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Executive Summary 

This report describes the outcome of a follow-up initial on-site equivalence verification audit of 
Siluriformes fish and fish products conducted by the United States Department of Agriculture 
(USDA) Food Safety and Inspection Service (FSIS) from November 26 through December 13, 
2018 in the People’s Republic of China (PRC). The previous FSIS initial on-site audit was 
conducted from May 28 through June 4, 2018.  During the initial audit, FSIS was only able to 
observe the actual production process in two out of the seven audited establishments due to the 
seasonal production of fish of the order Siluriformes.  The purpose of the current follow-up audit 
was to observe the actual production process in all seven establishments and two pre-harvest 
sites for the audit; to verify the proper implementation of the proffered corrective actions in 
response to previous audit findings; and to verify whether the PRC’s food safety inspection 
system governing Siluriformes fish and fish products maintains a level of public health 
protection equivalent to the level achieved by FSIS in the United States, with the ability to export 
products that are safe, wholesome, unadulterated, and correctly labeled and packaged.  

The FSIS auditors visited seven out of ten establishments certified by the PRC to export 
Siluriformes fish and fish products to the United States. During this audit, all seven certified 
establishments were processing Siluriformes fish and performing other related operations as per 
the self-reporting tool (SRT) responses submitted by the PRC.  The FSIS auditors were able to 
observe the production of Siluriformes fish and the implementation of corrective actions to the 
deficiencies noted during the initial on-site audit.  The PRC currently only exports raw intact 
Siluriformes fish and fish products to the United States. 

The audit focused on six system equivalence components: (1) Government Oversight (e.g., 
Organization and Administration); (2) Government Statutory Authority and Food Safety and 
Other Consumer Protection Regulations (e.g., Inspection System Operation, and Product 
Standards and Labeling); (3) Government Sanitation; (4) Government Hazard Analysis and 
Critical Control Points (HACCP) System; (5) Government Chemical Residue Testing Programs; 
and (6) Government Microbiological Testing Programs.   

An analysis of the findings within each equivalence component did not identify any deficiencies 
that represented an immediate threat to public health.  However, the FSIS auditors identified 
several isolated Sanitation and HACCP findings that are noted in the individual establishment 
checklist provided in Appendix A of this report.  During the audit exit meeting, the Central 
Competent Authority (CCA) committed to addressing the preliminary audit findings as 
presented.  FSIS will evaluate the adequacy of the CCA’s proposed corrective actions and base 
future equivalence verification activities on those and any other information provided. 
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I. INTRODUCTION 
 
The Food Safety and Inspection Service (FSIS) of the United States Department of Agriculture 
(USDA) conducted an on-site audit of the People’s Republic of China’s (PRC) food safety 
inspection system governing fish and fish products of the order Siluriformes from November 26 
through December 13, 2018.  The audit began with an entrance meeting held on November 26, 
2018, in Beijing, PRC, during which the FSIS auditors discussed the audit objective, scope, and 
methodology with representatives from the Central Competent Authority (CCA) – The General 
Administration of Customs of the PRC (GACC) and the USDA’s Foreign Agriculture Service 
(FAS).  Representatives from the GACC accompanied the FSIS auditors throughout the entire 
audit. 
  

II. AUDIT OBJECTIVE, SCOPE, AND METHODOLOGY 
 
This was a follow-up audit to an initial on-site equivalence verification audit conducted earlier in 
the year.  The audit objective was to verify whether the PRC’s food safety inspection system 
governing fish of the order Siluriformes provides a level of public health protection equivalent to 
the level achieved by the FSIS in the United States, with the ability to export products that are 
safe, wholesome, unadulterated, and correctly labeled and packaged.  The PRC has certified 
establishments that are eligible to export Siluriformes fish and fish products to the United States 
by HACCP process categories: raw non-intact and raw intact products.    
 
FSIS applied a risk-based procedure that included an analysis of the PRC’s performance within 
six equivalence components, product types and volumes, point-of-entry (POE) reinspection and 
testing results, specific oversight activities of government offices, and testing capacities of 
laboratories.  The review process included an analysis of data collected by FSIS from March 1, 
2016 to August 31, 2018, in addition to information obtained directly from the GACC through 
the self-reporting tool (SRT) responses and supporting documentation. 
 
The FSIS auditors were accompanied throughout the audit by representatives from the GACC.  
Determinations concerning program effectiveness focused on performance within the following 
six components upon which system equivalence is based: (1) Government Oversight (e.g., 
Organization and Administration); (2) Government Statutory Authority and Food Safety and 
Other Consumer Protection Regulations (e.g., Inspection System Operation and Product 
Standards, and Labeling); (3) Government Sanitation; (4) Government Hazard Analysis and 
Critical Control Points (HACCP) System; (5) Government Chemical Residue Testing Programs; 
and (6) Government Microbiological Testing Programs.  The evaluation of all six equivalence 
components included a review and analysis of the PRC’s SRT responses and supporting 
documentation.  The FSIS on-site audit included record reviews, interviews, and observations 
made by the FSIS auditors. 
 
The FSIS auditors reviewed administrative functions at the GACC headquarters, four district 
Custom Administration (CA) offices, seven local inspection offices located at the audited 
establishments, and two pre-harvesting farms.  The FSIS auditors evaluated the implementation 
of control systems to verify whether the national system of inspection, verification, and 
enforcement is being implemented as documented. 
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The FSIS auditors visited seven establishments out of the 10 slaughter and raw processing 
establishments currently certified as eligible by the GACC to export Siluriformes fish and fish 
products to the United States.  The FSIS auditors visited two pre-harvesting operations that 
provide live fish to two of the audited establishments.  During the establishment and farm visits, 
the FSIS auditors paid particular attention to the extent to which industry and government 
interact to control hazards and prevent noncompliances that threaten food safety.  The FSIS 
auditors focused on the GACC’s ability to provide oversight through supervisory reviews 
conducted in accordance with the FSIS equivalence requirements for foreign inspection systems 
outlined in Title 9 of the United States Code of Federal Regulations (9 CFR) §557.2.   
  
