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(c) Test one sample of control mate-
rial each time specimens are tested un-
less automated instrumentation inter-
nally verifies calibration at least every 
30 minutes. 

(d) Document all control procedures 
performed, as specified in this section. 

§ 493.1269 Standard: Hematology. 
(a) For manual cell counts performed 

using a hemocytometer— 
(1) One control material must be 

tested each 8 hours of operation; and 
(2) Patient specimens and control 

materials must be tested in duplicate. 
(b) For all nonmanual coagulation 

test systems, the laboratory must in-
clude two levels of control material 
each 8 hours of operation and each 
time a reagent is changed. 

(c) For manual coagulation tests— 
(1) Each individual performing tests 

must test two levels of control mate-
rials before testing patient samples and 
each time a reagent is changed; and 

(2) Patient specimens and control 
materials must be tested in duplicate. 

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

§ 493.1271 Standard: 
Immunohematology. 

(a) Patient testing. (1) The laboratory 
must perform ABO grouping, D(Rho) 
typing, unexpected antibody detection, 
antibody identification, and compat-
ibility testing by following the manu-
facturer’s instructions, if provided, and 
as applicable, 21 CFR 606.151(a) through 
(e). 

(2) The laboratory must determine 
ABO group by concurrently testing un-
known red cells with, at a minimum, 
anti-A and anti-B grouping reagents. 
For confirmation of ABO group, the 
unknown serum must be tested with 
known A1 and B red cells. 

(3) The laboratory must determine 
the D(Rho) type by testing unknown 
red cells with anti-D (anti-Rho) blood 
typing reagent. 

(b) Immunohematological testing and 
distribution of blood and blood products. 
Blood and blood product testing and 
distribution must comply with 21 CFR 
606.100(b)(12); 606.160(b)(3)(ii) and 
(b)(3)(v); 610.40; 640.5(a), (b), (c), and (e); 
and 640.11(b). 

(c) Blood and blood products storage. 
Blood and blood products must be 
stored under appropriate conditions 
that include an adequate temperature 
alarm system that is regularly in-
spected. 

(1) An audible alarm system must 
monitor proper blood and blood prod-
uct storage temperature over a 24-hour 
period. 

(2) Inspections of the alarm system 
must be documented. 

(d) Retention of samples of transfused 
blood. According to the laboratory’s es-
tablished procedures, samples of each 
unit of transfused blood must be re-
tained for further testing in the event 
of transfusion reactions. The labora-
tory must promptly dispose of blood 
not retained for further testing that 
has passed its expiration date. 

(e) Investigation of transfusion reac-
tions. (1) According to its established 
procedures, the laboratory that per-
forms compatibility testing, or issues 
blood or blood products, must promptly 
investigate all transfusion reactions 
occurring in facilities for which it has 
investigational responsibility and 
make recommendations to the medical 
staff regarding improvements in trans-
fusion procedures. 

(2) The laboratory must document, as 
applicable, that all necessary remedial 
actions are taken to prevent 
recurrences of transfusion reactions 
and that all policies and procedures are 
reviewed to assure they are adequate 
to ensure the safety of individuals 
being transfused. 

(f) 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] 

§ 493.1273 Standard: Histopathology. 
(a) As specified in § 493.1256(e)(3), fluo-

rescent and immunohistochemical 
stains must be checked for positive and 
negative reactivity each time of use. 
For all other differential or special 
stains, a control slide of known reac-
tivity must be stained with each pa-
tient slide or group of patient slides. 
Reaction(s) of the control slide with 
each special stain must be documented. 

(b) The laboratory must retain 
stained slides, specimen blocks, and 
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tissue remnants as specified in 
§ 493.1105. The remnants of tissue speci-
mens must be maintained in a manner 
that ensures proper preservation of the 
tissue specimens until the portions 
submitted for microscopic examination 
have been examined and a diagnosis 
made by an individual qualified under 
§§ 493.1449(b), (l), or (m). 

(c) An individual who has success-
fully completed a training program in 
neuromuscular pathology approved by 
HHS may examine and provide reports 
for neuromuscular pathology. 

(d) Tissue pathology reports must be 
signed by an individual qualified as 
specified in paragraph (b) or, as appro-
priate, paragraph (c) of this section. If 
a computer report is generated with an 
electronic signature, it must be au-
thorized by the individual who per-
formed the examination and made the 
diagnosis. 

(e) The laboratory must use accept-
able terminology of a recognized sys-
tem of disease nomenclature in report-
ing results. 

(f) 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] 

§ 493.1274 Standard: Cytology. 

(a) Cytology slide examination site. All 
cytology slide preparations must be 
evaluated on the premises of a labora-
tory certified to conduct testing in the 
subspecialty of cytology. 

(b) Staining. The laboratory must 
have available and follow written poli-
cies and procedures for each of the fol-
lowing, if applicable: 

(1) All gynecologic slide preparations 
must be stained using a Papanicolaou 
or modified Papanicolaou staining 
method. 

(2) Effective measures to prevent 
cross-contamination between 
gynecologic and nongynecologic speci-
mens during the staining process must 
be used. 

(3) Nongynecologic specimens that 
have a high potential for cross-con-
tamination must be stained separately 
from other nongynecologic specimens, 
and the stains must be filtered or 
changed following staining. 

(c) Control procedures. The laboratory 
must establish and follow written poli-
cies and procedures for a program de-
signed to detect errors in the perform-
ance of cytologic examinations and the 
reporting of results. The program must 
include the following: 

(1) A review of slides from at least 10 
percent of the gynecologic cases inter-
preted by individuals qualified under 
§§ 493.1469 or 493.1483, to be negative for 
epithelial cell abnormalities and other 
malignant neoplasms (as defined in 
paragraph (e)(1) of this section). 

(i) The review must be performed by 
an individual who meets one of the fol-
lowing qualifications: 

(A) A technical supervisor qualified 
under §§ 493.1449(b) or (k). 

(B) A cytology general supervisor 
qualified under § 493.1469. 

(C) A cytotechnologist qualified 
under § 493.1483 who has the experience 
specified in § 493.1469(b)(2). 

(ii) Cases must be randomly selected 
from the total caseload and include 
negatives and those from patients or 
groups of patients that are identified 
as having a higher than average prob-
ability of developing cervical cancer 
based on available patient information. 

(iii) The review of those cases se-
lected must be completed before re-
porting patient results. 

(2) Laboratory comparison of clinical 
information, when available, with cy-
tology reports and comparison of all 
gynecologic cytology reports with a di-
agnosis of high-grade squamous 
intraepithelial lesion (HSIL), adenocar-
cinoma, or other malignant neoplasms 
with the histopathology report, if 
available in the laboratory (either on- 
site or in storage), and determination 
of the causes of any discrepancies. 

(3) For each patient with a current 
HSIL, adenocarcinoma, or other malig-
nant neoplasm, laboratory review of all 
normal or negative gynecologic speci-
mens received within the previous 5 
years, if available in the laboratory (ei-
ther on-site or in storage). If signifi-
cant discrepancies are found that will 
affect current patient care, the labora-
tory must notify the patient’s physi-
cian and issue an amended report. 

(4) Records of initial examinations 
and all rescreening results must be 
documented. 
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