State Operations Manual
Appendix C - Survey Procedures and Interpretive
Guidelines for Laboratories and Laboratory Services

Table of Contents
(Rev. 147, 10-06-15)

Transmittals for Appendix C

SURVEY PROTOCOLS

Introduction

The Outcome-Oriented Survey Process

I. Identifying Sources of Information
A. Scheduling Surveys
B. Announced and/or Unannounced Surveys
C. Pre-Survey Preparation

I. Entrance Interview

I11. Information Gathering
A. Organizing the Survey
B. Observation of Facilities and Processes
C. Interviews
D. Record Review

IV. Assessing Outcome or Potential Outcome

V. Regulatory Compliance Decision

VI. Exit Conference

VII. Development of the Statement of Deficiencies
A. Citing Standard-Level Deficiencies
B. Citing Condition-Level Deficiencies

D. Mandatory Citations
E. Allegation of Compliance/Plan of Correction

VIII. Survey Report Documentation and Data Entry
IX. Additional Information
A. Counting Tests
B. Conducting Surveys of Multiple Testing Sites under One Certificate
C. Conducting Surveys of Waived Tests
D. Conducting Surveys of Certificate for PPM Procedures
X. Reporting Complaints



B. INDEX

REGULATIONS AND INTERPRETIVE GUIDELINES FOR
LABORATORIES AND LABORATORY SERVICES
Subpart A--General Provisions
§493.1 Basis and Scope
8493.2 Definitions
8493.3 Applicability
8§493.3(a) Basic Rule
8493.3(b) Exception
8493.3(c) Federal Laboratories
8493.5 Categories of Tests by Complexity
8493.15 Laboratories Performing Waived Tests
8493.15(a) Requirement
8493.15(b) Criteria
8493.15(c) Certificate of Waiver Tests
8493.15(d) Revisions to Criteria for Test Categorization and the List of Waived Tests
8493.15(e) Laboratories Eligible for a Certificate of Waiver Must--
8§493.17 Test Categorization
8493.17(a) Categorization by Criteria
8493.17(b) Revisions to the Criteria for Categorization

8493.17(c) Process for Device/Test Categorization Utilizing the Scoring System Under
§493.17(a)

8493.19 Provider-Performed Microscopy (PPM) Procedures

8493.19(a) Requirement

8493.19(b) Criteria

8493.19(c) Provider-Performed Microscopy (PPM) Examinations

8493.19(d) Revision to Criteria and the List of PPM Procedures

8493.19(e) Laboratory Requirements

8493.19 Provider-Performed Microscopy (PPM) Procedures

8493.19(a) Requirement

8493.19(b) Criteria

8493.19(c) Provider-Performed Microscopy (PPM) Examinations

8493.19(d) Revision to Criteria and the List of PPM Procedures

8493.20 Laboratories Performing Tests of Moderate Complexity

8493.25 Laboratories Performing Tests of High Complexity
Subpart B--Certificate of Waiver

8493.35 Application for a Certificate of Waiver



8493.35(a) Filing of Application

8493.35(b) Exceptions

8493.35(c) Application Format and Contents

8493.35(d) Access Requirements

8493.35(e) Denial of Application

8493.37 Requirements for a Certificate of Waiver

8493.39 Notification Requirements for Laboratories Issued a Certificate of Waiver

Subpart C--Registration Certificate, Certificate for Provider-
Performed Microscopy Procedures, and Certificate of Compliance

8493.43 Application for Registration Certificate, Certificate for Provider-Performed
Microscopy (PPM) Procedures, and Certificate of Compliance

8493.43(a) Filing of Application

8493.43(b) Exceptions

8493.43(c) Application Format and Contents
8493.43(d) Access and Reporting Requirements
8493.45 Requirements for a Registration Certificate

8493.47 Requirements for a Certificate for Provider-Performed Microscopy (PPM)
Procedures

8493.49 Requirements for a Certificate of Compliance
8493.51 Notification Requirements for Laboratories Issued a Certificate of Compliance

8493.53 Notification Requirements for Laboratories Issued a Certificate for Provider-
Performed Microscopy (PPM) Procedures

Subpart D--Certificate of Accreditation
8493.55 Application for Registration Certificate and Certificate of Accreditation
8493.55(a) Filing of Application
8493.55(b) Exceptions
8493.55(c) Application Format and Contents
8493.55(d) Access and Reporting Requirements
8493.57 Requirements for a Registration Certificate
8493.61 Requirements for a Certificate of Accreditation
8493.63 Notification Requirements for Laboratories Issued a Certificate of Accreditation

Subpart H--Participation in Proficiency Testing for Laboratories
Performing Nonwaived Testing

8493.801 Condition: Enrollment and Testing of Samples
8493.801 Condition: Enrollment and Testing of Samples
§493.801(a) Standard: Enrollment

8493.801(b) Standard: Testing of Proficiency Testing Samples
8493.801(b) Condition: Enrollment and Testing of Samples
8493.803 Condition: Successful Participation



8493.807 Condition: Reinstatement of Laboratories Performing Nonwaived Testing

Proficiency Testing by Specialty and Subspecialty for Laboratories
Performing Non-waived Tests

§493.821 Condition: Microbiology
8493.823 Standard: Bacteriology
8493.825 Standard: Mycobacteriology
§493.827 Standard: Mycology
8493.829 Standard: Parasitology
§493.831 Standard: Virology
8493.833 Condition: Diagnostic Immunology
8493.835 Standard: Syphilis Serology
8493.837 Standard: General Immunology
§493.839 Condition: Chemistry
8493.841 Standard: Routine Chemistry
8493.843 Standard: Endocrinology
§493.845 Standard: Toxicology
§493.849 Condition: Hematology
8493.851 Standard; Hematology
§493.853 Condition: Pathology
8493.855 Standard: Cytology: Gynecologic Examinations
8493.857 Condition: Immunohematology
8493.859 Standard: ABO Group and D (Rho) Typing
8493.861 Standard: Unexpected Antibody Detection
8493.863 Standard: Compatibility Testing
8493.865 Standard: Antibody Identification

Subpart J--Facility Administration for Nonwaived Testing
8493.1100 Condition: Facility Administration
§493.1101 Standard: Facilities
8493.1103 Standard: Requirements for Transfusion Services
8493.1103(a) Arrangement for Services
§493.1103(b) Provision of Testing
8493.1103(c) Blood and Blood Products Storage and Distribution
8493.1103(d) Investigation of Transfusion Reactions
8493.1105 Standard: Retention Requirements

Subpart K--Quality System for Nonwaived Testing

§493.1200 Introduction
8493.1201 Condition: Bacteriology
8493.1202 Condition: Mycobacteriology



§493.1203 Condition:
§493.1204 Condition:
§493.1205 Condition:
§493.1207 Condition:
§493.1208 Condition:
§493.1210 Condition:
§493.1211 Condition:
§493.1212 Condition:
§493.1213 Condition:
§493.1215 Condition:
§493.1217 Condition:
§493.1219 Condition:
§493.1220 Condition:
§493.1221 Condition:
§493.1225 Condition:
§493.1226 Condition:

Mycology
Parasitology
Virology

Syphilis Serology
General Immunology
Routine Chemistry
Urinalysis
Endocrinology
Toxicology
Hematology
Immunohematology
Histopathology

Oral Pathology
Cytology

Clinical Cytogenetics
Radiobioassay

8493.1227 Condition: Histocompatibility

General Laboratory Systems
8493.1230 Condition: General Laboratory Systems
8493.1231 Standard: Confidentiality of Patient Information
8493.1232 Standard: Specimen Identification and Integrity
8493.1233 Standard: Complaint Investigations
8493.1234 Standard: Communications
8493.1235 Standard: Personnel Competency Assessment Policies
8493.1236 Standard: Evaluation of Proficiency Testing Performance
8493.1239 Standard: General Laboratory Systems Quality Assessment

Preanalytic Systems
8493.1240 Condition: Preanalytic systems
8493.1241 Standard: Test Request
8493.1242 Standard: Specimen Submission, Handling, and Referral
8493.1249 Standard: Preanalytic Systems Quality Assessment
Analytic Systems

8493.1250 Condition: Analytic Systems
8493.1251 Standard: Procedure Manual

8493.1252 Standard: Test Systems, Equipment, Instruments, Reagents, Materials, and
Supplies

8493.1253 Standard: Establishment and Verification of Performance Specifications
§493.1253(a) Applicability



8493.1253(b) Verification of Performance Specifications
8493.1253(c) Documentation
8493.1254 Standard: Maintenance and Function Checks

8493.1254(b) Equipment, Instruments, or Test Systems Developed In-House,
Commercially Available and Modified by the Laboratory, or Maintenance and
Function Check Protocols Are Not Provided by the Manufacturer.

