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Presentation covers

 

• Define essential documentation requirements for audit readiness

• Outline data systems that support regulatory approval processes

• Explain compliance verification frameworks and audit protocols

• Share China's practical implementation as one successful reference 

model

• Discuss adaptation strategies for diverse national contexts



The Audit and Approval Landscape

Types of Audits:

• Internal audits (self-assessment)

• Third-party certification audits

• Government regulatory inspections

• International/WOAH recognition assessments

Approval Pathways:

• National regulatory approval

• WOAH official disease status recognition

• Self-declaration of disease-free status

• Trading partner acceptance

Common Requirements: All require robust, verifiable documentation 



Regulatory Framework Overview 

• Chapter 4.4: Zoning and 
Compartmentalisation

• Chapter 4.5: Application 
of Compartmentalisation

• ASF 
Compartmentalisation 
Guidelines (2021)

WOAH Standards 

(Terrestrial Code)

• Veterinary authority 
oversight

• Legal basis for 
zone/compartment 
establishment

• Enforcement 
mechanisms

National 
Legislation 
Requirements

• Bilateral/multilateral 
recognition

• SPS Agreement 
compliance (WTO)

• Regional harmonization 
(ASEAN context)

International 
Trade 
Agreements



Documentation Systems Architecture 
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Manual
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Core Documentation Requirements

• Legal basis for 
compartment/zone 
establishment

• Veterinary authority 
oversight agreements

• Organizational 
structure and 
responsibilities

Governance and Legal 
Documentation

• Detailed description 
of zone/compartment 
boundaries

• Biosecurity protocols 
and SOPs

• Surveillance plan and 
testing protocols

Technical Documentation

• Daily monitoring logs

• Movement control 
records

• Training and 
competency records

Operational Records

• Audit reports and 
corrective actions

• Third-party 
certifications

• Laboratory 
accreditation 
documents

Compliance Verification



Data Systems Architecture 

Centralized database 
with cloud backup

Mobile applications for 
field data collection 

GPS tracking for 
vehicle movements

RFID/electronic ear 
tags for animal 
identification

System 
Architecture:



Data Requirements for Audit Readiness 

• Complete animal 
identification and 
movement history

• Supply chain 
documentation (feed, 
genetics, equipment)

• Personnel and visitor 
access logs

Traceability Data

• Testing results with 
the laboratory chain 
of custody

• Vaccination records 
with batch numbers

• Mortality and 
morbidity records 
with diagnosis

Health and Surveillance Data

• Access control 
verification logs

• Cleaning and 
disinfection records

• Equipment 
movement and 
sanitization logs

Biosecurity Compliance Data

• Training completion 
records

• Corrective action 
tracking

• Management review 
meeting minutes

Management System Data



Traceability Data

• Complete animal identification and 

movement history

• Supply chain documentation (feed, 

genetics, equipment)

• Personnel and visitor access logs



Health and Surveillance Data

• Testing results with the laboratory chain of 

custody

• Vaccination records with batch numbers

• Mortality and morbidity records with 

diagnosis
项目 

Item

2024 2025年 年
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PRRSV 

Sows

Processing fluid

Blood of weak castrated weaners 

grower

PRV

Boars

Negative gilts in gestation

GDU 120d

Gilts in GDU Over 120d

GDU

Negative gilts in GDU

CSFV

Sows and boars

GDU

Gilts in GDU

PEDV

TGEV

RV

PDCoV

APP

PCV

Mycoplasma

Urine Test 

Boars

Sow

蓝耳

母猪

仔猪处理液

断奶阉公

生长猪

伪狂犬

公猪

妊娠舍阴性后备母猪

后备母猪（ 以上）

（ ）

阴性后备母猪

猪瘟

母猪和公猪

后备母猪

猪流行性腹泻

猪传染性胃肠炎

轮状病毒

德尔塔冠状病毒

猪传染性胸膜肺炎

支原体

尿液检测

公猪

母猪

　

  

圆环

梭菌

Clostridium

巴氏杆菌                                   
Pasteurella

副猪嗜血杆菌

Haemophilus parasuis

链球菌
Streptococcus

大肠杆菌

E.coli



Biosecurity Compliance Data

• Access control verification logs

• Cleaning and disinfection records

• Equipment movement and sanitization logs



Management System Data

• Training completion records

• Corrective action tracking

• Management review meeting minutes



Audit Process and Documentation Flow

Pre-Audit Phase

• Documentation compilation and review

• Gap analysis against standards

• Internal audit completion

Audit Execution 
Phase

• Evidence presentation (documents, records, data)

• On-site verification and interviews

• Real-time data system demonstrations

Post-Audit 
Phase

• Non-conformance documentation

• Corrective action plans and evidence

• Follow-up verification records

Continuous 
Compliance

• Regular document updates

• Version control systems

• Record retention protocols



China ASF Free Compartment Program Overview

Context and Scale:

• Initiated 2019 following the ASF introduction to China (2018)

• 281 certified ASF-free compartments (as of 2025)

• National standard: “Management Technical Specifications for Disease-Free 

Compartments.”

