CLIA 1988 - Understanding
Federal Oversight and
Laboratory Compliance

Understanding the Clinical Laboratory Improvement Amendments
(CLIA) of 1988 and their critical impact on IVF laboratory operations,
compliance, and patient care quality.

@ by Fertility Guidance Technologies



What is CLIA?

The Clinical Laboratory Improvement Amendments (CLIA) of 1988
establish federal regulatory standards for all U.S. facilities that test
human specimens for health assessment, diagnosis, prevention, or

treatment.
IVF laboratories fall under CLIA oversight because they generate

diagnostic data and perform high-complexity procedures that directly
impact patient care and treatment decisions.

Understanding CLIA's framework is essential to maintaining

compliance and ensuring quality patient care in reproductive
medicine.



CMS: The Federal Oversight Authority
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Enforcement Actions

Enforces sanctions including penalties, suspension, or
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Conducts inspections to verify compliance with quality
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Authority Delegation

Delegates to state agencies or approved accreditation
organizations

The Centers for Medicare & Medicaid Services (CMS) administers CLIA at the federal level, ensuring that embryology and
andrology testing meet the same standards of reliability as any other clinical test.



What Makes a Laboratory CLIA-
Requlated?

A facility is considered a CLIA-regulated laboratory if it performs testing on
human specimens to:

Q Diagnose, prevent, or treat disease

Any testing that contributes to medical diagnosis or treatment decisions

Q Assess health status

Evaluations that determine patient health conditions or reproductive potential

This includes hospitals, physician office laboratories, fertility clinics, IVF labs, and
independent testing facilities. The scope is broad—CLIA applies whether results
are used for clinical decision-making or reported to patients.

Facilities that perform only basic specimen collection or preparation
(without performing actual testing) may not require CLIA certification.



CLIA Test Categories: Understanding Complexity

Waived Tests

Simple procedures with low risk of
error (e.g., urine dipsticks,
pregnancy test strips). Approved by
FDA as "CLIA-waived" and can be
performed with a Certificate of
Waiver.

Moderate Complexity Tests

More complicated procedures
requiring laboratory expertise.
Examples include certain
automated hematology or
chemistry tests. Require personnel
qualifications and quality systems.

High Complexity Tests

Involve extensive specimen
manipulation and specialized
equipment. IVF laboratory tests like
semen analysis, oocyte assessment,
and embryo biopsy fall in this
category.



The Seven-Category Scoring System

CMS uses a seven-category scoring system to determine test complexity. Each category is scored 1 (low complexity) to 3 (high complexity):

———o6 — 0 —

Knowledge Required Training & Experience Reagents & Materials

Level of scientific understanding needed Required background and expertise Complexity of preparation required
Operational Steps Quality Control Materials Troubleshooting & Maintenance
Characteristics of testing procedures Calibration and proficiency testing needs System complexity and upkeep requirements

_

Interpretation & Judgment

Level of analysis and decision-making required

=12 PointsModerate Complexity =13 PointsHigh Complexity



Certificate of Waiver (CoW) Provider-Performed Certificate of Registration (CoR)

, . Microscopy (PPM) N N .
For laboratories performing onl Temporary certificate until inspection
P g y P y P

waived tests For certain provider offices is completed
performing microscopy procedures

Certificate of Compliance (CoC) Certificate of Accreditation (CoA)

Issued after successful inspection demonstrating compliance For labs inspected by CMS-approved accrediting organizations



CLIA-Exempt States

State-Level Regulation

Some states are CLIA-exempt because they have their own laboratory
regulatory systems deemed equal to or more stringent than CLIA.

Currently CLIA-exempt states:

* New York

* Washington

Laboratories in these states are reqgulated at the state level rather than
directly by CMS, but must still meet equivalent or higher standards.



Multi-Location Laboratory Rules

CLIA provides specific rules for laboratories operating across multiple sites:

Single Certificate Option

Multiple locations may operate under one CLIA certificate if
under same ownership and within reasonable proximity

Mobile Laboratory Requirements

Temporary or mobile laboratories must have appropriate
CLIA certification for all testing locations

Consistent Standards

Quality systems, equipment maintenance, and personnel
requirements must be consistently applied across all sites



Required Reporting to CMS

Laboratories are required to notify CMS of certain changes using Form CMS-116:
e Ownership Changes

Any change in laboratory ownership structure

e Personnel Changes

Director or Technical Supervisor changes

Location Changes

Address or facility location modifications

Testing Menu Modifications

Adding high-complexity assays or new test types

Failure to report changes can result in noncompliance and jeopardize certification status.