8493.1255 Standard: Calibration and Calibration Verification Procedures
8493.1255(a) Perform and Document Calibration Procedures
8493.1255(b) Perform and Document Calibration Verification Procedure
8493.1256 Standard: Control Procedures

8493.1261 Standard: Bacteriology

8493.1262 Standard: Mycobacteriology

8493.1263 Standard: Mycology

8493.1264 Standard: Parasitology

8493.1265 Standard: Virology

8493.1267 Standard: Routine Chemistry

8493.1269 Standard: Hematology

8493.1271 Standard: Immunohematology

8493.1271(a) Patient Testing

8493.1271(b) Immunohematological Testing and Distribution of Blood and Blood
Products

8493.1271(c) Blood and Blood Products Storage
8493.1271(d) Retention of Samples of Transfused Blood
8493.1271(e) Investigation of Transfusion Reactions
§493.1271(f) Documentation

8493.1273 Standard: Histopathology

§493.1274 Standard: Cytology

8493.1274(a) Cytology Slide Examination Site
§493.1274(b) Staining

8493.1274(c) Control Procedures

§493.1274(d) Workload Limits

§493.1274(f) Record and Slide Retention

8493.1274(g) Automated and Semi-Automated Screening Devices
§493.1274(h) Documentation

8493.1276 Standard: Clinical Cytogenetics

8493.1278 Standard: Histocompatibility

§493.1278(a) General

§493.1278(b) HLA Typing

8493.1278(c) Disease-Associated Studies



8493.1278(d) Antibody Screening

8493.1278(e) Crossmatching

8493.1278(f) Transplantation

8493.1278 Documentation

8493.1281 Standard: Comparison of Test Results

8493.1282 Standard: Corrective Actions

8493.1283 Standard: Test Records

8493.1289 Standard: Analytic Systems Quality Assessment

Postanalytic Systems

8493.1290 Condition: Postanalytic Systems

8493.1291 Standard: Test Report

8493.1299 Standard: Postanalytic Systems Quality Assessment
Subpart M--Personnel for Nonwaived Testing

8493.1351 General

Laboratories Performing Provider-Performed Microscopy (PPM)
Procedures

§493.1353 Scope
8493.1355 Condition: Laboratories Performing PPM Procedures; Laboratory Director
8493.1357 Standard; Laboratory Director Qualifications
8493.1359 Standard; PPM Laboratory Director Responsibilities
8493.1361 Condition: Laboratories Performing PPM Procedures; Testing Personnel
8493.1363 Standard; PPM Testing Personnel Qualifications
8493.1365 Standard; PPM Testing Personnel Responsibilities
Laboratories Performing Moderate Complexity Testing

8493.1403 Condition: Laboratories Performing Moderate Complexity Resting;
Laboratory Director

8493.1405 Standard; Laboratory Director Qualifications
8493.1406 Standard; Laboratory Director Qualifications On or Before February 28, 1992
8493.1407 Standard; Laboratory Director Responsibilities

8493.1409 Condition: Laboratories Performing Moderate Complexity Testing; Technical
Consultant

8493.1411 Standard; Technical Consultant Qualifications
8493.1413 Standard; Technical Consultant Responsibilities

8493.1415 Condition: Laboratories Performing Moderate Complexity Testing; Clinical
Consultant

8493.1417 Standard; Clinical Consultant Qualifications
8493.1419 Standard; Clinical Consultant Responsibilities

8493.1421 Condition: Laboratories Performing Moderate Complexity Testing; Testing
Personnel



8493.1423 Standard; Testing Personnel Qualifications
8493.1425 Standard; Testing Personnel Responsibilities
Laboratories Performing High Complexity Testing

8493.1441 Condition: Laboratories Performing High Complexity Testing; Laboratory
Director

8493.1443 Standard; Laboratory Director Qualifications
8493.1445 Standard; Laboratory Director Responsibilities

8493.1447 Condition: Laboratories Performing High Complexity Testing; Technical
Supervisor

8493.1449 Standard; Technical Supervisor Qualifications
8493.1451 Standard: Technical Supervisor Responsibilities

8493.1453 Condition: Laboratories Performing High Complexity Testing; Clinical
Consultant

8493.1455 Standard; Clinical Consultant Qualifications
8493.1457 Standard; Clinical Consultant Responsibilities

8493.1459 Condition: Laboratories Performing High Complexity Testing; General
Supervisor

8493.1461 Standard; General Supervisor Qualifications
8493.1462 General Supervisor Qualifications On or Before February 28, 1992.
8493.1463 Standard; General Supervisor Responsibilities

8493.1467 Condition: Laboratories Performing High Complexity Testing; Cytology
General Supervisor

8493.1469 Standard; Cytology General Supervisor Qualifications
8493.1471 Standard; Cytology General Supervisor Responsibilities

8493.1481 Condition: Laboratories Performing High Complexity Testing;
Cytotechnologist

8493.1483 Standard; Cytotechnologist Qualifications
8493.1485 Standard; Cytotechnologist Responsibilities

8493.1487 Condition: Laboratories Performing High Complexity Testing; Testing
Personnel

8493.1489 Standard; Testing Personnel Qualifications
8493.1491 Technologist Qualifications On or Before February 28, 1992
8493.1495 Standard; Testing Personnel Responsibilities

Subpart Q--Inspection

8493.1771 Condition: Inspection Requirements Applicable to All CLIA-Certified and
CLIA-Exempt Laboratories

8493.1773 Standard: Basic Inspection Requirements for All Laboratories Issued a CLIA
Certificate and CLIA-Exempt Laboratories

8493.1775 Standard: Inspection of Laboratories Issued a Certificate of Waiver or a
Certificate for Provider-Performed Microscopy Procedures



8493.1777 Standard: Inspection of Laboratories That Have Requested or Have Been
Issued a Certificate of Compliance

8493.1780 Standard: Inspection of CLIA-Exempt Laboratories or Laboratories
Requesting or Issued a Certificate of Accreditation



The items listed below replace the current Publication 7, Appendix C, Survey Procedures
and Interpretive Guidelines for Laboratories and Laboratory Services. This material was
rewritten due to publication of CMS-2226-F: 42 CFR 493 Medicare, Medicaid, and CLIA
Programs; Laboratory Requirements Relating to Quality Systems and Certain Personnel
Qualifications; Final Rule on January 24, 2003, with an effective date of April 24, 2003.

1.

2.

Policy for Conducting Surveys

Subparts A-H - General Provisions, Certificates and Proficiency Testing of the
CLIA regulations - Sections 493.1 through 493.865

Subpart J - Facility Administration - Sections 493.1100 through 493.1105
Subpart K, Part 1 - Quality System for Nonwaived Testing; General Laboratory
Systems, Preanalytic Systems & Analytic Systems (general requirements) -
Sections 493.1200 through 493.1256

Subpart K, Part 2 - Quality System for Nonwaived Testing; Analytic Systems
(specialty and subspecialty requirements) and Postanalytic Systems - Sections
493.1261 through 493.1299

Subpart M - Personnel - Sections 493.1351 through 493.1495

Subpart Q - Inspection - Sections 493.1771 through 493.1780



A. SURVEY PROTOCOLS

Introduction
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

Survey protocols and interpretive guidelines are established pursuant to pertinent sections
of the Social Security Act, the Public Health Service Act, the Clinical Laboratory
Improvement Amendments (CLIA) of 1988, and the CLIA regulations at 42 CFR Part
493 to provide guidance to personnel conducting surveys of laboratories. The protocols
and guidelines clarify and/or explain the Federal requirements for laboratories and are
required for use by all surveyors assessing laboratory performance based on these Federal
requirements. The same survey protocols are used by the Centers for Medicare &
Medicaid Services (CMS) Regional Office (RO) and/or State Agency (SA) surveyors.

The following protocols represent an outcome-oriented method to be used to conduct the
survey. The focus of the survey is to assess how the laboratory monitors its operations
and ensures the quality of its testing. The intended use of these protocols is to promote
consistency in the approach to the survey process, and to ensure that a laboratory’s
operations are reviewed in a practical, efficient, and effective manner so that at the
completion of the survey there is sufficient information to make compliance
determinations. While the purpose of the protocols and guidelines is to provide direction
in preparing for the survey, conducting the on-site survey, analyzing, evaluating, and
documenting survey findings, the surveyor’s professional judgment is the most critical
element in the survey process.

CMS’s objective is not only to determine the laboratory’s regulatory compliance but also
to assist regulated laboratories in improving patient care by emphasizing those aspects of
the regulatory provisions that have a direct impact on the laboratory’s overall test
performance. CMS promotes the use of an educational survey process, especially on
initial laboratory inspection, to help laboratories understand and achieve the quality
system concepts. It is the surveyor’s objective, using professional judgment, to
determine, based on observation of the laboratory’s (past and current) practices,
interviews with the laboratory’s personnel, and review of the laboratory’s relevant
documented records, whether it is producing quality test results (i.e., accurate, reliable,
and timely). The primary objective of the survey process is to determine whether or not
the laboratory meets the CLIA requirements. The surveyor meets this objective by
employing an outcome-oriented survey process or approach, the intent of which is to
focus the surveyor on the overall performance of the laboratory and the way it monitors
itself, rather than on a methodical evaluation of each standard-level regulatory
requirement.

Surveyors must make every effort to minimize the impact of the survey on laboratory
operations, patient care activities, and to accommodate staffing schedules and
departmental workloads as much as possible. In facilities providing direct patient care
(e.g., physician offices, clinics, residential care facilities, and hospitals), surveyors must
avoid interrupting or interfering with patient care. Surveyors must respect patient privacy



and confidentiality at all times in all survey settings.

Provider-Performed Microscopy (PPM) procedures are moderate complexity tests subject
to routine biennial surveys except when the laboratory holds a certificate for PPM
procedures.

When performing a survey on a facility that conducts PPM procedures, the appropriate
requirements at 42 CFR Part 493, Subparts C, H, J, K, M, and Q apply. (Refer to Section
IX for information concerning conducting surveys of laboratories holding a certificate for
PPM Procedures.)

SOM section 1018A addresses surveys of federally owned entities which includes Indian
Health laboratories.

For information concerning conducting surveys of waived testing, refer to Section 1X.

The Outcome-Oriented Survey Process (OOSP)

The principal focus of the outcome-oriented survey is the effect (outcome) of the
laboratory’s practices on patient test results and/or patient care. The OOSP is intended to
direct the surveyor to those requirements that will most effectively and efficiently assess
the laboratory’s ability to provide accurate, reliable, and timely test results.

In the outcome-oriented survey process, the surveyor reviews and assesses the overall
functioning of the laboratory and evaluates the laboratory’s ability to perform quality
testing; that is, the surveyor evaluates the laboratory’s quality system. The quality
system requirements in the Introduction to Subpart K and the General Laboratory,
Preanalytic, Analytic, and Postanalytic Quality Assessment requirements are appropriate
guides for the surveyor to organize the review.

In the outcome-oriented survey process, emphasis is placed on the laboratory’s quality
system as well as the structures and processes throughout the entire testing process that
contribute to quality test results. The surveyor selects a cross-section of information from
all aspects of the laboratory’s operation for review to assess the laboratory’s ability to
produce quality results. The surveyor reviews the cross-section of information to verify
that the laboratory has established and implemented appropriate ongoing mechanisms for
monitoring its practices, and identifying and resolving problems effectively.