Why China is a Useful Reference:

• Large-scale implementation across diverse production systems

• Rapid development of a standardized evaluation framework

• Integration of digital technologies

• Balance between enterprise responsibility and government oversight



China's 80-Item Evaluation Framework 



China's 80-Item Evaluation Framework 
Category Items Key Focus

Basic Requirements 12 Legal status, geographic boundaries, qualifications

Biosecurity Management 40 Manuals, SOPs, risk assessments, internal audits

Official Oversight 16 Veterinary agency capability, surveillance

Disease Status 12 12-month ASF-free evidence, traceability

42 Regular Items

• General compliance expected

28 Focus Items

• ≤15% "basic compliance" 
allowed

10 Key Items

• Must all pass

• Provincial approval, legal entity, 
biosecurity manual, traceability 
system, veterinary qualifications, 
12-month surveillance



China's 80-Item Evaluation Framework 
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China's 80-Item Evaluation Framework 



China's 80-Item Evaluation Framework 

Written review 
(5 days): 
Completeness 
and scientific 
validity

On-site review 
(5 days): 
Physical 
verification and 
system 
operation

Results: Pass 
(≥80%), 
Conditional 
pass (60-80%), 
Fail (<60%)



Key Innovations from China's Experience

National Digital 
Platform 

(fda.cahec.cn)

• Standardized 
electronic 
application system

• Real-time status 
tracking

• Centralized 
document 
repository

• Automated 
compliance alerts

Three-Level 
Assessment System

• County-level: Initial 
screening

• Provincial-level: 
Comprehensive 
assessment

• National-level: 
Expert panel final 
review

Results Achieved

• 95% first-time 
certification pass 
rate

• 70% reduction in 
audit preparation 
time (compared to 
paper systems)

• Successful inter-
provincial and 
international 
movement permits

Continuous 
Compliance 
Mechanisms

• Annual status 
reports (by 
February 28)

• Triennial 
comprehensive re-
assessment

• Provincial spot-
checks and 
maintenance audits



Lessons from China - What to Adopt vs. Adapt 

Elements Highly Transferable 
to SE Asia

• Structured evaluation 
checklists

• Digital documentation 
systems (can use simpler 
platforms)

• Internal audit requirements

• Clear data retention 
standards

• Multi-stakeholder 
coordination frameworks

Elements Requiring 
Adaptation

• Three-tier assessment may 
need simplification in 
smaller countries

• 80-item detail level may be 
excessive for initial 
programs

• Digital platform investment 
may need phased approach

• Large-scale enterprise focus 
may need adjustment for 
smallholders

Context-Specific 
Considerations

• Resource constraints: Start 
with essential 
documentation, expand 
over time

• Institutional capacity: Match 
assessment complexity to 
available expertise

• Production systems: Adapt 
requirements to local 
farming practices

• Disease status: Adjust 
surveillance intensity based 
on regional risk



Adaptation Framework for Southeast Asia
Foundation (Months 1-6)

•Adopt WOAH standard 
documentation 
categories

•Develop simplified 
evaluation checklist 
(start with 20-30 critical 
items)

•Establish data retention 
policies aligned with 
national regulations

•Pilot with 2-3 volunteer 
enterprises

System Development 
(Months 6-12)

•Expand to full WOAH 
documentation 
requirements

• Implement basic digital 
systems (spreadsheets 
or simple databases)

•Train veterinary and 
enterprise personnel

•Conduct initial 
assessments and refine 
processes

Regional Harmonization 
(Year 2+)

•Standardize 
requirements across 
participating countries

•Develop mutual 
recognition agreements

•Share laboratory and 
audit resources

•Progress toward WOAH 
official recognition

Success Factors:

Start simple, build complexity gradually
Ensure veterinary services capacity before enterprise requirements
Prioritize transparency over perfection
Plan for continuous improvement, not one-time compliance



Summary and Key Takeaways 

Universal Principles (All Countries):

• WOAH standards provide the foundational framework

• A two-phase audit (documentary + on-site) is internationally recognized

• Four documentation categories essential: enterprise, biosecurity, surveillance, 

and traceability

• Data retention: minimum 2 years production, 3 years surveillance

• Digital systems improve efficiency, but are not mandatory



Summary and Key Takeaways 

Implementation Insights (China Example):

• Detailed evaluation checklists improve consistency

• National digital platforms enable efficient management at scale

• Three-level assessment provides quality control

• High pass rate demonstrates feasibility with proper preparation
 



Summary and Key Takeaways 

Adaptation Strategy:

• Use WOAH standards as the foundation

• Learn from China's large-scale experience

• Adapt complexity to local resources and context

• Build regional cooperation for mutual benefit
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