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§147.54

(A) No comments were received on
the notice;

(B) The comments on the notice sup-
ported the action described in the no-
tice; or

(C) The comments on the notice were
evaluated but did not change the Ad-
ministrator’s determination that ap-
proval of the test or sanitation proce-
dure is appropriate based on the stand-
ards in paragraph (a) of this section.

(ii) If comments indicate that
changes should be made to the test or
sanitation procedure as it was made
available in the initial notice, APHIS
will publish a notice in the FEDERAL
REGISTER indicating that changes were
made to the initial test or sanitation
procedure.

(iii) Whenever APHIS adds or makes
changes to tests or sanitation proce-
dures, APHIS will make available a
new version of the NPIP Program
Standards that reflects the additions
or changes.

(iv) If comments present information
that causes the Administrator to deter-
mine that approval of the test or sani-
tation procedure would not be appro-
priate, APHIS will publish a notice in-
forming the public of this determina-
tion after the close of the comment pe-
riod.

§147.54 Approval of diagnostic test
kits not licensed by the Service.

(a) Diagnostic test kits that are not
licensed by the Service (e.g., bacterio-
logical culturing kits) may be approved
through the following procedure:

(1) The sensitivity of the kit will be
evaluated in at least three NPIP au-
thorized laboratories by testing known
positive samples, as determined by the
official NPIP procedures found in the
NPIP Program Standards or through
other procedures approved by the Ad-
ministrator. Field samples, for which
the presence or absence of the target
organism or analyte has been deter-
mined by the current NPIP test, are
the preferred samples and should be
used when possible. Samples from a va-
riety of field cases representing a range
of low, medium, and high analyte con-
centrations should be used. In some
cases it may be necessary to utilize
samples from experimentally infected
animals. Spiked samples (clinical sam-
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ple matrix with a known amount of
pure culture added) should only be used
in the event that no other sample types
are available. When the use of spiked
samples may be necessary, prior ap-
proval from the NPIP Technical Com-
mittee is required. Pure cultures
should never be used. Additionally, lab-
oratories should be selected for their
experience with testing for the target
organism or analyte with the current
NPIP approved test. (e.g., a Salmonella
test should be evaluated by NPIP au-
thorized laboratories that test for Sal-
monella routinely). If certain condi-
tions or interfering substances are
known to affect the performance of the
kit, appropriate samples will be in-
cluded so that the magnitude and sig-
nificance of the effect(s) can be evalu-
ated.

(2) The specificity of the kit will be
evaluated in at least three NPIP au-
thorized laboratories by testing known
negative samples, as determined by
tests conducted in accordance with the
NPIP Program Standards or other pro-
cedures approved by the Administrator
in accordance with §147.53(d)(1). If cer-
tain conditions or interfering sub-
stances are known to affect the per-
formance of the kit, appropriate sam-
ples will be included so that the mag-
nitude and significance of the effect(s)
can be evaluated.

(3) The kit will be provided to the co-
operating laboratories in its final form
and include the instructions for use.
The cooperating laboratories must per-
form the assay exactly as stated in the
supplied instructions. Each laboratory
must test a panel of at least 26 known
positive samples. In addition, each lab-
oratory must test at least 50 known
negative samples obtained from several
sources, to provide a representative
sampling of the general population.
The cooperating laboratories must per-
form a current NPIP procedure or
NPIP approved test on the samples
alongside the test kit for comparison
and must provide an outline of the
method on the worksheet for diag-
nostic test evaluation. Reproducibility
and robustness data should also be in-
cluded.

(4) Cooperating laboratories will sub-
mit to the kit manufacturer all com-
piled output data regarding the assay
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response. Each sample tested will be
reported as positive or negative, and
the official NPIP procedure used to
classify the sample must be submitted
in addition to the assay response value.
A completed worksheet for diagnostic
test evaluation is required to be sub-
mitted with the compiled output data
and may be obtained by contacting the
NPIP Senior Coordinator. Data and the
completed worksheet for diagnostic
test evaluation must be submitted to
the NPIP Senior Coordinator 4 months
prior to the next scheduled General
Conference Committee meeting, which
is when approval will be sought.

(6) The findings of the cooperating
laboratories will be evaluated by the
NPIP Technical Committee, and the
Technical Committee will make a ma-
jority recommendation whether to ap-
prove the test kit to the General Con-
ference Committee at the next sched-
uled General Conference Committee
meeting. If the Technical Committee
recommends approval, the final ap-
proval will be granted in accordance
with the procedures described in
§§ 147.46, 147.47, and 147.48.

(6) Diagnostic test Kkits that are not
licensed by the Service (e.g., bacterio-
logical culturing kits) and that have
been approved for use in the NPIP in
accordance with this section are listed
in the NPIP Program Standards.

(b) Approved tests modification and re-
moval. (1) The specific data required for
modifications of previously approved

§147.54

tests will be taken on a case-by-case
basis by the technical committee.

(2) If the Technical Committee deter-
mines that only additional field data is
needed at the time of submission for a
modification of a previously approved
test, allow for a conditional approval
for 60 days for data collection side-by-
side with a current test. The submit-
ting party must provide complete pro-
tocol and study design, including cri-
teria for pass/fail to the Technical
Committee. The Technical Committee
must review the data prior to final ap-
proval. This would only apply to the
specific situation where a modified test
needs additional field data with poul-
try to be approved.

(3) Approved diagnostic tests may be
removed from the Plan by submission
of a proposed change from a partici-
pant, Official State Agency, the De-
partment, or other interested person or
industry organization. The data in sup-
port of removing an approved test will
be compiled and evaluated by the NPIP
Technical Committee, and the Tech-
nical Committee will make a majority
recommendation whether to remove
the test kit to the General Conference
Committee at the next scheduled Gen-
eral Conference Committee meeting. If
the Technical Committee recommends
removal, the final decision to remove
the test will be granted in accordance
with the procedures described in
§§ 147.46, 147.47, and 147.48.

[81 FR 53251, Aug. 12, 2016, as amended at 83
FR 28356, June 19, 2018]
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