If the findings from the review of the laboratory’s ongoing mechanisms for ensuring
quality test results are sufficient to make the determination of compliance and if the
evaluation does not warrant a more in-depth review, the surveyor concludes the survey
and asks if the laboratory has any questions about CLIA requirements.

NOTE: Appendix C, Survey Procedures and Interpretive Guidelines for Laboratories
and Laboratory Services, includes guidelines and instructions for the listed regulatory
requirements and encompasses all types of laboratory facilities. Surveyors should take



care, therefore, to only cite to the portions of this document that are applicable to the
laboratory operations and the complexity of testing performed.

I. Identifying Sources of Information
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

A. Scheduling Surveys
There are three activities associated with scheduling surveys:

e The intention to survey which is the in-office formulation of a work plan,

¢ Announcing the survey, which is notifying the laboratory (when applicable) of the
survey date and time, and

¢ Performing the survey, which is the actual on-site inspection.

For efficiency when scheduling, attempt to cluster surveys geographically to include
initials, recertifications, complaints and validations. Extenuating circumstances require
RO review. In instances where the State requires a laboratory survey at a different time
frame than CLIA, the State must meet both survey scheduling requirements as efficiently
as possible. For example, the State requires a survey before the laboratory can operate in
that State. The SA can survey the laboratory for compliance with the State requirements,
and return in the appropriate time frame to survey for compliance with the CLIA
requirements.

1. Initial Surveys: In order to permit observation of actual testing during the
initial survey, schedule the initial survey to occur at least 90 days after the
data entry of the CMS Form-116, but no later than 12 months after the data
entry of the CMS Form-116. For example, the CMS Form-116 data entry date
is May 10, 2006. The initial survey should be conducted between August 8,
2006 (90™ day after May 10, 2006) and May 9, 2007 (365" day after May 10,
2006.) If after the 90 days, a representative from the laboratory states that
laboratory testing is not being performed because equipment is not ready, etc.,
advise the laboratory that the CLIA number will be terminated until such time
testing is being performed. If there is suspicion that the laboratory is being
operated in a manner that constitutes a risk to human health, schedule an
unannounced survey. An unannounced survey is an option any time there is
suspicion of risk to human health.

2. Recertification Surveys: Schedule the recertification survey to occur at least 6
months (180 days) prior to the expiration date of the laboratory’s current
certificate, but no earlier than 12 months prior to the expiration date of the
current certificate. For example, the current certificate expiration date is
December 31, 2006. The recertification survey should be conducted between
December 31, 2005 and July 3, 2006.

Establish a date and time for the survey once the schedule has been completed. If a



laboratory operates more than one shift or has separate locations, schedule survey hours
to include a representative cross-section of shifts or locations, as necessary.

To enhance survey effectiveness and efficiency, except in the case of complaints or other
instances in which you would conduct an unannounced survey, consider mailing the
following forms to the laboratories before the scheduled survey date. Request the
laboratory to complete the forms and either return them to the SA or hold them for review
during the on-site survey.

o Laboratory Personnel Report (CLIA), Form CMS-209 (required) with directions
for completing or updating information, adding new personnel or changes in
positions or status; and

e Clinical Laboratory Improvement Amendments (CLIA) Application for
Certification, Form CMS-116 (required) with signature of current
owner/operator/director. (For counting test volumes, refer to Section IX:
Additional Information.)

Request the following information be accessible and retrievable at the time of survey:

o Standard operating procedure manual with all test procedures (e.g., package
inserts and supplemental information, as necessary);

o Reference laboratories’ client services manual, if applicable;
« Records of tests referred to other laboratories;
o Personnel records, including:

a. Diplomas, certificates, degrees;

b. Training and experience;

c. Continuing education;

d. Competency assessment;

e. Duties/responsibilities; and

f. Personnel changes.

Quality control records, including:

a. Remedial action information;

b. Calibration and calibration verification records;



c. Statistical limits; and

d. Instrument maintenance and function checks records.
o All proficiency testing (PT) records, including:

a. Test runs with PT results;

b. Direct printouts;

c. Remedial actions for unsatisfactory results;

d. Copies of the signed PT attestation forms provided by the PT program;
and

e. For nonwaived tests and procedures that are not listed in Subpart I,
verification of test or procedure accuracy twice yearly.
e Quality system assessment plan and documentation:
For each of the systems:

a. Policies and procedures to monitor, assess, and correct identified
problems;

b. Documentation of ongoing assessment activities, including:
1. Review of the effectiveness of corrective actions taken;

2. Revision of policies and procedures to prevent recurrence of
problems and address complaints; and

3. Discussion of assessment reviews with staff.
o Safety information; and
« Patient testing records:
a. Requisition (patient charts may be used);
b. Work records (direct printouts); and

c. Patient test reports (patient charts may be used).



B. Announced and/or Unannounced Surveys

Section 353(g)(1) of the Public Health Service Act provides for either announced or
unannounced surveys, but it is generally CMS’s policy to use announced surveys.
Complaint or revisit surveys must be conducted on an unannounced basis. For either an
initial CLIA survey or recertification CLIA survey, an unannounced survey may be
performed after one appointment is cancelled by the laboratory. For announced surveys,
allow up to two weeks’ notice. Refer to SOM, Chapter 6, 86106 for additional guidance
regarding announced and/or unannounced surveys.

When applicable, the laboratory may be notified by telephone or mail. Notification may
include the actual date and time of the survey. Use this communication to notify the
laboratory about the potential consequences of cancelling an appointment. Request that
the laboratory notify the RO or SA, as appropriate, if its laboratory operations are not
conducted during usual hours of operation or only on specific days and times. Surveys
are to be conducted during the laboratory’s routine hours of operation. Confirm the
laboratory’s certificate type and advise the laboratory to notify the SA of any changes
that would necessitate a different certificate. If the laboratory has applied for a certificate
of accreditation, ask the laboratory to provide documentation (e.g., written verification
from the accreditation organization) of its accreditation status prior to going on-site,
when possible.

C. Pre-Survey Preparation

Prior to each survey, review the laboratory’s file, including the CLIA-database
information. To determine the size of the survey team and the expected time required for
the survey, consider the number of sites under the certificate, the scope and volume of
testing, and the test complexity.

1. Personnel - Consult the annual laboratory registry to assist with determining
whether the director/owner has had a laboratory certificate revoked within the last
two years. Include the completed or updated Form CMS-209 in each survey
package. Use this information during the on-site survey to evaluate positions
currently held by employees in accordance with the requirements. Focus on new
personnel since the last survey.

2. Services Offered - Review the CLIA application, the list of tests and
specialties/subspecialties, and any correspondence from the laboratory to
determine the complexity of tests performed. Ascertain whether the laboratory
has changed analytes, specialties or subspecialties, or added/deleted tests or
procedures since the last survey.

3. PT - Review PT records to ensure that the laboratory is enrolled and participating
in an approved program for each PT listed in Subpart I, specialty, subspecialty,
analyte or test for which testing is performed. Note any unacceptable,
unsatisfactory, or unsuccessful scores and any specialty, subspecialty, analyte or



test that is not evaluated by the proficiency testing program provider. Use this
information to target particular tests for review during the survey.

4. File Review--Evaluate the laboratory’s ability to maintain compliance between
surveys by reviewing its file for:

e Previous survey results and plans of correction by noting patterns, number,
nature of deficiencies, and dates of correction;

o Enforcement action(s) taken or in progress, e.g., limitations of the
certificate or voluntary withdrawal of a specialty, subspecialty, analyte or
test due to unsuccessful proficiency testing or loss of qualified personnel;
and

« Complaint allegations noting frequency, significance, severity and, if
substantiated, the resolution.

Il. Entrance Interview
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

The entrance interview sets the tone for the entire survey. Be prepared, positive,
courteous, and make requests, not demands. Upon arrival, present the appropriate
identification, introduce other team members, inform the facility’s administrator, director,
or supervisor of the purpose of the survey, the time schedule, and explain the survey
process. ldentify a contact person and establish a communication level based on the
degree of technical knowledge of the contact person.

If the laboratory consists of multiple testing sites, verify all information concerning
testing performed at each site. If one or more sites do not meet the multiple site
exceptions in the regulations (42 CFR §8493.35(b), 493.43(b) and 493.55(b)), explain the
reason and have the owner/operator/director complete Form CMS-116 for each
applicable site. (Refer to Section IX for information concerning conducting surveys of
multiple testing sites under one certificate.)

Inform the laboratory that the survey will include a tour of the facility, record review,
observation, and interviews with personnel involved in the preanalytic, analytic, and
postanalytic phases of the testing process. Establish personnel availability and discuss
approximate time frames for survey completion. Determine whether the deficiencies,
when identified, are to be discussed with testing personnel, and explain that an exit
conference may be held to discuss survey findings. Refer to the SOM, Chapter 6, 886124
and 6126, for additional information regarding the exit conference.

Request that the laboratory collect any documents, records, or information that may be
needed to complete the survey, and solicit and answer any questions the laboratory may
have concerning the survey process.



I11. Information Gathering
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

The technique for information gathering includes observation, interviews, and record
review and these are usually performed concurrently. The information gathering process
is critical in the determination of quality laboratory testing. Gather sufficient information
to evaluate the laboratory’s operations without being overly intrusive or gathering
excessive information. As each laboratory is unique in the services offered, the order of
gathering information may be different for each survey. The timing for observing testing
and the availability of staff for interview may determine the sequence of the survey.

Consider the laboratory’s compliance history (including, but not limited to, deficient
practices and Plans of Correction). Verify the correction of all previously cited
deficiencies and continued compliance with CLIA regulations. Pay particular attention to
deficiencies that the laboratory has failed to correct. Refer to enforcement requirements
at 42 CFR Part 493, Subpart R, if needed.

A. Organizing the Survey

Consider the following variables when making determinations for organizing the survey
and the areas to be reviewed:

e Purpose of the Survey:
a. Initial or recertification (refer to SOM Chapter 6, §86112-6114 regarding
CLIA recertification using the Alternative Quality Assessment Survey
(AQAS)):
b. Complaint;
c. Follow-up; and/or
d. Validation.
e Pre-Survey Information:
a. Problematic PT;
b. Previous survey deficiencies;
c. Complaints; and/or

d. Enforcement actions.