Additionally, the FSIS auditors visited two government laboratories that conduct chemical 
residue analyses as part of the national chemical residue control plan to verify that they can 
provide adequate technical support to the inspection system and to ensure compliance with the 
GACC’s requirements.   
 

Competent Authority Visits # Locations 
Competent Authority Central 1 • GACC Headquarters Office, Beijing 

District 
Offices 

4 

• Zhaoqing Custom Office of Guangzhou Custom 
District, Zhaoqing 

• Yuncheng Custom Office of Nanjing Custom 
District, Yuncheng 

• Beihai Custom Office of Nanning Custom 
District, Beihai  

• Xiantao Custom Office of Wuhan Custom 
District, Xiantao  

Chemical Residue Laboratories 2 • The Nanjing Customs Laboratory, Nanjing. 
• The Zhaoqing Customs Laboratory, Zhaoqing.  

Siluriformes Fish Slaughter and 
Raw Processing Establishments  7 

• Est. No. 3200/02512, Jiangsu Haitian Sea-
Beach Aquatic Foods Co., Ltd., Yancheng. 

• Est. No. 3400/02027, Anhui Fuhuang Sungem 
Foodstuff Group Co., Ltd., Chaohu City. 

• Est. No. 4400/02223, Zhenye Aquatic 
(Huilong) Co., Ltd., Zhaoqing. 

• Est. No. 4200/02026, Hubei Qianjiang Huashan 
Aquatic Food and Product Co., Ltd., Qianjiang. 

• Est. No. 4200/02041, Changyang Qingjiang 
Pengbo Development Co., Ltd., Yichang City. 

• Est. No. 4200/02020, Deyan Aquatic Products 
and Food Co., Ltd., Honghu City. 

• Est. No. 4500/02050, Gain Ocean Food Co., 
Ltd., Beihai. 
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Pre-Harvest Operations  2 

• Chaohu Sungem Breeding Improvement Farms 
- No. 3411/Y0003, Chaohu City. 

• Moshi Doubaohu Agriculture Development 
Co., - No. 4200/Y0064, Yichang City. 

 
FSIS performed the audit to verify whether the PRC’s food safety inspection system governing 
Siluriformes fish and fish products met requirements equivalent to those under the specific 
provisions of United States’ laws and regulations, specifically: 
• United States Code of Federal Regulations, Title 9, Chapter III, Subchapter F, Part 530.  

Mandatory Inspection of Fish of the Order Siluriformes and Products of Such Fish 
• The Federal Meat Inspection Act (FMIA) (21 United States Code [U.S.C.] 601, et seq. 
 
The audit standards applied during the review of the PRC’s food safety inspection system for 
fish and fish products of the order Siluriformes included all applicable legislation originally 
determined by FSIS as equivalent as part of the initial review process. 

 
III. BACKGROUND 

 
On December 2, 2015, FSIS published the final rule, “Mandatory Inspection of Fish of the Order 
Siluriformes and Products Derived from Such Fish.”  The Final Rule established an 18-month 
transitional period, from March 1, 2016 to August 31, 2017.  FSIS began fully enforcing all 
regulatory requirements on September 1, 2017. 
 
From March 1, 2016 to August 31, 2018, FSIS import inspectors performed 100 percent 
reinspection for labeling and certification on 11,876,445 pounds of raw Siluriformes fish 
products and 74,052 pounds of thermally processed-commercially sterile Siluriformes fish 
products exported by the PRC to the United States.  FSIS also performed reinspection on 
2,227,732 pounds for additional types of inspection, including testing for chemical residues and 
refused 211,824 pounds of Siluriformes fish from PRC because of POE violative test results.  
Currently, the PRC does not have any certified establishments eligible to export thermally 
processed-commercially sterile Siluriformes fish products to the United States.  The PRC 
delisted the only thermally processed-commercially sterile establishment certified as eligible to 
export Siluriformes fish products to the United States on April 1, 2017.  At the time of the audit, 
the PRC presented 10 certified as eligible establishments producing raw Siluriformes fish and 
fish products for export to the United States.  
 
FSIS conducted its initial on-site equivalence audit of the PRC for Siluriformes fish and fish 
products from May 28 through June 4, 2018.  During that audit, the FSIS auditors visited six 
establishments and identified record keeping and operational deficiencies related to HACCP and 
sanitation.  During the current follow-up audit, the FSIS auditors visited a total of seven 
establishments that included visits to four of the same establishments that were previously 
audited during May 28 through June 4, 2018.  FSIS auditors were able to verify that proffered 
corrective actions to all previous audit findings had been adequately implemented and resolved 
in these four establishments. 
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The FSIS final audit report for the PRC's food safety inspection system will be available on the 
FSIS website at: http://www.fsis.usda.gov/wps/portal/fsis/topics/international-affairs/importing-
products/eligible-countries-products-foreign-establishments/foreign-audit-reports 
 

IV. COMPONENT ONE: GOVERNMENT OVERSIGHT (E.G., ORGANIZATION AND 
ADMINISTRATION) 

 
The first of six equivalence components that the FSIS auditors reviewed was Government 
Oversight.  FSIS import regulations require the foreign food safety inspection system to be 
organized by the national government in such a manner as to provide ultimate control and 
supervision over all official inspection activities; ensure the uniform enforcement of requisite 
laws; provide sufficient administrative technical support; and assign competent qualified 
inspection personnel at establishments where products are prepared for export to the United 
States.   
 