What Makes a Test "Waived"?

A test is considered waived if it meets specific criteria:

Low Risk of Error

Minimal chance of incorrect results

Simple to Perform

Straightforward procedures with

minimal steps
FDA Approved

Approved for home use or
designated as CLIA-waived

Examples include urine dipsticks, rapid strep tests, and point-of-care pregnancy tests. While waived tests are exempt from
many CLIA requirements, laboratories must still follow manufacturer instructions and maintain good quality practices.



Historical Context and Evolution

1988 4@

CLIA enacted by Congress as amendment to Public Health Service Act
@7 1992

CLIA regulations published and implementation began

1994 3

Full phase-in of CLIA requirements completed

4 1995

2022-2024 4@

CMS final rule updated proficiency testing requirements
@— 2025

Strengthened personnel requirements for high complexity testing

Proficiency Testing enforcement began



Proficiency Testing Requirements

The Proficiency Testing (PT) requirement was phased in post-1992, with
enforcement beginning in 1995.

Laboratories performing moderate or high complexity testing must:

* Enrollin approved PT programs for all specialties
* Participate in regular proficiency testing cycles
* Maintain acceptable performance scores

* Document corrective actions for failures

Recent updates in 2022-2024 have modernized PT requirements while
maintaining quality standards.



Personnel Requirements Updates

A 2025 CMS rule has strengthened lab personnel requirements for high complexity testing:

\

Degree Requirements

Specific scientific degree standards established, removing acceptance of non-
scientific degrees

Training Standards

Enhanced training requirements for technical supervisors and testing personnel

Experience Criteria

Updated experience requirements that reflect current laboratory practices

Continuing Education

Ongoing education requirements to maintain competency



IVF Laboratory Specific Considerations

Semen Analysis

High complexity testing
requiring specialized
training, quality control, and
proficiency testing
participation

Oocyte Assessment

Subjective interpretation
requiring extensive
experience and standardized
protocols

Embryo Biopsy

Highly specialized procedure
requiring advanced technical
skills and quality assurance

Cryopreservation

Complex procedures with
critical quality control
requirements for specimen
integrity



Enforcement and Sanctions

CMS and delegated state survey agencies have significant enforcement authority:

Certificate Revocation

1

2 Certificate Suspension

3 Civil Monetary Penalties

4 Directed Plan of Correction
5 Warning Letters

Sanctions escalate based on severity and repeat violations, with the most serious consequences including complete shutdown

of laboratory operations.



Accreditation Organizations

CMS-Approved Accreditors

Several organizations are approved by CMS to provide "deemed
status" accreditation:

* College of American Pathologists (CAP)
* The Joint Commission
* COLA (formerly Commission on Office Laboratory Accreditation)

* American Association for Laboratory Accreditation (A2LA)

Accredited laboratories receive Certificates of Accreditation and
are inspected by their accrediting organization rather than CMS
directly.



Quality Systems Requirements

Documentation :
Quality Control

Comprehensive policies, procedures, and

Daily QC testing and trending of results
record keeping yQ 2 2

Safety Protocols Equipment Maintenance
Laboratory safety and infection Preventive maintenance and
control measures calibration programs
Corrective Actions Personnel Training
Problem identification and resolution Competency assessment and ongoing

processes education



Best Practices for IVF Laboratory Compliance

o) 02 03
Establish Robust Quality Maintain Current Personnel Document Everything
Management Qualifications - _

Maintain detailed records of procedures,
Implement comprehensive quality Ensure all staff meet CLIA requirements training, QC results, and corrective
systems covering all aspects of and participate in continuing education  3ctions

laboratory operations

04 05
Stay Current with Regulations Prepare for Inspections
Monitor CMS updates and industry changes that may affect Conduct regular internal audits and maintain inspection

compliance requirements readiness at all times



CMS Oversight

Federal enforcement through regulations, inspections, and sanctions

Test Complexity

Seven-criterion scoring determines moderate vs. high complexity requirements

Certificate Types

Five certificate options based on testing complexity and accreditation status

Quality Systems

Comprehensive requirements for personnel, procedures, and proficiency testing
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