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[ABSTRACT]
testing, and to evaluate the role of the testing samples in the laboratory animal laboratory proficiency testing

Objective To analyze the status of proficiency testing samples in the field of laboratory animal

program. Methods A retrospective study was conducted to compare the 30 proficiency testing plans and reports
in the field of laboratory animal organized by National Institute for Food and Drug Control (NIFDC) from 2013 to
2022. The type, quantity, preparation method, homogeneity and stability of the proficiency testing samples, as
well as the satisfaction of the participating units to the samples were analyzed. Then, the supply of new samples,
the addition of quantitative projects, the improvement of stability research and the attention to customer needs
were discussed. Results The 30 proficiency testing programs included 10 items in the direction of bacteria, 10
items in the direction of virus and 10 items in the direction of genetics in the field of experimental animals. A total
of 80 non-nucleic acid samples (including serums, feces, tracheal flushing fluid and proteins) and 4 nucleic acid
samples were provided, all of which were qualitative samples. Compared with nucleic acid samples, non-nucleic
acid samples always required large numbers of animals for sample preparation. The pass rate of homogeneity
verification of the sample was 100%, but there is no quantitative study at present. Stability verification can be
conducted for the short-term storage, transportation, freeze-thaw, different concentrations and terminal stability
of different samples, but it lacks long-term stability verification. Conclusion In the past ten years, the proficiency
testing samples have basically met the basic requirements of the proficiency testing plan of laboratory animal
testing area. However, the provision of nucleic acid samples should be reasonably increased; quantitative
research samples and projects should be added; the influence of proficiency testing in the field of laboratory
animal testing should be continuously expanded and maintain high-quality services.
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&1 2013—2022 LI ENYFIFAS M EE D IE R E B RE BRGNS E

Table 1 Sample information and testing methods of proficiency testing projects in the field of laboratory animals from

2013 to 2022
Tﬁiﬂﬂﬁl‘cﬂ PR RESH REES HmER Hmips ffﬁimﬂﬁif
Detection Sample  Sample Detection
. . ear Iltem name Number
direction source type method
ME 2013 TWRMMEBEFRIRTER NIFDC-PT-008  #1{& 4 DBIEFR
Bacterial 2014 LW EFEFSECHDREIG NIFDC-PT-020  #1& 3
2015 LR ENMFHET P IIREE NIFDC-PT-037  #/& 3
2016 SLYeEh¥) @R Ab K T ERFE RN NIFDC-PT-085  #1{& 3
2017 KR ENMIFIRER @S ERFTE G NIFDC-PT-107 SEHER 3
2018 LW IMFEF/NFLEHKEBRARERLN NIFDC-PT-173 #EE 3
2019 XX EEFEBEHFSREMDIERN NIFDC-PT-203  #f& 5
2020 LW MEES X EETFERT NIFDC-PT-281 #EE 3
2021 LRHYHEFPITRERFE (XS EEIFTE EMEEETE) RN NIFDC-PT-309 SEH¥ER 3
2022 LW RSP RERTENZ REHRETFER NIFDC-PT-363 S& k& 3
BE 2013 LWARE/IVES H1HEHKE T NIFDC-PT-007 zh#pIniE 3 ELISA/IFA
Viral 2014 SLI6 % MEH % E MBS HIARIT NIFDC-PT-019 zi#piniE 3
2015 SE¥/NERIME 0T B A I 2L iR A NIFDC-PT-036 zi#piniE 3
2016 AR MBFIEHESHRAG NIFDC-PT-084 Zh#piniE 3
2017 LR RMBEPISHESHAET NIFDC-PT-108 zi#piniE 3
2018 £ /NI /MR A NS SR E T NIFDC-PT-172  zh#piniE 3
2019 LIz B F KB EHESHAT/NRIFRHBEEET NIFDC-PT-201 zh#piniE 3
2020 xR MBEFSHFS AL NIFDC-PT-282 zh¥pImi& 3
2021 /N MBS TGS T2 AR NIFDC-PT-311  zh¥pIi& 3
2022 SEYO¥ERE R PREE/NE SRR T NIFDC-PT-364 #ZERi*fm 2 PCR/RT-PCR
BfE 2013 LWNRBSOR PR IERBEREE- 1R NIFDC-PT-009 fHELS% 2 B IiERE
Genetic 2014 /MR B SR PEREE-3 Qi NIFDC-PT-021 HELRS% 3
2015 EHNRBIRPERRE- IR EREE-1 19N NIFDC-PT-038 HERASHR 2
2016 sL3a/)NER IS EEEE-1 A9AG NIFDC-PT-086 zh#pIm;& 2
2017 RN B SR FACES-3 A9 NIFDC-PT-106 fHES% 2
2018 LH/INRBIRP I AN EEE-2R9N NIFDC-PT-171  HAGIR 2
2019 L¥/NR BT EEE-1 Al S ERR T NIFDC-PT-202 zh¥pImi&E 2
2020 L¥/NE B SR PERREE-1 NBITEEBR RSN NIFDC-PT-283 fHELS% 3
2021 LN B 3K P AREE-3 1 NIFDC-PT-310 AR5k 2
2022 =36/\iR DNA ¥ 5 SNP ARSI NIFDC-PT-365 1R+ 2 2R

