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. § 493.1225 Condition: Clinical cytogenetics: If the laboratory provides services in the specialty of Clinical cytogenetics, the laboratory must
meet the requirements specified in § § 493.1230 through 493.1256, § 493.1276, and § 493.1281 through 493.1299.

. § 493.1276 Standard: Clinical cytogenetics.

(a) The laboratory must have policies and procedures for ensuring accurate and reliable patient specimen identification during the process of
accessioning, cell preparation, photographing or other image reproduction technique, photographic printing, and reporting and storage of results,
karyotypes, and photographs.

(b) The laboratory must have records that document the following:

(1) The media used, reactions observed, number of cells counted, number of cells karyotyped, number of chromosomes counted for each
metaphase spread, and the quality of the banding.

(2) The resolution is appropriate for the type of tissue or specimen and the type of study required based on the clinical information provided to the
laboratory.

(3) An adequate number of karyotypes are prepared for each patient.
(c) Determination of sex must be performed by full chromosome analysis.

(d) The laboratory report must include a summary and interpretation of the observations, number of cells counted and analyzed, and use the
International System for Human Cytogenetic Nomenclature.

(e) The laboratory must document all control procedures performed, as specified in this section.

§ 493.1281 Standard: Comparison of test results.

(a) If a laboratory performs the same test using different methodologies or instruments, or performs the same test at multiple testing sites, the laboratory
must have a system that twice a year evaluates and defines the relationship between test results using the different methodologies, instruments, or testing
sites.

(b) The laboratory must have a system to identify and assess patient test results that appear inconsistent with the following relevant criteria, when
available:

(1) Patient age.

(2) Sex.

(3) Diagnosis or pertinent clinical data.

(4) Distribution of patient test results.

(5) Relationship with other test parameters.

(c) The laboratory must document all test result comparison activities
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+ §493.1299 Standard: Postanalytic systems quality assessment.

(a) The laboratory must establish and follow written policies and procedures for an ongoing mechanism to monitor, assess and, when indicated,
correct problems identified in the postanalytic systems specified in § 493.1291.

(b) The postanalytic systems quality assessment must include a review of the effectiveness of corrective actions taken to resolve problems,

revision of policies and procedures necessary to prevent recurrence of problems, and discussion of postanalytic systems quality assessment
reviews with appropriate staff.

(c) The laboratory must document all postanalytic systems quality assessment activities.
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