« Size and Organization of the Laboratory:
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a. Type of instruments/test procedures;

b. Type of information system(s);
C. Number of supervisors and testing personnel;
d. Number of testing sites;

e. Scheduling of testing (e.g., Stat, daily, weekly shifts);

f. Number of specialties/subspecialties;
g. Test volume;
h. Record availability; and/or

I. Type of patients/clients served.

B. Observation of Facilities and Processes

Observe the laboratory’s physical layout. These observations should include specimen
collection and processing, “prep” and clean-up areas, testing and reporting areas, and
storage areas. Whenever possible, observe specimen processing and test performance,
noting information which would precipitate revisiting an area, interviewing personnel, or
requesting records for review. Observe and verify that reagents, kits, and equipment
correlate with test menu, clients served and results reported. Also observe whether
staffing and space appear adequate for test volume. Schedule the survey date/time to
observe personnel performing specimen processing, testing, and reporting of results in
each specialty/subspecialty of service. If it is not possible to observe testing, ask for a
verbal walk-through of the procedure. Do not distract staff when observing operations
and personnel activities.

Focus observations on:

. Specimen integrity;
o Quality control performance;
. Skills and knowledge of personnel regarding:

a.  Performance of testing;
b.  Evaluation of test results;

c. ldentification and resolution of problems; and



o Interactions of personnel regarding:
a. Availability of supervisor to staff;

b. Communication among personnel at all levels within the laboratory
and with clients; and

C. Interaction of laboratory director in laboratory’s operations.

At all times respect patient privacy and do not interfere with patient care and
confidentiality.

C. Interviews

Interview the staff to confirm observations and obtain additional information, as
necessary. Obtain information to identify personnel interviewed, such as name or code.
Ask open-ended questions, e.g., probes from the guidelines, and if necessary, repeat or
restate the response given by the staff to confirm what was said.

During the interview of personnel, evaluate their knowledge and skills for performing
tests, identifying problems and the methods for corrective and remedial actions.
Interviews should include as many staff members as necessary to form a judgment as to
the ability of staff to perform their duties. Determine the validity of any allegations prior
to leaving the laboratory. Do not cite deficient practices without verification. Conduct a
follow-up investigation, if appropriate, of allegations that cannot be substantiated during
the present survey, e.g., falsified test results or referral of PT specimens to another
laboratory for testing.

D. Record Review

Gather relevant information that will reflect the laboratory’s ability to provide quality
testing from all areas of the laboratory including records encompassing the time period
since the last certification survey. Determine all new tests, new test methods, and new
equipment added since the prior survey and review documentation relevant to as many of
these factors as possible when reviewing laboratory records. The amount of records
selected and reviewed is not intended to be statistically valid, but rather a representative
cross-section of various records. Avoid predictable patterns of gathering information
(e.g., same tests or time periods). Do not allow the laboratory to select the records for
review. Consider the types of clients and/or facilities that the laboratory serves, e.g.,
nursing homes, pediatric, dialysis units, public health clinics, and cancer clinics. Choose
a variety of patient records across the laboratory’s spectrum of clients. When test
information must be gathered from medical records, be considerate when handling these
records, as they contain confidential information. If possible, review medical records in
the presence of office or laboratory personnel with consideration for confidentiality.

Subpart K delineates the laboratory’s responsibility for performing its own internal



reviews. This is an excellent starting point for an outcome-oriented survey. Review a
cross-section of information selected from records of quality system assessment activities
within each of the four systems. Review a cross-section of information while
simultaneously assessing the laboratory’s ability to provide quality test results as well as
its ability to identify and correct problems. Refer to the quality system assessment
portions of the regulations as a guide for organizing your selection and review of
information to assess the laboratory’s overall compliance. Investigate further any
problems identified but not addressed by the laboratory’s quality system assessment. If
the laboratory is failing to monitor (or effectively monitor) its own system and correct its
problems, you can direct the laboratory to the requirements and the relevant sections for
its particular setting.

Make copies of any records needed to support deficient practice findings.

Ensure that reviews of PT (Subpart H), Facility Administration (Subpart J), Quality
System (Subpart K), and Personnel (Subpart M) include the following:

1. PT

Laboratories must be appropriately enrolled and participating in a CMS approved
PT program(s) for each Subpart | specialty and subspecialty that they perform.
Laboratories also must perform biannual PT that meets 42 CFR 493.1236(c)(1)
for any nonwaived tests that they conduct, that do not fall under Subpart I. Verify
that both requirements have been met for the entire period of time the laboratory
has been performing each test or procedure (not just shortly before the survey).

If the laboratory has unacceptable PT scores or unsatisfactory performance in a
specialty, subspecialty, analyte or test since the last survey, review the specific
record, corrective action, and any other data such as education and training of
staff associated with PT remediation. Include both patient test results and QC
records which were assayed in the same run as the failed PT in the review. In
addition:

« Verify that the laboratory has reported results under the appropriate
methodology/instrumentation used for test performance, e.g., automated
vs. manual hematology;

o Verify that the laboratory did not engage in inter-laboratory
communications regarding the PT sample(s) prior to the event cut-off date;

. Verify that the laboratory did not refer its PT samples for testing prior
to the event cut-off date;

o Verify that PT samples were handled, prepared, processed, examined,
tested, and reported, to the extent practical, in the same manner as patient
samples. PT samples must not be sent to another laboratory for analysis
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prior to the event cut-off date.

o For tests where there is no PT available and/or those nonwaived tests
performed by the laboratory that are not included in Subpart I, determine
whether the laboratory verifies the accuracy of each test or procedure at
least twice a year.

2. Facility Administration

Review records for the appropriate retention times and ensure the laboratory
adheres to appropriate safety, arrangement, space, ventilation, and contamination
procedures. If the facility provides transfusion services, verify that the
arrangement is current, the blood products are stored appropriately, and
transfusion reactions are investigated and reported to the appropriate authorities in
a timely manner.

3. Quality System

General Laboratory, Preanalytic, Analytic, and Postanalytic System Quality
Assessment—

Using the patient test requisitions, test records, test results, and test reports or, as
applicable, patient charts, review all phases of the laboratory testing processes,
including instructions for specimen storage. If possible, when reviewing
individual patient test results, correlate test requisition(s) or medical record
information with final report(s). Refer to Postanalytic Systems Quality
Assessment for guidance in reviewing and correlating patient test results. After
determining the patient population serviced by the laboratory, e.g., geriatrics,
public health clinics, dialysis units, health fairs, and hospitals, review the
following:

o A cross-section of patient test results encompassing all specialties and
subspecialties of testing performed in the laboratory in sufficient numbers
to determine if results vary significantly from expected population norms;

o Worksheets or instrument printouts, looking for outliers, trends, etc., when
tests are performed in batches;

o Several worksheets, instrument printouts, or medical records over time for
tests performed at random;

o Test results that are disproportionately abnormal or normal; and

e The correlation of initial test results and/or test results of various analytes
of a patient over time.



Review QC practices and evaluate whether the laboratory is following its own QC
protocols or those procedures specified by the manufacturer. Review QC results,
including outliers, shifts, trends, and corrective actions taken, when necessary.

Refer to the establishment and verification of performance specifications at
42 CFR 8493.1253 for guidance in reviewing the laboratory’s policies and criteria
for adding a new method, test system or analyte to its test menu.

Correlate reported patient test data with QC data and/or quality systems
assessment records to ensure proper performance and documentation of controls.
Review original test data (instrument printouts or computer files). Verify that
patient results have not been reported when QC data was unacceptable according
to the laboratory’s protocol.

Consider the following in relation to the laboratory’s patient population:
e New methodologies and equipment;
e QC and calibration materials used,;
e Source and availability of QC limits;
o Evaluation and monitoring of QC data; and
e Corrective action for QC failures.
4. Personnel

The scope of the review of personnel records (qualifications, training, and
competency) will be related to the type of survey, type and complexity of testing
performed, and the observations and findings of the survey. For initial CLIA
certification surveys, evaluate the qualifications and experience of the laboratory
director and each technical consultant, technical supervisor, clinical consultant,
general and cytology supervisor, and cytotechnologist. Evaluate the
qualifications, training and experience of a cross-section of testing personnel.

For CLIA recertification surveys, it is not necessary to review personnel
qualification records of individuals previously evaluated unless there have been
changes in the individual’s position and/or the laboratory’s test menu since the
last survey. Focus on any new laboratory director, technical consultant, technical
supervisor, clinical consultant, general and cytology supervisor, cytotechnologist,
and testing personnel. Refer to subpart M for additional information concerning
personnel training, experience, competency, qualifications and responsibilities.

V. Assessing Outcome or Potential Outcome
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)



If the information gathered indicates that the laboratory has established, implemented,
and maintained appropriate ongoing mechanisms for ensuring quality test results by
monitoring, evaluating, and resolving any problems in its practices, and findings do not
warrant a more in-depth review, conclude the survey. However, if an assessment of the
laboratory’s performance cannot be made based on the cross-section of information
collected, it may be necessary to expand the cross-section (e.g., number of sites,
observations, or number of records). If the findings reveal potential problem areas with
any test procedures, ensure the review is sufficient in breadth and depth to substantiate
whether a negative or potentially negative outcome exists. If a problem or potential
problem related to patient test results is found, determine the nature and seriousness of
the problem.

The survey process allows the freedom to increase or decrease the number and types of
records reviewed, the personnel interviewed, and the observations made as individual
needs are identified.

Analyze the findings for the degree of severity, pervasiveness, comparison with historical
survey results, frequency of occurrence, and impact on delivery of services, i.e.,

accuracy, reliability, and timeliness of test results. A single occurrence of a deficiency
directly related to a potential adverse impact on patient testing may be cited. On the
other hand, some preliminary findings may have so slight an impact on outcome that they
do not warrant a citation. However, there are four CLIA Condition-level requirements
the surveyor must cite if non-compliance is found, regardless of the presence or absence
of any negative outcome or potential harm (see VII D. Mandatory Citations).