The FSIS auditors noted that there have been no major changes in the CCA’s organizational 
structure or inspection procedures governing fish and fish products of the order Siluriformes 
since the FSIS initial equivalence audit conducted in May-June 2018.  Currently, the GACC, an 
independent administrative institution at the ministerial level directly under the State Council, is 
the CCA.  The central headquarters of GACC is located in Beijing.  GACC oversees the 
administrative functions at the national customs, entry-exit commodity inspection, entry-exit 
health quarantine, entry-exit animal and plant quarantine, and safety of imported-exported 
products.    
 
At the central level, the Import and Export Food Safety Bureau, a department of GACC, is in 
charge of managing national control over the safety of import and export of fishery products, 
including fish and fish products of the order Siluriformes intended for export to the United 
States.  At the provincial level, there are 42 Custom Administration (CA) districts throughout the 
PRC.  Currently, there are five district CA offices located in Guangdong, Guangxi, Hubei, 
Anhui, and Jiangsu that oversee the inspection operations at the 10 certified establishments 
eligible for exporting Siluriformes fish and fish products to the United States.  At the local level, 
the Import and Export Food Safety Division of local CA offices are responsible for providing 
inspection coverage at the registered farms and slaughter and raw processing establishments 
certified as eligible to export Siluriformes fish and fish products to the United States.   
 
The FSIS auditors verified through interviews and record reviews that all inspection personnel 
are permanent government employees who are paid by the national government.  The 
government inspectors are required to have a professional degree in veterinary science, aquatic 
products, or food science.  The GACC provides initial and annual ongoing training in relevant 
laws and regulations to new and/or current inspection personnel.  The government inspectors are 
required to pass an exam prior to their assignment and to take additional training specific to FSIS 
requirements for product intended for export to the United States.   
  
The FSIS auditors reviewed the current ongoing training records that included training materials 
for United States specific import requirements such as verification of receiving raw fish, good 
aquaculture practices (GAPs), good manufacturing practices (GMPs), HACCP systems, 

http://www.fsis.usda.gov/wps/portal/fsis/topics/international-affairs/importing-products/eligible-countries-products-foreign-establishments/foreign-audit-reports
http://www.fsis.usda.gov/wps/portal/fsis/topics/international-affairs/importing-products/eligible-countries-products-foreign-establishments/foreign-audit-reports
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sanitation, traceability, labeling, fish products standards, and export certification.  The FSIS 
auditors noted that the GACC has a mechanism in place to conduct at a minimum, an annual 
performance appraisal to assess its inspection personnel’s knowledge, skills, and abilities.  The 
annual assessment includes interviews, reviews of inspection-generated records, and direct 
observation of inspection personnel while conducting their inspection activities. 
 
The GACC disseminates inspection regulations including FSIS import requirements via an 
intranet system known as the Office Administration (OA) notification system to provide 
instructions to district and local levels.  The FSIS auditors observed the application of the OA 
notification system in three of the local CA offices and found no concerns.  
 
The FSIS auditors verified that the GACC’s Department of Enterprise Management and Audit-
based Control has the legal authority and responsibility to certify or delist any establishment that 
has requested to export products to the United States, in accordance with the Administrative 
Provisions for the Records of Export Food Production Establishments.  The GACC may revoke 
an establishment certification when the establishment is not meeting PRC or importing country’s 
requirements.  During the planning phases of the audit, the GACC informed FSIS that the 
number of eligible establishments certified to export fish and fish products of the order 
Siluriformes to the United States had been reduced from 14 to 10 establishments. 
 
The FSIS auditors verified that the GACC has provided instructions to its inspection personnel to 
identify and document any noncompliance findings on the No Compliance Traceability Report 
(NCTR).  The FSIS auditors reviewed in-plant inspection generated NCTRs at all audited 
establishments.  The FSIS auditors verified that inspection personnel had identified and 
documented noncompliance findings in NCTRs in accordance with the GACC’s requirements.  
Inspection personnel closed the NCTRs after verifying the adequacy and effectiveness of the 
establishment’s preventive and corrective actions. The FSIS auditors’ verification of this 
documentation also confirmed the corrective actions the GACC put in place based on findings of 
the FSIS initial equivalence audit for Siluriformes fish and fish products conducted in May-June 
of 2018.  
  
The GACC requires farms that provide raw fish to slaughter and raw processing establishments 
certified as eligible to export fish and fish products of the order Siluriformes to the United States 
to implement a traceability program throughout the process.  At the farm level, FSIS auditors 
noted that the Ministry of Agriculture and Rural Affairs (MARA) is responsible for the national 
aquatic disease prevention, and for the control of all registered farms producing fish for human 
consumption.  In addition to MARA’s farm registration requirements, GACC also requires 
additional registration for farms that provide raw fish to those slaughter and raw processing 
establishments that are certified as eligible to export fish to the United States.  These farms must 
submit their application for approval to export to the corresponding local CA pending, approval 
is granted after verification that they meet the GACC and the importing country's requirements.  
The FSIS auditors visited two registered farms and through observation and record review 
verified that these farms are required to comply with both MARA and GACC requirements.  
These requirements include regulatory requirements for growers regarding the farm’s sanitary 
conditions, sampling and analysis of feeds/feed additives, water, live fish, and necessary actions 
in response to disease outbreaks.       
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The FSIS auditors verified through interviews and record reviews that the local CA inspectors 
conduct at a minimum an annual inspection of farms to verify compliance with the GACC and 
FSIS import requirements.  This annual inspection includes review of the farm’s traceability 
program and production records, as well as hands on inspection verification of the farm’s 
sanitation condition; inventory of chemical and veterinary drugs consumption; and collection of 
water, feed, and fish samples for chemical residue analysis.  The CA inspector delivers the sealed 
samples to the designated government laboratory.  In the event of a positive chemical residue 
result, the provincial CA suspends the export qualification of the registered farm.  At the 
establishment level, the FSIS auditors verified that the establishment’s production process can be 
traced back to the farm through the establishment’s production lot management system.  The 
production lot is defined as one day’s production demonstrating the year, month, date, and farm 
lot number in accordance with the GACC requirements.   
 
