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Animal and Plant Health Inspection Service, USDA § 145.15 

upon which a Mycoplasma classifica-
tion is based. 

(c) For M. meleagridis. The official 
blood tests for M. meleagridis are speci-
fied in § 145.43(d)(2). 

(d) For avian influenza. The official 
blood tests for avian influenza are the 
agar gel immunodiffusion (AGID) test 
and the enzyme-linked immunosorbent 
assay (ELISA). 

(1) The AGID test must be conducted 
on all ELISA-positive samples. Posi-
tive tests by AGID or ELISA must be 
further tested by Federal Reference 
Laboratories. Final judgment may be 
based upon further sampling or culture 
results. 

(2) The tests must be conducted using 
antigens or test kits approved by the 
Department and the Official State 
Agency and must be performed in ac-
cordance with the recommendations of 
the producer or manufacturer. 

(Approved by the Office of Management and 
Budget under control number 0579–0007) 

[36 FR 23112, Dec. 3, 1971] 

EDITORIAL NOTE: For FEDERAL REGISTER 
citations affecting § 145.14, see the List of 
CFR Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and on GPO Access. 

§ 145.15 Approved tests. 
(a) The procedures for the bacterio-

logical examination of poultry and 
poultry environments described in part 
147 of this subchapter are approved 
tests for use in the NPIP. In addition, 
all tests that use veterinary biologics 
(e.g., antiserum and other products of 
biological origin) that are licensed or 
produced by the Service and used as de-
scribed in part 147 of this subchapter 
are approved for use in the NPIP. 

(b) 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 
estimated in at least three authorized 
laboratories selected by the Service by 
testing known positive samples, as de-
termined by the official NPIP proce-
dures found in part 147 of this sub-
chapter. If certain conditions or inter-
fering substances are known to affect 
the performance of the kit, appropriate 
samples will be included so that the 

magnitude and significance of the ef-
fect(s) can be evaluated. 

(2) The specificity of the kit will be 
estimated in at least three authorized 
laboratories selected by the Service by 
testing known negative samples, as de-
termined by the official NPIP proce-
dures found in part 147 of this sub-
chapter. If certain conditions or inter-
fering substances are known to affect 
the performance of the kit, appropriate 
samples will be included so that the 
magnitude and significance of the ef-
fect(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 25 known 
positive clinical samples supplied by 
the manufacturer of the test kit. In ad-
dition, each laboratory will be asked to 
test 50 known negative clinical samples 
obtained from several sources, to pro-
vide a representative sampling of the 
general population. The identity of the 
samples must be coded so that the co-
operating laboratories are blinded to 
identity and classification. Each sam-
ple must be provided in duplicate or 
triplicate, so that error and repeat-
ability data may be generated. 

(4) Cooperating laboratories will sub-
mit to the kit manufacturer all raw 
data regarding the assay 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. 

(5) The findings of the cooperating 
laboratories will be evaluated by the 
NPIP technical committee, and the 
technical committee will make a rec-
ommendation regarding whether to ap-
prove the test kit to the General Con-
ference Committee. If the technical 
committee recommends approval, the 
final approval will be granted in ac-
cordance with the procedures described 
in §§ 147.46 and 147.47 of this subchapter. 

[72 FR 1418, Jan. 12, 2007] 

VerDate Aug<31>2005 08:40 Feb 27, 2008 Jkt 214028 PO 00000 Frm 00869 Fmt 8010 Sfmt 8010 Y:\SGML\214028.XXX 214028rf
re

de
ric

k 
on

 P
R

O
D

1P
C

67
 w

ith
 C

F
R


		Superintendent of Documents
	2014-10-10T10:43:54-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