Figure 4-1, steps one through four, presents the decision process for whether or not to cite
deficiencies during a survey. After a preliminary finding is established by the surveyor,
the first step is to determine whether or not it is a mandatory citation. If yes, go to step
#5; if no, go to step #2. Step 2 is to determine the problem or potential problem is related
to laboratory testing. If the answer is no, then no deficiency is cited. On the other hand,
if the answer to this question is yes, then the third step is to determine if the identified
problem does or could potentially impact patient test results. If the surveyor determines
there is no impact or potential impact to patient test results, then the surveyor uses the
OOSP to determine whether deficiencies should be cited. If the surveyor concludes that
there is an impact or potential impact to patient test results, then the fourth step is to
determine if the problem may be the result of, or otherwise related to, noncompliance
with CLIA regulatory requirements. If yes, then the surveyor must cite a deficiency. If
no, then consult with the RO on whether other Federal regulations are applicable. If the
laboratory is subject to a State Licensure Program, consult with the State Agency
supervisor for further instruction.

Note: Any condition-level deficiency is an actionable deficiency. Any standard-level
deficiency that has an impact or potential impact on patient test results is also an
actionable deficiency.
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Figure #4-1 Decision Algorithm for Laboratory Citations




V. Regulatory Compliance Decision
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

After all necessary information has been collected and the surveyor determines whether
any identified laboratory testing-related problems do (or could) negatively impact patient
test outcomes, and, if so, whether such problems are due to non-compliance with CLIA,
the surveyor will need to determine whether CLIA-related non-compliance driven issues
constitute a condition- level deficiency. Review the findings and decide if additional
information and/or documentation are necessary to substantiate and document a standard-
or condition-level deficient practice.

The number of deficiencies generally does not correlate to whether a laboratory should be
found out of compliance with a standard or condition. Standard-level deficiencies require:
(1) the documentation of the nature and extent of the deficiencies, if any, with respect to a
particular function, i.e., the creation of a list of the deficient practices; and (2) the
surveyor to assess the need for improvement in relation to the prescribed conditions, i.e.,
review standard-level deficiencies to determine condition-level non-compliance. With
the exception of the four mandatory condition-level citations discussed in subsection
VII.D. below, consider a condition out of compliance as a result of one or more
deficiencies if, in your judgment, the deficiency(ies) constitutes a significant or a serious
problem that adversely affects patient test results/patient care, or has the potential for
adversely affecting patient test results/patient care.

Determining Immediate Jeopardy

Immediate jeopardy is defined in 42 CFR 8493.2 as “a situation in which immediate
corrective action is necessary because the laboratory’s noncompliance with one or more
condition-level requirements has already caused, is causing, or is likely to cause, at any
time, serious injury or harm, or death, to individuals served by the laboratory or to the
health or safety of the general public. This term is synonymous with imminent and
serious risk to human health and significant hazard to the public health.” The three
components of immediate jeopardy are seriousness, immediacy and harm. (See 42 CFR
8493.1812 providing the enforcement actions to be taken when deficiencies pose
immediate jeopardy.) Refer to Figure 4-1 for guidance in determining whether to issue
condition (and/or standard) citations and what enforcement actions to pursue.

Figure 4-1, steps four through six, presents the decision steps for citing deficiencies in
relation to patient outcome.

In step four, the surveyor cites applicable CLIA Conditions, Mandatory CLIA Citations
and/or supporting CLIA Standards that are not met by the laboratory. Upon citing
Condition(s), step five is to determine whether the situation already caused, is causing, or
likely to cause serious injury, harm or death. If yes, step 6 is to proceed with citing
Immediate Jeopardy (1J) along with the Condition-level non-compliance. If the surveyor
concludes no 1J is present, proceed with citing Condition(s) as identified under Step four.
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As one works one’s way through the chart (Figure 4-1), they would ask:
e What is the seriousness of the problem in relation to patient outcome?
a. Does/could the problem result in inaccurate test results?

b. Is/might the situation be one in which immediate corrective action is
necessary because the laboratory’s noncompliance has already caused, is
causing or is likely to cause serious injury, harm, or death to individuals
served by the laboratory or to the health or safety of the general public?

e What are the regulatory considerations?
a. Are CLIA regulatory condition or standard level deficiencies identified?

b. Do the deficiencies pose an immediate jeopardy to patient health and
welfare?

c. ls/are there any deficiencies subject to enforcement actions under the
CLIA regulations?

V1. Exit Conference
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

The purpose of the exit conference is to provide an overview of your findings with the
laboratory. It is not meant to be an exhaustive discussion of your findings. Itis the
continuation of the educational survey process and is the first opportunity for the
laboratory to present additional information in response to the findings. Acknowledge
staff cooperation and operational support, as appropriate, before addressing the non-
compliance issues.

If immediate jeopardy or condition-level deficiencies are identified, inform the laboratory
of the seriousness of the problem(s)/finding(s) and indicate that they are not final until
receipt of the written statement of deficiencies Form (CMS-2567). Consider the
following when conducting an exit conference:

« Conduct the exit conference with the facility’s administrator, director, consultant,
or supervisor, and/or other invited staff;

o Describe the laboratory practices that do not appear to be in compliance with the
regulatory requirements and the findings that substantiate these potential
deficiencies;

e Provide the laboratory an opportunity to discuss and provide additional
information regarding potential deficiencies. It is the laboratory’s responsibility
to determine the corrective action(s) necessary to remedy the problem(s). Inform



the laboratory that they will receive a written statement of deficiencies (Form
CMS-2567) with the final deficiencies cited;

o Provide instructions and the time frame for submitting a plan of correction in
response to finalized deficiency findings as referenced in SOM Chapter 6, 86130;

o Refer to SOM Chapter 6, 86126, for additional information on the exit conference
including the presence of counsel, taping of the exit conference, and situations
that would justify refusal to conduct or continue an exit conference. If a tape is
made of the exit conference, get a copy before you leave;

e Inform the facility of your intended recommendation to the RO to certify,
recertify, or deny certification of the laboratory; and

o At the exit interview, inform the laboratory (director/administrator/supervisor) of
changes in test volumes which may result in fee changes.

VI1I. Development of the Statement of Deficiencies
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

Choose the most appropriate regulatory citation and corresponding D-tag when
documenting a deficiency. For example, if deficient practices are a result of failure of the
laboratory to properly perform quality assessment, cite the deficiency using the quality
assessment requirements. Note, however, where a laboratory does not have a quality
assessment program, one should cite the quality assessment requirements and the
laboratory director at D6021and/or D6094 for not ensuring that the quality assessment
programs are established and maintained to ensure the quality of laboratory services
provided. If deficient practices are the result of a laboratory’s failure to perform (or
perform correctly) certain specific tasks or requirements, then cite the deficiency in the
specific area of the regulation such as personnel, general laboratory systems, preanalytic
systems, analytic systems or postanalytic systems. Supporting information for
documenting deficiencies should be complete, clear, and concise. Write deficiency
statements in terms that allow a reasonably knowledgeable person to understand the
aspects of the requirements that are not met. Avoid writing the same deficiency in
several places. Write your statement of evidence following the format described in the
Principles of Documentation Guidelines (http://www.cms.gov/Regulations-and-
Guidance/L eqgislation/CLIA/Interpretive_Guidelines_for_Laboratories.html).

For some cited deficiencies, the Automated Survey Processing Environment (ASPEN)
system may request that you list the appropriate specialty or subspecialty identifier
code(s) for each D-tag. Use the list provided on Form CMS-1557 that identifies the code
number for each specialty and subspecialty (e.g., the code number for the specialty of
hematology is 400). This is applicable to standard and condition-level deficiencies.

A. Citing Standard-Level Deficiencies
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If standard-level noncompliance has been identified, cite the most specific standard
available. For instance, if the deficient practice(s) is related to control procedures:

o Cite the appropriate D-tag (D5501 — D5773) for the specialty/subspecialty
standards under 42 CFR 88493.1261 through 493.1278, which are Bacteriology,
Mycobacteriology, Mycology, Parasitology, Virology, Routine Chemistry,
Hematology, Immunohematology, Histopathology, Cytology, Clinical
Cytogenetics, and Histocompatibility if such standard is available; OR

o Use the appropriate D-tag (D5401 — D5485; D5775 — D5793) for 42 CFR
88493.1251 through 493.1256 and 42 CFR 88493.1281 through 493.1289, if an
appropriate D-tag is NOT available in the specialty/subspecialty standards.

EXAMPLE: A laboratory performs fluid cell counts using a hemocytometer. The
laboratory failed to perform manual fluid cell counts in duplicate. Use D5543.

EXAMPLE: A rheumatologist performs rheumatoid factor (RF) titers. The
rheumatologist failed to include control materials for the RF titer. Use D5451.

Where there are underlying standards, condition-level deficiencies can only be cited
when standard-level deficiencies have been identified. Remember to cite to standard-
level deficiencies when such deficiencies support a finding of condition-level
deficiencies.

B. Citing Condition-Level Deficiencies

When the deficient practice is of such a serious nature that correction is a condition for
allowing the laboratory to continue with patient testing, cite the most appropriate
condition and document the finding using the format in the Principles of Documentation.
As stated in the Principles of Documentation, the laboratory must correct all standard-
level deficiencies that are used to support the condition-level noncompliance finding
before the laboratory can be found back in compliance with the condition.

Options within Subpart K

e Specialty and Subspecialty conditions--Use these conditions when serious
deficiencies are identified within the specialty or subspecialty. D5002 - D5042.

o General Laboratory Systems--Use this condition when serious deficiencies are
identified within general laboratory systems. D5200.

o Preanalytic--Use this condition when serious deficiencies are identified within the
preanalytic phase of testing. D5300.

o Analytic--Use this condition when serious deficiencies are identified within the
analytic phase of testing. D5400.



« Postanalytic--Use this condition when serious deficiencies are identified within
the postanalytic phase of testing. D5800.

NOTE: A serious deficiency is based on the nature and extent of the deficient
practice.