The GACC’s Regulatory Requirements for the Export of Siluriformes Fish Products to the 
United States provides a regulatory definition for adulteration and misbranding.  This document 
also provides instructions to the inspection personnel on enforcement actions when they identify 
adulterated or misbranded products.  The in-plant inspection personnel verification begins with 
the receiving of the live fish in the slaughter and raw processing establishments.  The FSIS 
auditors verified that upon arrival of the Siluriformes fish to the establishments, the in-plant 
inspection personnel verify the source of the fish (that the fish originated only from registered 
farms eligible to export to the United States), species, and sanitation of the transport vehicle.  
The GACC informed the FSIS auditors that the establishments certified as eligible to export to 
the United States do not receive Siluriformes fish from any other country and solely utilize their 
own contracted registered farms for product destined for export to the United States.   
 
The in-plant inspection personnel also verify the production process from the receiving of 
Siluriformes fish through the issuance of an export certificate.  This includes verification of 
proper implementation of sanitation, HACCP, sampling, traceability, and labeling requirements.  
The FSIS auditors noted that the audited establishments have a system in place to distinguish 
between the Siluriformes fish products destined for export to the United States and other fish 
products destined for other markets.  This includes complete separation of the production process 
for product intended for export to the United States during receiving, processing, and storage by 
time, space, and a lot management system.  In addition, the establishments are required to apply 
a label that clearly indicates that the product is only for export to the United States.   
 
The FSIS auditors reviewed export certificate packages in the audited establishments.  Such 
packages included documents generated by the establishment’s employees and inspection 
personnel.  The establishment’s documents included such information as the identification of the 
registered farm, species of fish, size of fish, country of destination, pre-shipment review record, 
and microbiological and chemical residue sampling results associated with the production lot for 
the exported Siluriformes fish products.  The inspection personnel’s document review, prior to 
issuance of the export certificate, included verification of each establishment’s sanitation and 
HACCP records, establishment’s microbiological and chemical residue sampling results, as well 
as a review and verification of labeling, and traceability documents.  
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The CNCA, a department under State Administration for Market Regulation, is responsible for 
certification of the technical competency of the GACC’s laboratories by following Laboratory 
Accreditation Guidelines and Laboratory Accreditation Rules that have been developed by 
China’s National Accreditation Service for Conformity (CNAS).  The Laboratory Accreditation 
Rules stipulate procedures and requirements for running the CNAS laboratory accreditation 
system, including accreditation conditions, accreditation processes, application acceptance 
requirements, and review requirements.  Laboratory compliance is assessed using International 
Organization for Standardization/International Electrotechnical Commission (ISO/IEC) 17025, 
ISO/IEC17020, ISO/IEC Guide 17034, and ISO/IEC17043.   
 
The FSIS auditors visited the Nanjing Customs Laboratory, located in Nanjing, Jiangsu, and the 
Zhaoqing Customs Laboratory, located in Zhaoqing, Guangdong.  These are both official 
government laboratories that conduct chemical residue testing as part of the national chemical 
residue control plan to ensure compliance with requirements of the GACC and importing 
countries.  These laboratories are ISO 17025 accredited by CNAS.  The FSIS auditors reviewed 
records and interviewed the laboratories managers to assess the staff’s technical competency, 
training, and knowledge of the analytical methods used to detect chemical residues.  The results 
of the review demonstrate that laboratory personnel are qualified and adequately trained to 
perform analytical methods for the detection of residues of concern. 
 
The FSIS analysis and on-site audit verification activities indicate that the GACC has an 
organizational structure and sufficient administrative support to implement the PRC’s 
Siluriformes fish and fish products inspection system.  The GACC enforces laws and regulations 
governing the production and export of Siluriformes fish and fish products at the establishments 
certified as eligible by the GACC to export to the United States.  
 

V. COMPONENT TWO: GOVERNMENT STATUTORY AUTHORITY AND FOOD 
SAFETY AND OTHER CONSUMER PROTECTION REGULATIONS (E.G., 
INSPECTION SYSTEM OPERATION AND PRODUCT STANDARDS, AND 
LABELING) 

 
The second of six equivalence components that the FSIS auditors reviewed was Government 
Statutory Authority and Food Safety and Other Consumer Protection Regulations.  The system is 
to provide for regulatory controls over condemned materials; complete separation of fish and fish 
products of the order Siluriformes at establishments certified as eligible to export to the United 
States, inspection of production activities at least once per shift, and periodic supervisory visits 
to official establishments. 
 
The GACC requires that a government inspector be present at least once during an 8-hour 
production shift when producing fish and fish products of the order Siluriformes for export to the 
United States.  To provide sufficient staffing to meet FSIS inspection requirements, the GACC 
requires that eligible establishments provide their production schedules at least three days prior 
to the start of their production.  This requirement allows the GACC to provide sufficient 
inspection coverage including a relief inspector, if needed, for each production shift.  The FSIS 
auditors verified the implementation of this requirement through interviews and record review.   
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The FSIS auditors reviewed in-plant inspection generated records to verify the daily 
implementation of inspection verification of the GACC requirements for HACCP, sanitation, 
chemical residue control, condemned material, traceability, labeling, and recall.  The daily 
inspection verification activities cover the entire production shift that includes the receiving of 
Siluriformes fish, processing, storage, packaging, and export of the products to the United States. 
The in-plant inspection personnel document the results of their daily verification procedures on a 
standard form, the Official Inspection Record.    
 
