided about two weeks in advance.
The length of time the surveyor remains on-site is dependent upon the number of sub-specialties
involved and the volume of testing performed. For most POLs, the average length of time is about
four hours.
The inspection will probably begin with a brief tour of the laboratory. She/he usually wants to see the
administrative information (ownership, test menu, test volumes) first. Manuals, personnel files, etc.
follow.
Surveyors are generally very personable and helpful. They will offer suggestions for improvement,
sometimes even for issues that are not problematic for the laboratory.
After the completion of the evaluation, the surveyor will explain the findings. A written report will
follow, usually within two weeks. The actual certificate may take months.

INSPECTION FOLLOW-UP

1. No deficiencies
Laboratories with no deficiencies will get a letter to that effect, with the new certificate to follow.
2. Deficiencies
Laboratories with deficiencies will receive a Plan of Corrective Actions, referencing the CLIA standard
and the inspection findings, down to the date of the deficiency. Instructions for completing the Plan
will specify the time frame for returning the Plan. Usually, the Plan must be returned within 10 days
(extensions are available), but the laboratory specifies the completion date.

AUDIT PREPARATION TOOLS
The following pages can be useful tools to prepare for a CLIA inspection. The CLIA Alternate Quality
Assessment Survey form is discontinued, but it can be used to prepare for an audit.
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COMMONLY REPEATED DEFICIENCIES
Personnel Records –
1. Lack of proper education documentation
Laboratories must keep in their Laboratory Personnel files the education documentation for
the laboratory employee. This must be either a High School Diploma or Associates Diploma,
a B.S. or B.A., or a Masters Diploma. Certification or licenses from trade school are not
sufficient.
2. No documentation for job description
Personnel files must contain the job description and initial evaluation and six-month
evaluation for the laboratory employee.
3. Lack of documentation for vaccination history
Employee documentation of vaccination history for Hepatitis B is necessary.
Proficiency TestingLaboratories enrolled in proficiency testing must be able to show proof of their future enrollment at the
time of survey. A common error is that laboratories often fail to “self grade” any “non-graded” results
that are reported back to them. The expected result is reported on the document, along with a
comment about whether you passed or failed, and whether corrective actions need to be taken.
Unsatisfactory proficiency testing performance means failure to attain the minimum satisfactory
score for an analyte, test, subspecialty, or specialty for a testing event. It can mean any of the
following:
1. Unsatisfactory performance for the same analyte in two consecutive or two out of three
testing events.
2. Repeated unsatisfactory overall testing event scores for two consecutive or two out of three
testing events for the same specialty or subspecialty.
3. An unsatisfactory testing event score for those subspecialties not graded by the proficiency
testing for the same subspecialty for two consecutive or two out of three testing events.
4. For any unsatisfactory testing event for reasons other than a failure to participate, the
laboratory must undertake appropriate training and employ the technical assistance
necessary to correct problems associated with a proficiency testing failure. You can always
order another testing event to see if your actions have corrected the problem. As always,
document and keep these records for the two-year period.
Waived tests are exempt from proficiency testing, although many laboratories will order PT for their
waived tests along with the moderate-complexity tests.
Corrective Actions –
Laboratories must document any corrective actions for proficiency testing, maintenance, QC, and test
systems, in addition to any mistakes made by the testing personnel along with the information of
retraining.
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INSPECTION CHECKLIST

A. Administrative
__ Test menu (in-house)
__ Test volumes (in-house, non-waived)
__ Report from previous CLIA survey including Corrective Actions

B. Personnel
__ List of testing personnel
__ Director’s medical license
Personnel files:
__ High school diploma or equivalent or college diploma
__ Training
__ Hepatitis B Vaccine records (shot records, titer, or signed declination)
__ Competency assessment
__ Continuing education

C. Manuals
__ Procedure Manuals: all current procedures; signed by director
__ Discontinued procedures dated, stored separately from active procedures
__ Manufacturer’s instructions
__ Reference lab manual

D. Instrumentation
__ Installation records for new instruments or test systems
__ Validation studies
__ Patient ranges
__ Reportable ranges
__ Maintenance/Service records for all instruments, including centrifuge, microscope
__Calibration/calibration verification records (including package inserts)

E. Quality Control Records
__ Printouts
__ IQAP reports
__ Package inserts
__ Corrective actions
__ Review by director or technical consultant

F. Facilities
__ Lab cleaned
__ Outdated/unlabeled/discontinued items discarded
__ Temperature and humidity logs
__ Corrective actions
__ Water quality documentation
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__ LIS verification studies
__ Corrective actions

G. Quality Assessment
__Quality Assessment Plan – signed by director initially and annually
__Quality Assessment Monitoring
__Corrective actions

H. Proficiency testing
__ Enrollment form and invoice
__ Original documentation
__Package insert, dated
__Instrument printout
__Handwritten information
__Completed, signed form submitted to provider
__Graded report, reviewed and signed by director
__Corrective actions

Checklist completed:

_______________________________________
Signature
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________________
Date

FRONT/BACK

F/B ALL
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