C. Choosing the Appropriate Condition

Review the regulatory language at each of the conditions, noting the requirements that
must be met for the condition to be in compliance. For example: The condition of
Bacteriology at 42 CFR §493.1201 (D5002) states the laboratory must meet the
requirements at 42 CFR 88493.1230 (D5200) through 493.1256 (D5485), 493.1261
(D5501 — D5507) and 493.1281 (D5775) through 493.1299 (D5893) (covering General
Laboratory Systems, Preanalytic Systems, Analytic Systems, and Postanalytic Systems).
Serious problems in one or more of these areas can cause the condition of Bacteriology to
be out of compliance.

In comparison, the condition statement for Preanalytic Systems at 42 CFR 8493.1240
(D5300) states the laboratory must meet the requirements at 42 CFR 88493.1241 (D5301
—D5309), 493.1242 (D5311 — D5317), and 493.1249 (D5393) for each specialty or
subspecialty of testing. Serious preanalytic deficiencies that are pervasive throughout the
laboratory (not related to specific specialties or subspecialties) could cause the condition
of Preanalytic Systems to be out of compliance. Caution: An enforcement action based
on noncompliance with the condition of General Laboratory Systems, Preanalytic
Systems, Analytic Systems or Postanalytic Systems could be a revocation or a suspension
of the CLIA certificate and would not necessarily be a limitation of the CLIA certificate
for one or more specialties.

Standard-level deficiencies written in one subpart cannot be the basis for a condition in
another subpart. Deficiencies in Proficiency Testing or Personnel would not be the basis
for the condition of Bacteriology to be out of compliance. It is not uncommon for a
surveyor to identify issues that crossover between subparts of the regulations. Cite
deficiencies at the appropriate area of the regulations that describes the problem. For
example, failures in proficiency testing may be caused by an error in specimen
identification, test system malfunction, or lack of training for staff. Consider citing the
most appropriate citation for the laboratory to come into compliance. Avoid citing
multiple citations for the same deficiency unless each citation focuses on a different
aspect of the deficiency (instrument malfunction vs. staff training, or quality system vs.
laboratory director responsibilities, as discussed above).

The surveyor must consider the deficiencies cited when determining the conditions out of
compliance, and also the potential enforcement actions should the laboratory not correct
the deficiencies. The organization of the regulations and conditions allows the surveyor
to write a condition out of compliance according to specialty/subspecialty or to the
Systems of testing (General Laboratory Systems, Preanalytic Systems, Analytic Systems,



or Postanalytic Systems).
EXAMPLE 1:

A laboratory has one or more standard-level deficiencies related to Bacteriology testing
in Preanalytic Systems 42 CFR 8493.1241 through 493.1249 (D5301-D5393), Quality
Control Procedures 42 CFR 8§ 493.1256 (D5441-D5485) and the Bacteriology
subspecialty 42 CFR 8493.1261 (D5501-D5507). The surveyor may determine the
condition of Bacteriology 42 CFR 8493.1201 (D5002) is out of compliance based on the
deficiencies written under all three systems, Preanalytic, Analytic and Postanalytic. Even
though the laboratory conducts testing in other specialty or subspecialty areas, by citing
the deficiencies under the condition of Bacteriology, the certificate could be limited for
the subspecialty of Bacteriology instead of the entire CLIA certificate being affected.

EXAMPLE 2:

A laboratory is cited for one or more standard-level deficiencies in Preanalytic Systems
42 CFR 8493.1241 through 493.1249 (D5301-D5393) and the deficiencies are related to
practices in all the specialties and subspecialties offered by the laboratory. The surveyor
determines the condition of Preanalytic Systems is out of compliance. If the laboratory
does not correct the condition-level deficiency in Preanalytic Systems, the enforcement
action is against the certificate and not a limitation of a specialty or subspecialty.

EXAMPLE 3:

A laboratory has deficiencies in Bacteriology in the Control Procedures 42 CFR
8493.1256 (D5441-D5485), the Bacteriology subspecialty 42 CFR 8493.1261 (D5501-
D5507), and Routine Chemistry deficiencies in the Control Procedures 42 CFR
8493.1256 (D5441-D5485). All deficiencies are within the Analytic System.

The surveyor may determine the condition of Bacteriology 42 CFR 8§493.1201 (D5002) is
out of compliance based on the deficiencies cited in Control Procedures 42 CFR
8493.1256 (D5441-D5485) and also deficiencies in subspecialty areas for Bacteriology
42 CFR 8493.1261 (D5501-D5507).

And the surveyor may determine the condition of Routine Chemistry 42 CFR 8493.1210
(D5016) is out of compliance based on deficiencies cited related to Control Procedures
42 CFR 8493.1256 (D5441-D5485). Even though the D-tags used to determine
condition-level noncompliance in Routine Chemistry are cited in the Control Procedures
area, the appropriate condition to mark out of compliance is the applicable subspecialty
of Routine Chemistry.

If the laboratory performs testing in only the subspecialties of Bacteriology and Routine
Chemistry, and if the deficient practices are pervasive, the surveyor may write the
condition of Analytic Systems 42 CFR 8493.1250 (D5400) out of compliance.




When a specialty or subspecialty condition is out of compliance, the enforcement action
chosen may be a limitation to the certificate for the specialty or subspecialty out of
compliance. This approach allows the laboratory to continue testing in those specialties
and subspecialties in which compliance was determined. A condition-level deficiency in
one of the Systems (General Laboratory Systems, Preanalytic Systems, Analytic Systems,
or Postanalytic Systems) indicates a pervasive situation through all specialties and
subspecialties offered by the laboratory.

D. Mandatory Citations

There are four CLIA Condition-level requirements the surveyor must cite if non-
compliance is found, regardless of the presence or absence of any negative outcome or
potential harm. The four CLIA Condition-level requirements are: proficiency testing
enrollment, proficiency testing referral, unsuccessful proficiency testing participation and
issues related to personnel qualifications.

Table VII-1 provides guidance to surveyors for citing the four mandatory CLIA
Condition-level citations. Citations should include the Condition citation and the
corresponding D-tag. Where appropriate, surveyors should also provide any Standard -
level citations under the condition as well as the standard-level D-tag for those standard-
level citations.

The mandatory Condition-level citations and D-tags and the Standard-level citations and
D-tags that correspond to the three mandatory PT conditions are:

1. Enrollment in Proficiency Testing (D2000) (42 CFR 8493.801)
No minimum standard-level D-tag required. This is the ONLY mandatory
Condition-level citation where no Standard-level D-tag is cited in conjunction
with the Condition-level D- tag.

2. Proficiency Testing Referral (D2000) (42 CFR 8493.801)
e At a minimum cite the Standard at D2013 (42 CFR §493.801(b)(4))

3. Successful Participation in Proficiency Testing (D2016) (42 CFR 8493.803)

e Ata minimum cite the Standard at any of the following as applicable: D2028,
D2037, D2046, D2055, D2064, D2074, D2084, D2085, D2096, D2097, D2107,
D2108, D2118, D2119, D2130, D2131, D2162, D2163, D2172, D2181, D2190 or
D2191.

The mandatory Condition-level citations and D-tags, and the potential standard-level
citations and D-tags that correspond to the Condition-level personnel qualifications, are:

1. Laboratory Director PPM (D5980) (42 CFR 8493.1355)

e At aminimum cite the Standard at D5981(42 CFR 8493.1357)
2. Testing Personnel PPM (D5990) (42 CFR 84931361)

e At aminimum cite the Standard at D5991(42 CFR 8§493.1363)




10.

11.

12.

13.

Laboratory Director Moderate Complexity Testing (D6000) (42 CFR 8493.1403)
At a minimum cite the Standard at D6003(42 CFR 8493.1405)

Technical consultant Moderate Complexity Testing (D6033) (42 CFR 8493.1409)
At a minimum cite the Standard at D6035(42 CFR 8493.1411)

Clinical Consultant Moderate Complexity Testing (D6056) (42 CFR 8493.1415)
At a minimum cite the Standard at D6057(42 CFR 8493.1417)

Testing Personnel Moderate Complexity Testing (D6063) (42 CFR 8493.1421)
At a minimum cite the Standard at D6065(42 CFR 8493.1423)

Laboratory Director High Complexity Testing (D6076) (42 CFR 8493.1441)

At a minimum cite the Standard at D6078(42 CFR 8493.1443)

Technical Supervisor High Complexity Testing (D6108) (42 CFR 8493.1447)
At a minimum cite the Standard at D6111(42 CFR 8493.1449)

Clinical Consultant High Complexity Testing (D6134) (42 CFR 8493.1453)

At a minimum cite the Standard at D6135(42 CFR 8493.1455)

General Supervisor High Complexity Testing (D6141) (42 CFR 8493.1459)

At a minimum cite the Standard at D6143(42 CFR 8493.1461)

Cytology General Supervisor (D6153) (42 CFR 8493.1467)

At a minimum cite the Standard at D6155(42 CFR 8493.1469)

Cytotechnologist (D6162) (42 CFR §493.1481)

At a minimum cite the Standard at D6164(42 CFR 8493.1483)

Testing Personnel High Complexity Testing (D6168) (42 CFR 8493.1487)

At a minimum cite the Standard at D6171(42 CFR 8493.1489(b))




Table VII-1

MANDATORY CITATIONS

YOU MUST AT LEAST

YOU MUST AT LEAST

High Complexity Testing

IF YOU FIND CITE THE STANDARD | CITE THE CONDITION
NON-COMPLIANCE WITH. . . AT D-TAG. . . AT D-TAG. . .
Non-enrollment in Proficiency Testing D2000
42 CFR § 493.801
Proficiency Testing Referral D2013 D2000
42 CFR § 493.801(b)(4)
Unsuccessful Participation in D2028, D2037, D2046, D2016
Proficiency Testing D2055, D2064, D2074,
42 CFR § 493.803 D2084, D2085, D2096,
D2097, D2107, D2108,
D2118, D2119, D2130,
D2131, D2162, D2163,
D2172, D2181, D2190, OR
D2191
Laboratory Director D5981 D5980
PPMP
Testing Personnel D5991 D5990
PPMP
Laboratory Director D6003 D6000
= | Moderate Complexity Testing
+t | Technical Consultant D6035 D6033
_§. Moderate Complexity Testing
@ | Clinical Consultant D6057 D6056
1 Moderate Complexity Testing
£ | Testing Personnel D6065 D6063
'-g Moderate Complexity Testing
& | Laboratory Director D6078 D6076
S | High Complexity Testing
& | Technical Supervisor D6111 D6108
< | High Complexity Testing
£ | Clinical Consultant D6135 D6134
v | High Complexity Testing
& | General Supervisor D6143 D6141
High Complexity Testing
Cytology General Supervisor D6155 D6153
Cytotechnologist D6164 D6162
Testing Personnel D6171 D6168




E. Allegation of Compliance (AOC)/Plan of Correction (POC)

When Condition-level noncompliance is determined by the RO or State Agency surveyor,
an AOC is requested.