The GACC requires establishments certified as eligible to export to the United States to separate 
and appropriately dispose of condemned and/or inedible fish and fish products of the order 
Siluriformes.  The FSIS auditors verified that audited establishments maintain daily records 
documenting disposal of condemned Siluriformes fish.  During the on-site audit of seven 
slaughter and raw processing establishments, the FSIS auditors observed designated containers 
that were marked for condemned and inedible Siluriformes fish throughout the slaughter and raw 
processing areas.  These establishments have a procedure in place to identify, separate, and 
dispose of dead or abnormal Siluriformes fish at the receiving stations.  The FSIS auditors 
confirmed through interviews and record review that the in-plant inspection personnel verify 
collection, segregation, storage, and disposal of condemned Siluriformes fish at least once per 
production shift documenting their verification results on the Official Inspection Record.  
 
The GACC requires establishments certified as eligible to export to the United States to maintain 
complete separation of Siluriformes fish products for export from those produced for other 
markets.  The FSIS auditors verified in all audited establishments that the actual separation 
begins at receiving Siluriformes fish in designated transport vehicles from eligible farms.  These 
establishments maintain complete separation throughout the entire process by having clearly 
marked designated processing lines and storage areas.  In addition, the establishments are 
required to produce Siluriformes fish products for export to the United States on specific days in 
coordination with the CA inspection officials.  The FSIS auditors confirmed through interviews 
and record review that in-plant inspection personnel are verifying the proper implementation of 
the establishment’s procedure separating the United States production operations from other 
markets by space and time.   
 
The GACC requires that the district CA inspection personnel conduct periodic supervisory visits.  
The FSIS auditors verified through interviews and record review that these visits are conducted 
annually, at a minimum, by the district Food Safety Division’s inspection personnel.  The 
GACC’s annual supervisory visits evaluate and document in-plant inspection personnel 
knowledge, skills, and abilities for proper implementation of the GACC requirements in regard 
to production and export of Siluriformes fish products to the United States.  The FSIS auditors 
review of documented periodic supervisory visits conducted in 2018 did not identify any public 
health or food safety concerns.  
 
The FSIS analysis and on-site audit verification activities indicate that the GACC’s Siluriformes 
fish product inspection system provides regulatory controls over condemned materials; complete 
separation of fish and fish products at establishments certified as eligible to export to the United 
States, inspection of production activities at least once per production shift, and periodic 
supervisory visits to official establishments. 
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VI. COMPONENT THREE: GOVERNMENT SANITATION 

 
The third of six equivalence components that the FSIS auditors reviewed was Government 
Sanitation.  The inspection system is to require that each official establishment develop, 
implement, and maintain written sanitation standard operating procedures (sanitation SOPs) to 
prevent direct product contamination or insanitary conditions. 
 
The GACC requires that registered farms that provide Siluriformes fish to certified slaughter and 
raw processing establishments that export to the United States maintain sanitary conditions of the 
growing ponds and water source.  Good Aquaculture Practices serve as a guide for sanitary 
practices employed by farms including records documenting the monitoring and sampling of live 
fish for health conditions, monitoring and sampling feed and feed additives, in addition to 
monitoring and sampling the water of the ponds.  The FSIS auditors visited two registered farms 
to review the documentation and observe conditions of the environment.  The FSIS auditors did 
not identify any concerns.   
 
The FSIS auditors noted that the GACC’s sanitation requirements are consistent with FSIS 
regulatory requirements described in 9 CFR Part 416.  The GACC requires each official 
establishment to develop, implement, and maintain written sanitation programs to prevent direct 
product contamination or the creation of insanitary conditions.  The establishment’s sanitary 
procedures must include the required frequency for pre-operational inspection and operational 
inspection, the list of the establishment’s personnel accountable for conducting sanitary 
procedures, and the records to document the results of the sanitation inspection.  The 
establishments are required to take necessary measures to prevent direct product contamination 
or creation of insanitary conditions.  
 
The GACC’s Food Safety Law of People’s Republic of China provides instructions to the 
inspection personnel for verifying that the establishments certified as eligible to export products 
to the United States have adequately implemented prerequisite programs such as GAPs, 
sanitation SOPs, and sanitation performance standards (SPS).  The FSIS auditors verified 
through interviews and record reviews that the inspection personnel conduct and document the 
result of their verification activities in accordance with the GACC’s sanitation requirements.  
 
The FSIS auditors reviewed sanitation plans and records related to the design and 
implementation of sanitation programs at the audited establishments.  The FSIS auditors assessed 
the adequacy of the pre-operational inspection verification by observing the in-plant inspection 
personnel conducting pre-operational sanitation verification in one of the audited establishments.  
The in-plant inspection personnel’s hands-on verification procedures started after the 
establishment had conducted its pre-operational sanitation and determined that the facility was 
ready for the in-plant inspector’s pre-operational sanitation verification inspection.  The in-plant 
inspection personnel conduct pre-operational sanitation verification on a daily basis when the 
establishment is producing Siluriformes fish products for export to the United States.  The FSIS 
auditors noted that the in-plant inspector took regulatory control action, notified the 
establishment personnel, and documented his findings in accordance with GACC requirements. 
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The GACC’s Safety and Sanitation Requirements for Export Food Manufacturers of the 
Announcement on the Release of Safety and Sanitation Requirements and Product Catalog for 
Export Food Manufacturers requires an establishment certified as eligible to export Siluriformes 
fish products to the United States to maintain the facility in good condition in order to prevent 
direct product contamination or creation of insanitary conditions.  However, the FSIS auditors 
identified SPS findings isolated to individual establishments not observed by the GACC 
inspectors that are described in the individual establishment checklist provided in Appendix A of 
this report.  These SPS findings may create insanitary conditions and may cause direct product 
contamination.  The GACC inspectors instructed the establishment’s personnel to take 
immediate corrective actions based on these FSIS auditor observations.   
 
