§493.1101

(2) Criteria for acceptable performance.
The criteria for acceptable perform-
ance are—

Criteria for acceptable per-

Analyte or test formance

ABO group
D (Rho) typing ............
Unexpected antibody
Compatibility testing
Antibody identification ...

100% accuracy.
100% accuracy.
80% accuracy.
100% accuracy.
80% accuracy.

(3) The criterion for acceptable per-

formance for qualitative
immunohematology tests is positive or
negative.

(4) To determine the analyte testing
event score, the number of acceptable
analyte responses must be averaged
using the following formula:

Number of acceptable responses for the
analytex100=Analyte score for the testing
event

Total number of challenges for the analyte

(5) To determine the overall testing
event score, the number of correct re-
sponses for all analytes must be aver-
aged using the following formula:

Number of acceptable responses for all chal-
lengesx100=Testing event score

Total number of all challenges

Subpart J—Patient Test Manage-
ment for Moderate Com-
plexity (Including the Sub-
category), High Complexity,
or Any Combination of These
Tests

SOURCE: 57 FR 7162, Feb, 28, 1992, unless
otherwise noted.

§493.1101 Condition: Patient test man-
agement; moderate complexity (in-
cluding the subcategory), or high
complexity testing, or any combina-
tion of these tests.

Each laboratory performing mod-
erate complexity (including the sub-
category) or high complexity testing,
or any combination of these tests,
must employ and maintain a system
that provides for proper patient prepa-
ration; proper specimen collection,
identification, preservation, transpor-
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tation, and processing; and accurate re-
sult reporting. This system must as-
sure optimum patient specimen integ-
rity and positive identification
throughout the preanalytic (pre-test-
ing), analytic (testing), and
postanalytic (post-testing) processes
and must meet the standards as they
apply to the testing performed.

[60 FR 20048, Apr. 24, 1995]

§493.1103 Standard; Procedures for
specimen submission and handling.

(a) The laboratory must have avail-
able and follow written policies and
procedures for each of the following, if
applicable: Methods used for the prepa-
ration of patients; specimen collection;
specimen labeling; specimen preserva-
tion; conditions for specimen transpor-
tation; and specimen processing. Such
policies and procedures must assure
positive identification and optimum in-
tegrity of the patient specimens from
the time the specimen(s) are collected
until testing has been completed and
the results reported.

(b) If the laboratory accepts referral
specimens, written instructions must
be available to clients and must in-
clude, as appropriate, the information
specified in paragraph (a) of this sec-
tion.

(c) Oral explanation of instructions
to patients for specimen collection, in-
cluding patient preparation, may be
used as a supplement to written in-
structions where applicable.

[57 FR 7162, Feb. 28, 1992, as amended at 58
FR 5229, Jan. 19, 1993]

§493.1105

The laboratory must perform tests
only at the written or electronic re-
quest of an authorized person. Oral re-
quests for laboratory tests are per-
mitted only if the laboratory subse-
quently requests written authorization
for testing within 30 days. The labora-
tory must maintain the written au-
thorization or documentation of efforts
made to obtain a written authoriza-
tion. Records of test requisitions or
test authorizations must be retained
for a minimum of two years. The pa-
tient’s chart or medical record, if used
as the test requisition, must be re-
tained for a minimum of two years and

Standard; Test requisition.
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Health Care Financing Administration, HHS

must be available to the laboratory at
the time of testing and available to
HHS upon request. The laboratory
must assure that the requisition or
test authorization includes—

(@) The patient’s name or
unique identifier;

(b) The name and address or other
suitable identifiers of the authorized
person requesting the test and, if ap-
propriate, the individual responsible
for utilizing the test results or the
name and address of the laboratory
submitting the specimen, including, as
applicable, a contact person to enable
the reporting of imminent life threat-
ening laboratory results or panic val-
ues;

(c) The test(s) to be performed,;

(d) The date of specimen collection;

(e) For Pap smears, the patient’s last
menstrual period, age or date of birth,
and indication of whether the patient
had a previous abnormal report, treat-
ment or biopsy; and

(f) Any additional information rel-
evant and necessary to a specific test
to assure accurate and timely testing
and reporting of results.

other

[57 FR 7162, Feb. 28, 1992, as amended at 58
FR 5229, Jan. 19, 1993]

§493.1107 Standard; Test records.

The laboratory must maintain a
record system to ensure reliable identi-
fication of patient specimens as they
are processed and tested to assure that
accurate test results are reported.
These records must identify the per-
sonnel performing the testing proce-
dure. Records of patient testing, in-
cluding, if applicable, instrument
printouts, must be retained for at least
two years. Immunohematology records
and transfusion records must be re-
tained for no less than five years in ac-
cordance with 21 CFR part 606, subpart
I. In addition, records of blood and
blood product testing must be main-
tained for a period not less than five
years after processing records have
been completed, or six months after
the latest expiration date, whichever is
the later date, in accordance with 21
CFR 606.160(d). The record system must
provide documentation of information
specified in §493.1105 (a) through (f) and
include—

§493.1109

(a) The patient identification num-
ber, accession number, or other unique
identification of the specimen;

(b) The date and time of specimen re-
ceipt into the laboratory;

(c) The condition and disposition of
specimens that do not meet the labora-
tory’s criteria for specimen accept-
ability; and

(d) The records and dates of all speci-
men testing, including the identity of
the personnel who performed the
test(s), which are necessary to assure
proper identification and accurate re-
porting of patient test results.

[57 FR 7162, Feb. 28, 1992, as amended at 58
FR 5229, Jan. 19, 1993]

§493.1109 Standard; Test report.

The laboratory report must be sent
promptly to the authorized person, the
individual responsible for using the
test results or laboratory that initially
requested the test. The original report
or an exact duplicate of each test re-
port, including final and preliminary
report, must be retained by the testing
laboratory for a period of at least two
years after the date of reporting.
Immunohematology reports and trans-
fusion records must be retained by the
laboratory for a period of no less than
five years in accordance with 21 CFR
part 606, subpart I. In addition, records
of blood and blood product testing
must be maintained for a period not
less than five years after processing
records have been completed, or six
months after the Ilatest expiration
date, whichever is the later date, in ac-
cordance with 21 CFR 606.160(d). For pa-
thology, test reports must be retained
for a period of at least ten years after
the date of reporting. This information
may be maintained as part of the pa-
tient’s chart or medical record which
must be readily available to the lab-
oratory and to HHS upon request.

(@) The laboratory must have ade-
quate systems in place to report re-
sults in a timely, accurate, reliable and
confidential manner, and, ensure pa-
tient confidentiality throughout those
parts of the total testing process that
are under the laboratory’s control.
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