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authorized by the technical supervisor 
who performed the review. 

(3) All nongynecologic preparations 
are reviewed by a technical supervisor. 
The report must be signed to reflect 
technical supervisory review or, if a 
computer report is generated with sig-
nature, it must reflect an electronic 
signature authorized by the technical 
supervisor who performed the review. 

(4) Unsatisfactory specimens or slide 
preparations are identified and re-
ported as unsatisfactory. 

(5) The report contains narrative de-
scriptive nomenclature for all results. 

(6) Corrected reports issued by the 
laboratory indicate the basis for cor-
rection. 

(f) Record and slide retention. (1) The 
laboratory must retain all records and 
slide preparations as specified in 
§ 493.1105. 

(2) Slides may be loaned to pro-
ficiency testing programs in lieu of 
maintaining them for the required 
time period, provided the laboratory 
receives written acknowledgment of 
the receipt of slides by the proficiency 
testing program and maintains the ac-
knowledgment to document the loan of 
these slides. 

(3) Documentation of slides loaned or 
referred for purposes other than pro-
ficiency testing must be maintained. 

(4) All slides must be retrievable 
upon request. 

(g) Automated and semi-automated 
screening devices. When performing 
evaluations using automated and semi- 
automated screening devices, the lab-
oratory must follow manufacturer’s in-
structions for preanalytic, analytic, 
and postanalytic phases of testing, as 
applicable, and meet the applicable re-
quirements of this subpart K. 

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

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 
2003] 

§ 493.1276 Standard: Clinical cyto-
genetics. 

(a) The laboratory must have policies 
and procedures for ensuring accurate 
and reliable patient specimen identi-
fication during the process of 
accessioning, cell preparation, 
photographing or other image repro-

duction technique, photographic print-
ing, and reporting and storage of re-
sults, karyotypes, and photographs. 

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

(1) The media used, reactions ob-
served, number of cells counted, num-
ber of cells karyotyped, number of 
chromosomes counted for each meta-
phase 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 pa-
tient. 

(c) Determination of sex must be per-
formed by full chromosome analysis. 

(d) The laboratory report must in-
clude a summary and interpretation of 
the observations, number of cells 
counted and analyzed, and use the 
International System for Human Cyto-
genetic Nomenclature. 

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

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 
2003] 

§ 493.1278 Standard: 
Histocompatibility. 

(a) General. The laboratory must 
meet the following requirements: 

(1) An audible alarm system must be 
used to monitor the storage tempera-
ture of specimens (donor and bene-
ficiary) and reagents. The laboratory 
must have an emergency plan for alter-
nate storage. 

(2) All patient specimens must be 
easily retrievable. 

(3) Reagent typing sera inventory 
prepared in-house must indicate 
source, bleeding date and identification 
number, reagent specificity, and vol-
ume remaining. 

(4) If the laboratory uses 
immunologic reagents (for example, 
antibodies, antibody-coated particles, 
or complement) to facilitate or en-
hance the isolation of lymphocytes, or 
lymphocyte subsets, the efficacy of the 
methods must be monitored with ap-
propriate quality control procedures. 
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