The FSIS analysis and on-site audit verification activities indicate that the GACC requires that 
all certified establishments develop, implement, and maintain sanitation programs to prevent the 
creation of insanitary conditions and direct product contamination.  Isolated sanitation 
performance standards issues that were observed are noted in the individual establishment 
checklist in the back of the report and were corrected immediately by GACC inspectors.  
 

VII. COMPONENT FOUR: GOVERNMENT HAZARD ANALYSIS AND CRITICAL 
CONTROL POINTS (HACCP) SYSTEM 

 
The fourth of six equivalence components that the FSIS auditors reviewed was Government 
HACCP System.  The inspection system is to require that each official establishment develop, 
implement, and maintain a HACCP plan.   
 
The FSIS auditors noted that the GACC’s HACCP requirements are consistent with FSIS 
regulatory requirements cited in 9 CFR Part 417.  The GACC’s Safety and Sanitation 
Requirements for Export Food Manufacturers of the Announcement of the Release of Safety and 
Sanitation Requirements and Product Catalog for Export Food Manufacturers requires that each 
establishment certified as eligible to export Siluriformes fish products to the United States to 
develop, implement, and maintain a HACCP system.   
 
The FSIS auditors verified that the audited establishment’s HACCP plans included a flow 
diagram, hazard analysis, monitoring and verification activities of critical control points, 
corrective actions, and record keeping requirements supporting the implementation of the 
HACCP system.  The FSIS auditors noted that, on an annual basis, the GACC’s inspection 
personnel from Department of Enterprise Management and Audit Based-Control evaluates the 
design and proper implementation of the HACCP system in each of the establishments certified 
as eligible to export Siluriformes fish products to the United States.  The results of these 
evaluations are recorded on the “HACCP Verification Form”.  
 
The FSIS auditors reviewed in-plant inspection personnel HACCP verification records and noted 
that they documented the results of their daily verification tasks in accordance with the GACC’s 
requirements.  The FSIS auditors’ HACCP verification activities also included interviews with 
establishment and inspection personnel and review of the establishments’ HACCP records.  The 
FSIS auditors identified findings isolated to individual establishments HACCP record keeping 
that are noted in the individual establishment checklist provided in Appendix A of this report.  
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There were no products affected by these HACCP findings.  During the exit meeting, the GACC 
committed to address the HACCP findings. 
 
The FSIS analysis and on-site audit verification activities indicate that the GACC requires that 
all certified establishments develop, implement, and maintain a HACCP system in order to 
prevent the production of adulterated or misbranded product.   
 

VIII. COMPONENT FIVE: GOVERNMENT CHEMICAL RESIDUE TESTING 
PROGRAMS 

 
The fifth of six equivalence components that the FSIS auditors reviewed was Government 
Chemical Residue Testing Programs.  The inspection system is to present a chemical residue 
testing program, organized and administered by the national government, which includes random 
sampling of fish for chemical residues such as pesticides, veterinary drug residues, and 
environmental pollutants identified by the GACC or FSIS as potential contaminants. 
 
Prior to the on-site audit, FSIS residue experts thoroughly reviewed the PRC’s National Residue 
Program (NRP) and its sampling plans for 2017 and 2018, associated methods of analysis, and 
additional SRT responses outlining the structure of the PRC’s chemical residue testing program.  
FSIS also reviewed the GACC’s chemical residue related laws including the Food Safety Law of 
China, the Agricultural Product Quality Safety Law, and the Regulations on Veterinary Drug 
Administration that address the limits on pesticides, veterinary drugs, and heavy metals.     
 
The GACC’s laws including the Food Safety Law of China, the Agricultural Product Quality 
Safety Law, and The Regulations on Veterinary Drug Administration demonstrate that the GACC 
has the legal authority and responsibility to regulate, plan, and execute its NRP in order to 
prevent and control the presence of residues of veterinary drugs and other contaminants in 
Siluriformes fish products intended for human consumption.  The GACC has assembled a 
regulatory task force with representatives from MARA to design the annual NRP.  The FSIS 
auditors noted that the GACC is primarily responsible for implementation of the residue 
sampling plans covering production of Siluriformes fish products intended for export markets 
and MARA is responsible for implementation of the residue sampling plans covering the 
domestic market. 
 
The GACC’s Implementation Rules for Import and Export Safety Supervision Sampling and Risk 
Monitoring for Food and Cosmetics provides instructions to inspection personnel assigned in the 
slaughter and raw processing establishments for sample selection, proper handling of samples, 
and secure transportation of samples to the designated government laboratories.   
 
The FSIS auditors noted that the GACC has implemented a test and hold policy intended to keep 
product under government control until test results indicate that there are no violative levels of 
chemical residue in the product.  The FSIS auditors verified that in-plant inspection personnel 
who collect the residue samples of raw fish have received adequate training in accordance 
with the GACC’s NRP sampling protocol.  This protocol includes sampling methodology, 
identification of a production lot, sample size, sampling frequency, traceability, and secure 
delivery of residue samples to designated government residue laboratories.  All collected 
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samples are traceable to their production lot in the establishment and farms.  To ensure that 
residue samples are under government control during the entire process from sampling to receipt 
of testing results, the inspection personnel who collect the samples also seal and deliver them to 
the designated government residue laboratory.  The laboratory reports the results of the 
analytical testing to inspection personnel.  If violative levels of residues are detected, the in-plant 
inspection personnel are required to detain the product and verify the effectiveness of the 
establishment’s corrective actions that include segregation of affected lots and identification of 
the root cause of the violation.  In accordance with the CA requirements, the affected lots with 
violative residue levels are not eligible for export to the United States.     
 