¥ SNP, BRZERESMH,; ELISA, BEKRERIMNE; IFA, BRRE; RT-PCR, ZLAIKAEEE PCRo
Note: SNP, single nucleotide polymorphism; ELISA, enzyme-linked immunosorbent assay; IFA, immuno-fluorescence assay; RT-PCR,

real-time fluorescent quantitative PCR.
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Table 2 Details of sample stability verification for the proficiency verification project in the field of laboratory animals

from 2013 to 2022
RS REES FRRRERRS ERREES
) o Storage stability ] N
Detection direction Number B Temperature/'C /588 Period/d Transportation stability
HE NIFDC-PT-008 37.RT.4.-20.-80 30 7
Bacterial NIFDC-PT-020 37.RT.4.-20.-80 30 7
NIFDC-PT-037 37.RT.4.-20.-80 30 T
NIFDC-PT-085 37.RT.4 30 I
NIFDC-PT-107 37.RT.4.-20.-80 30 7
NIFDC-PT-173 37.RT.4.-20 30 P
NIFDC-PT-203 37.RT.4.-20 30 =]
NIFDC-PT-281 37.RT.4.-20.-80 30 a
NIFDC-PT-309 37.RT.4.-20.-80 30 =
NIFDC-PT-363 37.RT.4.-20.-80 30 B
= NIFDC-PT-007 37.4.-70 15 7%
Viral NIFDC-PT-019 37.-70 4 o
NIFDC-PT-036 37.4.-70 15 x
NIFDC-PT-084 37.4.-70 15 7
NIFDC-PT-108 37.4.-70 15 7
NIFDC-PT-172 37.4.-70 15 I
NIFDC-PT-201 37.4.-70 15 =
NIFDC-PT-282 37.4.-70 15 B
NIFDC-PT-311 37.4.-70 15 B
NIFDC-PT-364 37.4.-70 15 B
=% NIFDC-PT-009 37.RT.4.-20 30 I
Genetic NIFDC-PT-021 37.RT.4 90 7
NIFDC-PT-038 37.RT.4.-20 28 7
NIFDC-PT-086 RT.4 30 P
NIFDC-PT-106 37.RT.4.-20 28 I
NIFDC-PT-171 37.RT.4 30 B
NIFDC-PT-202 37.RT.4.-20 50 B
NIFDC-PT-283 37.RT.4 21 =]
NIFDC-PT-310 37.RT.4.-20 30 B
NIFDC-PT-365 37.RT.4 14 =
& RT, EiRo

Note: RT, room temperature.
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