When a Standard-level noncompliance is determined by the RO or a State Agency
surveyor, a POC is requested.

The maximum timeframe for a correction of a standard-level deficiency is 12 months
after the last day of the survey; however, depending on the type and seriousness of the
deficiency(ies), the acceptable timeframe may be much shorter than 12 months.

There are four elements that are required to be submitted with a POC. Those four
elements are:

a.

b.

Documentation describing the corrective actions that have been taken for
patients that were identified by the survey and subsequent analysis as having
been affected by the deficient practice(s);

An explanation as to how the laboratory has identified other patients who may
have been affected by the deficient practice(s);

A description of the correction(s) that have been put into place and/or the
systemic changes that have been made to ensure that the deficient practice
does not recur; and

How the corrective actions are being monitored to ensure the deficient
practice does not recur.

When Condition-level noncompliance is determined by the RO or a State Agency
surveyor, an AOC is requested.

In addition to the above four elements, the AOC is a statement or documentation that is:

a.

Made by a representative of a laboratory with a history of having maintained a
commitment to compliance and taking corrective action when required,

Realistic in terms of the possibility of the corrective action being
accomplished between the date of the survey and the date of the allegation:
and,

c. Indicates resolution of the problem(s)

VIII. Survey Report Documentation and Data Entry
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)



Following each survey, as applicable, complete the following additional documentation.
This information remains in the official file, either at the SA or RO. Also include Forms
CMS-209, appropriate ownership information (completed by the laboratory) and the
Alternative Quality Assessment Survey (AQAS) form (completed by the laboratory, if
applicable) in the official file.

Form CMS-1557, Survey Report Form (CLIA);

Form CMS-2567, Statement of Deficiencies and Plan of Correction;

Form CMS-2567B, Post Certification Revisit Report;

Form CMS-1539, Certification and Transmittal;

Form CMS-670, Survey Team Composition and Workload Report; and

Form CMS-562, Medicare/Medicaid/CLIA Complaint Form.
Following the survey, enter into the CLIA database any revisions, additions, or deletions
to the application (Form CMS-116) information. Refer to the CLIA Systems Users
Guide for specific information and instruction. Enter into the data system the
Certification Kit, which consists of:

Form CMS-1539, Certification and Transmittal;

Form CMS-1557, Survey Report Form (CLIA) - pages 1 and 2;

Form CMS-2567, Statement of Deficiencies and Plan of Correction; and

Form CMS-670, Survey Team Composition and Workload Report.
Enter into the data system, when applicable:

Form CMS-562, Medicare/Medicaid/CLIA Complaint Form.
Form CMS -668B has been developed to assess the survey process from the viewpoint of

the laboratory. Leave this form with all laboratories that receive either an on-site survey
or the AQAS. The laboratory will complete this form and return it to CO.

IX. Additional Information
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

A. Counting Tests

Total annual volume for waived tests, if any, should be recorded on the CLIA application
(Form CMS-116) in the waived testing section. The total annual volume for nonwaived


http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS209.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS1557.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS2567.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS2567B.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS1539.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/downloads/cms116.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS1539.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS1557.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS2567.pdf
http://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/downloads/cms116.pdf

tests, including PPM procedures, should be reported on the form in the Nonwaived
Testing section by specialty and subspecialty. Only tests that are ordered and reported
should be included in the laboratory’s test volume(s). Calculations (e.g., A/G ratio,
MCH, MCHC, HCT, and T7), QC tests, and PT assays should not be counted.

o For chemistry tests, each non-calculated analyte is counted separately (e.g., Lipid
Panel consisting of a total cholesterol, HDL cholesterol, LDL cholesterol and
triglycerides equals 4 tests).

o For complete blood counts, each measured individual analyte that is ordered and
reported is counted separately. Differentials count as one test.

e For urinalysis, microscopic and macroscopic examinations each count as one test.
Macroscopics (dipsticks) are counted as one test regardless of the number of
reagent pads on the strip.

o For microbiology, susceptibility testing is counted as one test per group of
antibiotics used to determine sensitivity for one organism. Cultures are counted
as one per test request from each specimen regardless of the extent of
identification, number of organisms isolated, and number of tests/procedures
required for identification. Each gram stain or acid-fast bacteria (AFB) smear
requested from the primary source is counted as one. For example, if a sputum
specimen has a routine bacteriology culture and gram stain, a mycology test, and
an AFB smear and culture ordered, this would be counted as five tests. For
parasitology, the direct smear and the concentration and prepared slide are
counted as one test.

o For allergy testing, each allergen is counted as one test.

o For flow cytometry, each measured individual analyte (e.g. T cells, B cells, CD4,
etc.) that is ordered and reported should be counted separately.

« For manual gynecologic and nongynecologic cytology, each slide (not case) is
counted as one test. Refer to D5643 for counting non-gynecological slide
preparations using liquid-based slide preparatory techniques. Refer to D5665 for
counting gynecologic cytology slide preparations when using automated and
semi-automated screening devices.

o For immunohematology, each ABO, Rh, antibody screen, cross match, or
antibody identification is counted as one test.

« For histocompatibility, each HLA typing (including disease associated antigens)
is counted as one test, each HLA antibody screen is counted as one test and each
HLA cross match is counted as one test. For example, a B-cell, a T-cell, and an
auto-crossmatch between the same donor and recipient pair would be counted as 3
tests.



« For histopathology, each block (not slide) is counted as one test. Autopsy
services are not included. For those laboratories that perform special stains on
histology slides, the test volume is determined by adding the number of special
stains, including immunohistochemistry, performed on slides to the total number
of specimen blocks prepared by the laboratory.

o For cytogenetics, the number of tests is determined by the number of specimen
types processed on each patient (e.g., a bone marrow and a venous blood
specimen received on one patient are counted as two tests). NOTE: For all other
genetic tests, the number of tests is determined by the number of results reported
in the final report.

o Genetics tests should be placed in the specialty or subspecialty where they fit best,
according to the methodology of the test.

B. Conducting Surveys of Multiple Testing Sites under One Certificate

1. Multiple sites will be permitted to operate under a single certificate when the sites
meet one of the multiple site exceptions at 42 CFR 88 493.35(b), 493.43(b), or
493.55(b). Each site performing testing under a single certificate must meet all
applicable requirements of 42 CFR Part 493. Each site is subject to a survey;
however, the primary on-site should be one of the locations included in the initial
CLIA certification survey. Select a representative portion of the remaining
locations for on-site survey.

When choosing the representative sample for multiple site surveys, consider the
following:

o Types of testing performed,

e Types of clients and/or facilities served, e.g., pediatric, geriatric,
residential/emergency care, or health assessment screens;

o Location(s) participating in PT; and

o Problems or complaints identified either at the primary or other testing
sites.

2. Temporary testing sites, including mobile units, should be inspected using the
criteria listed above. Refer to the SOM Chapter 6, 86034 to assist with determining
what constitutes a mobile unit and §6036.3 for temporary testing sites. Every effort
should be made to schedule the survey to coincide with testing at temporary locations.
(Refer to 42 CFR 8§8493.35(b)(1),493.43(b)(1),493.55(b)(1))

3. Refer to the SOM Chapter 6, 86036.2 for additional information on laboratories



performing limited public health testing. These entities should be inspected using the
above criteria (Refer to 42 CFR 88 493.35(b)(2), 493.43(b)(2), 493.55(b)(2))

4. In a hospital laboratory, multiple test sites under one certificate should be inspected
using the criteria listed above. (Refer to 42 CFR 88 493.35(b)(3), 493.43(b)(3),
493.55(b)(3))

Many Home Health Agencies (HHAS) may be certified with multiple sites under one
certificate. A parent HHA may apply for one CLIA certificate as long as these sites are
under one HHA Medicare provider number, i.e., parent location. Medicare designates
these multiple locations using the term parent location for the main location and the
additional sites as branches. Hospices may also be certified with one certificate for
multiple sites. Refer to the SOM Chapter 6, 86008 for additional information on HHAs
and hospices.

A laboratory having multiple sites under one certificate is required to enroll in only one
PT program(s) for the primary test system/procedure for each specialty, subspecialty,
analyte or test used under that certificate even though the same specialty, subspecialty,
analyte or test may be used at multiple locations using different test systems or
procedures and different personnel. Ensure that PT records indicate the location at which
the tests were performed, and that all other locations have been compared with the system
selected for PT, as specified in 42 CFR 8493.1281(a).

A condition may be considered out of compliance even if deficiencies are only found at a
subset of the sites operating under the single certificate.

C. Conducting Surveys of Waived Tests

In any laboratory holding a CLIA certificate, waived tests are not subject to routine
survey. A survey of waived tests may be conducted only when authorized by the RO to:

o Determine if a laboratory is testing outside its certificate;

« Collect information regarding the appropriateness of tests specified as waived
tests;

o Investigate a complaint from the public; and/or

o Determine if the laboratory is operated and if testing is performed in a manner
that does not constitute an imminent and serious risk to public health.