The FSIS analysis and on-site verification activities indicate that the GACC has developed and 
implemented a chemical residue testing program, that includes testing of Siluriformes fish 
products intended for export to the United States that is organized and administered by the 
national government. 
 

IX. COMPONENT SIX: GOVERNMENT MICROBIOLOGICAL TESTING 
PROGRAMS 

 
The sixth and final equivalence component that the FSIS auditors reviewed was Government 
Microbiological Testing Programs.  The system is to implement certain sampling and testing 
programs to ensure that Siluriformes fish and fish products prepared for export to the United 
States are safe and wholesome. 
 
The PRC currently has 10 establishments certified as eligible to export Siluriformes fish products 
to the United States.  These establishments do not produce any low-acid canned or ready-to-eat 
Siluriformes fish products for export to the United States; therefore, government microbiological 
verification testing for Listeria monocytogenes and Salmonella is not required.  FSIS does not 
have any regulatory requirements for microbiological sampling of raw intact Siluriformes fish 
products.  As a result, FSIS concluded that the GACC has developed and implemented a 
microbiological testing program that meets FSIS criteria for this component.      
   

X. CONCLUSIONS AND NEXT STEPS 
 
An exit meeting was held on December 13, 2018, in Beijing, China, with the GACC.  At this 
meeting, the FSIS auditors presented the preliminary findings from the audit.  These findings do 
not represent an immediate threat to public health because most of them involve HACCP 
recordkeeping or SPS requirements.  During the audit exit meeting, the GACC committed to 
address the preliminary audit findings as presented.  FSIS will evaluate the adequacy of the 
GACC’s proposed corrective actions and associated documentation and base future equivalence 
verification activities on the information provided.  
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Appendix A:  Individual Foreign Establishment Audit Checklist 
  



22.  Records documenting: the written HACCP plan, monitoring of the
       critical control points,  dates and times of specific event occurrences. 

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27.  Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8.  Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1.  ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)
                                       Basic Requirements
7.  Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9.  Signed and dated SSOP, by on-site or overall authority.

11.  Maintenance and evaluation of the effectiveness of SSOP's.

12.  Corrective action when the SSOP's have failed to prevent direct 
       product contamination or adulteration.

13.  Daily records document item 10, 11 and 12 above. 

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14.  Developed and implemented a written HACCP plan .

15.  Contents of the HACCP list the food safety hazards,
       critical control points, critical limits, procedures, corrective actions.

16.  Records documenting implementation and monitoring of the
       HACCP plan.

17.  The HACCP plan is signed and dated by the responsible
       establishment individual. 

18.  Monitoring of HACCP plan.

19.  Verification and validation of HACCP plan.

20.  Corrective action  written in HACCP plan.

21.  Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23.  Labeling - Product Standards

24.  Labeling - Net Weights

25.  General Labeling

26.  Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28.  Sample Collection/Analysis

29.  Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36.  Export

38.  Establishment Grounds and Pest Control

39.  Establishment Construction/Maintenance

40.  Light

41.  Ventilation

42.  Plumbing and Sewage

43.  Water Supply

44.  Dressing Rooms/Lavatories

45.  Equipment and Utensils

46.  Sanitary Operations

47.  Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56.  European Community Directives

57.  Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6.  TYPE OF AUDIT

DOCUMENT AUDIT

30.  Corrective Actions

31.  Reassessment

32.  Written Assurance

33.  Scheduled Sample

34.  Species Testing

35.  Residue

37.  Import

48.  Condemned Product Control

49.  Government Staffing

50.  Daily Inspection Coverage

51.  Enforcement

52.  Humane Handling

53.  Animal Identification

54.  Ante Mortem Inspection

59.

55.  Post Mortem Inspection

4400/02223 The People's Republic of China 

OIEA International Audit Branch (IAB) X  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 
 

O 

O 

O 

O 

O 

O  

 

 

O 

O 

O 

O 

O 

X 

 

 

 

 

 

 

 

 

 

 

 

X 

 

 
 

 

 
 

12/03/2018 

 

 

  5. AUDIT STAFF 

Zhenye Aquatic (Huilong) Ltd. 
Zhaoqing City, Guangdong 

Periodic Supervisory Reviews 

I 

□ □ 



FSIS 5000-6 (04/04/2002)            Page 2 of 2 

60.  Observation of the Establishment 

61. NAME OF AUDITOR  62.  AUDITOR SIGNATURE AND DATE    OIEA International Audit Branch (IAB) 

 

05/30/2018 

  61. AUDIT STAFF   62. DATE OF ESTABLISHMENT AUDIT 

  
The FSIS auditors observed the following Sanitation Performance Standards findings. Although no direct product 
contamination was observed, the following may create insanitary conditions and a potential for product 
contamination. 

 
39/51: Rusted areas on the overhead structures (cooling units) above exposed products in the production areas.  
39/51: Small holes in the ceiling and open gaps between ceiling and pipes protruding from overhead structures over 
exposed products in the production areas.  



22.  Records documenting: the written HACCP plan, monitoring of the
       critical control points,  dates and times of specific event occurrences. 

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27.  Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8.  Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1.  ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)
                                       Basic Requirements
7.  Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9.  Signed and dated SSOP, by on-site or overall authority.

