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ASFV On-site Rapid Detection Kit
Evaluation & Application
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The reliable diagnostic reagents are urgently needed!
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Directed by Animal Husbandry and Veterinary Bureau, MARA

15t round of Evaluation

11 available products
[

2018.12 2019.5 2019.6 Now

34 available products

2" round of Evaluation
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1. RRMZEZRAE, HBEIFMNBEE Expert group & evaluation proposal
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e Expert group: 12 experts from CADC. CAHEC. CIVDA. HVRI, CAAS
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e Evaluation proposal, including workflow,
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and time points
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253K Requirements

P
Products

Nucleic acid rapid
detection
kit/Antigen rapid
detection kit

Detection
completed within
1h

Companies

Reagent
manufacturer
( providing GMP

certificate)

Imported reagent
agency (providing
authorization file)
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Primary material review

Stripe, 7 Stripe, 29
ELISA, 4

ELISA, 9

15t round(2018.12) : 40 products 2"d round(2019.5): 90 products
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Products sent for evaluation: kit, instrument and manual
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Nucleic acid sample panel Antigen sample panel
(75 samples) (84 samples)
Detection limit (15 samples=5 Detection limit (24 samples=8

dilution * 3 repeats)
1:2. 1:22, 1:23, 1:2%, 1:2>. 1:25,

dilution * 3 repeats)
1:10. 1:102, 1:103. 1:10%. 1:10°

1:27, 1:28
Sensitivity (49 .samples) Sensitivity (40 samples)
40 positive 40 positive
Specificity (20 samples
p y( ples) Specificity (20 samples)
20 negative

20 negative

Repeatability (3 samples)
intra / inter-batch assay

Repeatability (3 samples)

intra / inter-batch assay

Samples were prepared, packed, blinded by three national ASFV reference laboratories
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v L'ﬁ%ﬁ*zi‘jiai‘ g?-‘ iﬂﬁ Monitors reviewed the results
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v 152155 Revealing the blind samples, calculating sensitivity,

specificity, repeatability, considering time-cost , manipulation etc.
BB . REPL. Rt FEHBRBIAE, SRR E T

v EZZI517F The blinded results were reviewed by expert group, with

the same criteria
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Revealing the blinded products, results summarized and published
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o ATEMN G5 R Publishing results

2"d round 34 (in use)
realtime-PCR : 28
LAMP&RPA: 6

15t round 11 (expired at 2019.6.30)
realtime-PCR : 8

LAMP: 1

Stripe: 2
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18.11.27 18.12.8 18.12.11-20
Expert group, proposal Primary review Laboratory test & Data summary
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18.11.26 18.11.28 18.12.10 19.1.4
Planning Product recruitment  Blind sample preparation  Result publish

Duration: 2 months



&Lzﬁ Timeline: 2° round evaluation @ﬂwm

19.3.29 19.4.26 19.5.8~24
Expert group, proposal Primary review Laboratory test & Data summary
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19.3.13 19.4.3 19.5.8 19.6.11
Planning Product recruitment  Blind sample preparation  Result publish

Duration: 3 months
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V The application of rapid detection kit @ﬂ@ﬁ ?]
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Ministry of Agriculture and Rural Affairs | of the People's Republic of China |
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Announcement No. 119, MARA (2019.1.2)

Slaughterhouse

Routine ASEV s':'g deetjfcgr‘”l‘;
PCR&ELISA PP

days

Negative: Sales and
production

Positive: Clear
&disinfection, 48 h

Providing diagnostic technical support for ASF prevention and control






