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非洲猪瘟诊断政策 Diagnostic authority of ASFV

试剂评价工作背景 Background

The reliable diagnostic reagents are urgently needed!

国家层面 National level

省级实验室ASF诊断能力比对
Provincial ASFV Proficiency Testing

省级层面 Provincial level

地市级 Municipal level  

屠宰/流通环节 Slaughter and circulation 

养殖环节排查 Farms

2018.8 

2018.9  

2018.10

2018.12  

2019.1~4  

2019.4

Decentralization 
Ability&
Qualification



试剂评价工作背景 Background

National reference laboratories

* Diagnostic criteria 
and methods

* Identical to the 
OIE recommended 
methods

Animal disease control centers

* New veterinary 
drug certificate

* First licensed 
real-time PCR kit 
for ASFV(2019.3) 

Enterprises

* On-site rapid 
detection kit  

The 

application of 

diagnostic 

reagents for 

ASFV



试剂评价结果 Results

1st round of Evaluation  

11 available products

34 available products

2nd round of Evaluation  

2018.12 2019.5 2019.6 Now

Directed by Animal Husbandry and Veterinary Bureau， MARA



工作流程 Processes

1、成立专家组，确定评价方案 Expert group & evaluation proposal

2、发布评价通知，征集产品 Issue a notice & products collection

3、初步形式审查 Primary material review

4、盲样制备 Preparation of blind samples

5、实验室测评 Laboratory test

6、数据分析 和汇总 Data analysis & summary

7、结果报送和公布 Result announcement



1、成立专家组，确定评价方案 Expert group & evaluation proposal

• 专家组：中国动物卫生与流行病学中心、中国兽医药品监察所、等4家
单位的12名专家成立了评审专家组

• Expert group：12 experts from CADC、CAHEC、CIVDA、HVRI, CAAS

• 评价方案：《非洲猪瘟现场快速诊断试剂评价实施方案》、《非洲猪
瘟诊断试剂评价实验室测试方案》

• Evaluation proposal, including  workflow, 

and time points



2、发布评价通知，征集产品 Issue a notice & products collection



要求 Requirements

2、发布评价通知，征集产品 Issue a notice & products collection

Nucleic acid rapid 
detection 
kit/Antigen rapid 
detection kit

Detection  
completed within 
1 h

产品

Products Reagent 
manufacturer 
( providing GMP 
certificate)

Imported reagent 
agency (providing 
authorization file)

公司
Companies



3、初步形式审查 Primary material review

评审专家组审查送审快检产品的文字材料。
Primary material review

1st round(2018.12) : 40 products 2nd round(2019.5): 90 products



3、初步形式审查 Primary material review

Products sent for evaluation: kit, instrument and manual



4、盲样制备 Preparation of blind samples

Nucleic acid sample panel

(75 samples) 

Detection limit (15 samples=5 
dilution * 3 repeats)

1:10、1:102、1:103、1:104、1:105

Sensitivity (40 samples)

40 positive

Specificity (20 samples)

20 negative

Repeatability (3 samples)

intra / inter-batch assay

Antigen sample panel

(84 samples) 

Detection limit  (24 samples=8 
dilution * 3 repeats)

1:2、1:22、1:23、1:24、1:25、1:26、
1:27、1:28

Sensitivity (40 samples)

40 positive

Specificity (20 samples)

20 negative

Repeatability (3 samples）

intra / inter-batch assay

Samples were prepared, packed, blinded by three national ASFV reference laboratories



5、实验室测评 Laboratory test

✓制定工作方案、测试人员宣贯 Test  proposal 

制定《非洲猪瘟快速检测试剂评价和监督抽检实验室评测工作方案》

✓测评前厂家培训 Pre-detection training

实验员联系厂家调试仪器并进行培训。

✓试剂盒检测 Kit detection with sample panel 

实验室人员（2人一组）依照试剂盒说明书进行检测，出具检测原始记录表。

✓ 监督员核对记录、签字、封存 Monitors reviewed the results



6、数据分析和汇总 Data analysis and summary

✓ 样品揭盲 Revealing the blind samples, calculating sensitivity, 

specificity, repeatability, considering time-cost , manipulation etc.

数据处理、灵敏度、特异性、并考虑时间、操作简便性计算

✓ 专家盲评 The blinded results were reviewed by expert group, with 

the same criteria

专家组根据盲评报告中的实验室测试结果进行评审，确定各类快检试

剂的评价标准，并依据统一的评价标准，确定专家组推荐试剂名单

✓ 现场公布

Revealing the blinded products, results summarized and published

监督员现场公布各个盲评报告编号所对应的试剂盒



7、结果报送和公布 Result announcement

• 公布评价结果 Publishing results

2nd round  34 (in use)

realtime-PCR ：28

LAMP&RPA：6

1st round 11 (expired at 2019.6.30)

realtime-PCR ：8

LAMP：1

Stripe：2



Timeline: 1st round  evaluation

18.11.26 

Planning

18.11.27 

Expert group, proposal

18.11.28 

Product recruitment

18.12.8 

Primary review

18.12.10 

Blind sample preparation

18.12.11-20 

Laboratory test & Data summary 

19.1.4 

Result publish

Duration: 2 months



Timeline: 2nd round  evaluation

19.3.13

Planning

19.3.29 

Expert group, proposal

19.4.3 

Product recruitment

19.4.26 

Primary review

19.5.8 

Blind sample preparation

19.5.8~24 

Laboratory test & Data summary 

19.6.11 

Result publish

Duration: 3 months



The application of rapid detection kit

Announcement No. 119, MARA（2019.1.2）

Slaughterhouse

Routine ASFV 
PCR&ELISA

Negative: Sales and 
production

Positive: Clear 
&disinfection, 48 h

No detection: 
stopped for 15 

days

Providing diagnostic technical support for ASF prevention and control