D. Conducting Surveys of Certificate for PPM Procedures

If a laboratory holds a “Certificate for PPM Procedures,” do not conduct a certification or
recertification survey of these facilities. However, a survey may be conducted as
specified in 42 CFR Part 493, Subpart Q (i.e., randomly) after RO consultation to:



o Determine if the laboratory is testing outside its certificate;
o Collect information regarding the appropriateness of tests specified as PPM,;
« Investigate a complaint from the public; and

o Determine if the laboratory is operating and if testing is performed in a manner
that does not constitute an imminent and serious risk to public health.

Bear in mind in those instances in which you are performing a survey of PPM
procedures, that the appropriate requirements in 42 CFR Part 493 Subparts H, J, K, M,
and Q will apply. Furthermore, regardless of the certificate held, in instances in which a
survey is occurring in a laboratory with a Certificate of Compliance or Certificate of
Accreditation, which has conducted PPM testing, that testing may be included in the
sample for the patient testing review portion of the survey.

X. Reporting Complaints
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

The SA/RO investigates allegations of non-compliance that are related to CLIA
requirements in laboratories. A complaint about a laboratory should be reported to the
appropriate SA or RO contact. The complete list of SA/RO contacts can be found on the
CLIA website at www.cms.hhs.gov/clia. The RO is responsible for coordinating the
responses to all complaints.



http://www.cms.hhs.gov/clia

B. INDEX
REGULATIONS AND INTERPRETIVE GUIDELINES FOR
LABORATORIES AND LABORATORY SERVICES

This appendix provides survey protocols and additional guidance on the following
sections of the Clinical Laboratory Improvement Amendment (CLIA) Regulations.
(Rev. 140, Issued 05-29-15)

Subpart A--General Provisions

8493.1 Basis and scope
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

This part sets forth the conditions that all laboratories must meet to be certified to
perform testing on human specimens under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA). It implements sections 1861(e) and (j), the sentence
following section 1861(s)(13), and 1902(a)(9) of the Social Security Act, and section
353 of the Public Health Service Act, as amended by section 2 of the Taking
Essential Steps for Testing Act of 2012. This part applies to all laboratories as
defined under “laboratory” in 8493.2 of this part. This part also applies to
laboratories seeking payment under the Medicare and Medicaid programs. The
requirements are the same for Medicare approval as for CLIA certification.

8493.2 Definitions
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

As used in this part, unless the context indicates otherwise--

“Accredited institution” means a school or program which--
(a) Admits as regular student only persons having a certificate of graduation
from a school providing secondary education, or the recognized equivalent of

such certificate;

(b) Is legally authorized within the State to provide a program of education
beyond secondary education;

(c) Provides an educational program for which it awards a bachelor’s degree
or provides not less than a 2-year program which is acceptable toward such a
degree, or provides an educational program for which it awards a master’s
or doctoral degree;

(d) Is accredited by a nationally recognized accrediting agency or association.

This definition includes any foreign institution of higher education that HHS or its



designee determines meets substantially equivalent requirements.
Interpretive Guidelines §493.2

An individual is considered to have an “earned” degree from an “accredited institution” if
the institution is accredited throughout the timeframe(s) in which the individual
completes the applicable academic requirements as determined by the accredited
institution. An authentic academic transcript must be provided. If there is any question
about the accreditation status of the institution, contact the appropriate accrediting
institution(s) to confirm the institution’s status.

NOTE: If the institution itself asserts in writing that it meets one of the criteria described
in paragraphs (a)-(c) of the definition of “accredited institution”, then, absent
contravening evidence, HHS will presume that assertion to be valid for the purposes of
the CLIA program. As with all records, the laboratory must maintain documentation
along with their personnel records.

Individuals who have degrees from foreign institutions must have an evaluation of their
credentials to determine the equivalency of their education to an education obtained in
the United States (U.S.). The equivalency evaluations should be on a course-by-course
basis and may be performed by a nationally recognized organization. These may include
such organizations as the National Association Credential Evaluation Services, Inc.
(NACES) (http://www.naces.org) and the Association of International Credential
Evaluators, Inc. (AICE) (http://www.aice-eval.org).

“Accredited laboratory” means a laboratory that has voluntarily applied for and
been accredited by a private, nonprofit accreditation organization approved by
CMS in accordance with this part;

“Adverse action” means the imposition of a principal or alternative sanction by
CMS.

“ALJ” stands for Administrative Law Judge.
“Alternative sanctions” means sanctions that may be imposed in lieu of or in
addition to principal sanctions. The term is synonymous with “intermediate

sanctions” as used in section 1846 of the Act.

“Analyte” means a substance or constituent for which the laboratory conducts
testing.

“Approved accreditation organization for laboratories” means a private, nonprofit
accreditation organization that has formally applied for and received CMS’s
approval based on the organization’s compliance with this part.

“Approved State laboratory program” means a licensure or other regulatory


http://www.naces.org/
http://www.aice-eval.org/

program for laboratories in a State, the requirements of which are imposed under
State law, and the State laboratory program has received CMS approval based on
the State’s compliance with this part.

“Authorized person” means an individual authorized under State law to order tests
or receive test results, or both.

“Calibration” means a process of testing and adjusting an instrument or test system
to establish a correlation between the measurement response and the concentration
or amount of the substance that is being measured by the test procedure.

“Calibration verification” means the assaying of materials of known concentration
in the same manner as patient samples to substantiate the instrument or test
system’s calibration throughout the reportable range for patient test results.

“Challenge” means, for quantitative tests, an assessment of the amount of substance
or analyte present or measured in a sample. For qualitative tests, a challenge means
the determination of the presence or the absence of an analyte, organism, or
substance in a sample.

“CLIA” means the Clinical Laboratory Improvement Amendments of 1988.

“CLIA certificate” means any of the following types of certificates issued by CMS or
its agent:

(1) “Certificate of compliance” means a certificate issued to a laboratory
after an inspection that finds the laboratory to be in compliance with all
applicable condition level requirements, or reissued before the expiration
date, pending an appeal, in accordance with 8493.49, when an inspection has
found the laboratory to be out of compliance with one or more condition
level requirements.

(2) “Certificate for provider-performed microscopy (PPM) procedures”
means a certificate issued or reissued before the expiration date, pending an
appeal, in accordance with 8493.47, to a laboratory in which a physician,
midlevel practitioner or dentist performs no tests other than PPM
procedures and, if desired, waived tests listed in §493.15(c).

(3) “Certificate of accreditation” means a certificate issued on the basis of the
laboratory’s accreditation by an accreditation organization approved by
CMS (indicating that the laboratory is deemed to meet applicable CLIA
requirements) or reissued before the expiration date, pending an appeal, in
accordance with 8493.61, when a validation or complaint survey has found
the laboratory to be noncompliant with one or more CLIA conditions.

(4) “Certificate of registration or registration certificate” means a certificate



issued or reissued before the expiration date, pending an appeal, in
accordance with §493.45, 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 CMS or its agent; or in accordance with
8493.57 to an entity that is accredited by an approved accreditation
organization.

(5) “Certificate of waiver” means a certificate issued or reissued before the
expiration date, pending an appeal, in accordance with 8493.37, to a
laboratory to perform only the waived tests listed at §493.15(c).

“CLIA-exempt laboratory” means a laboratory that has been licensed or approved
by a State where CMS has determined that the State has enacted laws relating to
laboratory requirements that are equal to or more stringent than CLIA
requirements and the State licensure program has been approved by CMS in
accordance with subpart E of this part.

“Condition level deficiency” means noncompliance with one or more condition level
requirements.

“Condition level requirements” means any of the requirements identified as
“conditions” in subparts G through Q of this part.

""Confirmatory testing” means testing performed by a second analytical procedure
that could be used to substantiate or bring into question the result of an initial
laboratory test.

“Credible allegation of compliance” means a statement or documentation that--

(1) Is made by a representative of a laboratory that has a history of having
maintained a commitment to compliance and of taking corrective action
when required;

(2) Is realistic in terms of its being possible to accomplish the required
corrective action between the date of the exit conference and the date of the
allegation; and

(3) Indicates that the problem has been resolved.

“Dentist” means a doctor of dental medicine or doctor of dental surgery licensed by
the State to practice dentistry within the State in which the laboratory is located.

"Distributive testing” means laboratory testing performed on the same specimen, or
an aliquot of it, that requires sharing it between two or more laboratories to obtain
all data required to complete an interpretation or calculation necessary to provide a
final reportable result for the originally ordered test. When such testing occurs at
multiple locations with different CLIA certificates, it is considered distributive



testing.

“Equivalency” means that an accreditation organization’s or a State laboratory
program’s requirements, taken as a whole, are equal to or more stringent than the
CLIA requirements established by CMS, taken as whole. It is acceptable for an
accreditation organization’s or State laboratory program’s requirements to be
organized differently or otherwise vary from the CLIA requirements, as long as (1)
all of the requirements taken as a whole would provide at least the same protection
as the CLIA requirements taken as a whole; and (2) a finding of noncompliance
with respect to CLIA requirements taken as a whole would be matched by a finding
of noncompliance with the accreditation or State requirements taken as a whole.

“CMS agent” means an entity with which CMS arranges to inspect laboratories and
assess laboratory activities against CLIA requirements and may be a State survey
agency, a private, nonprofit organization other than an approved accreditation
organization, a component of HHS, or any other governmental component CMS
approves for this purpose. In those instances where all of the laboratories in a State
are exempt from CLIA requirements, based on the approval of a State’s exemption
request, the State survey agency is not the CMS agent.

“FDA-cleared or approved test system’ means a test system cleared or approved by
the FDA through the premarket notification (510(k)) or premarket approval (PMA)
process for in-vitro diagnostic use. Unless otherwise stated, this includes test
systems exempt from FDA premarket clearance or approval.

“HHS” means the Department of Health and Human Services, or its designee.

“Immediate jeopardy” means a situation in which immediate corrective action is
necessary because the laboratory’s noncompliance with one or more condition level
requirements has already caused, is causing, or is likely to cause, at any time,
serious injury or harm, or death, to individuals served by the laboratory or to the
health or safety of the general public. This term is synonymous with imminent and
serious risk to human health and significant hazard to the public health.

“Intentional violation” means knowing and willful noncompliance with any CLIA
condition.

“Kit” means all components of a test that are packaged