11.  Maintenance and evaluation of the effectiveness of SSOP's.

12.  Corrective action when the SSOP's have failed to prevent direct 
       product contamination or adulteration.

13.  Daily records document item 10, 11 and 12 above. 

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14.  Developed and implemented a written HACCP plan .

15.  Contents of the HACCP list the food safety hazards,
       critical control points, critical limits, procedures, corrective actions.

16.  Records documenting implementation and monitoring of the
       HACCP plan.

17.  The HACCP plan is signed and dated by the responsible
       establishment individual. 

18.  Monitoring of HACCP plan.

19.  Verification and validation of HACCP plan.

20.  Corrective action  written in HACCP plan.

21.  Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23.  Labeling - Product Standards

24.  Labeling - Net Weights

25.  General Labeling

26.  Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28.  Sample Collection/Analysis

29.  Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36.  Export

38.  Establishment Grounds and Pest Control

39.  Establishment Construction/Maintenance

40.  Light

41.  Ventilation

42.  Plumbing and Sewage

43.  Water Supply

44.  Dressing Rooms/Lavatories

45.  Equipment and Utensils

46.  Sanitary Operations

47.  Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56.  European Community Directives

57.  Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6.  TYPE OF AUDIT

DOCUMENT AUDIT

30.  Corrective Actions

31.  Reassessment

32.  Written Assurance

33.  Scheduled Sample

34.  Species Testing

35.  Residue

37.  Import

48.  Condemned Product Control

49.  Government Staffing

50.  Daily Inspection Coverage

51.  Enforcement

52.  Humane Handling

53.  Animal Identification

54.  Ante Mortem Inspection

59.

55.  Post Mortem Inspection

3200/02512 The People's Republic of China 

OIEA International Audit Branch (IAB) X  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
X 

 

 

 
 

O 

O 

O 

O 

O 

O  

 

 

O 

O 

O 

O 

O 

X 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 
 

11/30/2018 

 

 

  5. AUDIT STAFF 

Jiangsu Haitian Sea-Beach Aquatic Foods Co,. 
Ltd. 
Yancheng 

Periodic Supervisory Reviews 

I 

□ □ 



FSIS 5000-6 (04/04/2002) Page 2 of 2 

60. Observation of the Establishment

61. NAME OF AUDITOR 62.  AUDITOR SIGNATURE AND DATEOIEA International Audit Branch (IAB) 05/29/2018 

61. AUDIT STAFF 62. DATE OF ESTABLISHMENT AUDIT

22/51: The establishment's HACCP verification records did not document the time or the result of verification 
activities. 



22.  Records documenting: the written HACCP plan, monitoring of the
       critical control points,  dates and times of specific event occurrences. 

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27.  Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8.  Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1.  ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)
                                       Basic Requirements
7.  Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9.  Signed and dated SSOP, by on-site or overall authority.

11.  Maintenance and evaluation of the effectiveness of SSOP's.

12.  Corrective action when the SSOP's have failed to prevent direct 
       product contamination or adulteration.

13.  Daily records document item 10, 11 and 12 above. 

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14.  Developed and implemented a written HACCP plan .

15.  Contents of the HACCP list the food safety hazards,
       critical control points, critical limits, procedures, corrective actions.

16.  Records documenting implementation and monitoring of the
       HACCP plan.

17.  The HACCP plan is signed and dated by the responsible
       establishment individual. 

18.  Monitoring of HACCP plan.

19.  Verification and validation of HACCP plan.

20.  Corrective action  written in HACCP plan.

21.  Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23.  Labeling - Product Standards

24.  Labeling - Net Weights

25.  General Labeling

26.  Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28.  Sample Collection/Analysis

29.  Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36.  Export

38.  Establishment Grounds and Pest Control

39.  Establishment Construction/Maintenance

40.  Light

41.  Ventilation

42.  Plumbing and Sewage

43.  Water Supply

44.  Dressing Rooms/Lavatories

45.  Equipment and Utensils

46.  Sanitary Operations

47.  Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56.  European Community Directives

57.  Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6.  TYPE OF AUDIT

DOCUMENT AUDIT

30.  Corrective Actions

31.  Reassessment

32.  Written Assurance

33.  Scheduled Sample

34.  Species Testing

35.  Residue

37.  Import

48.  Condemned Product Control

49.  Government Staffing

50.  Daily Inspection Coverage

51.  Enforcement

52.  Humane Handling

53.  Animal Identification

54.  Ante Mortem Inspection

59.

55.  Post Mortem Inspection

4200/02026 The People's Republic of China 

OIEA International Audit Branch (IAB) X  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
X 

 

 

 
 

O 

O 

O 

O 

O 

O  

 

 

O 

O 

O 

O 

O 

X 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 
 

12/07/2018 

 

 

  5. AUDIT STAFF 

Hubei Qianjiang Huashan Aquatic Food and 
Product Co., Ltd. 
Qianjiang City, Hubei 

Periodic Supervisory Reviews 

I 

□ □ 



FSIS 5000-6 (04/04/2002) Page 2 of 2 

60. Observation of the Establishment

61. NAME OF AUDITOR 62.  AUDITOR SIGNATURE AND DATEOIEA International Audit Branch (IAB) 06/01/2018 

61. AUDIT STAFF 62. DATE OF ESTABLISHMENT AUDIT

22/51: The establishment's HACCP plan did not include returned product in the flow chart or hazard analysis. 



22.  Records documenting: the written HACCP plan, monitoring of the
       critical control points,  dates and times of specific event occurrences. 

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27.  Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8.  Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1.  ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)
                                       Basic Requirements
7.  Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9.  Signed and dated SSOP, by on-site or overall authority.

11.  Maintenance and evaluation of the effectiveness of SSOP's.

12.  Corrective action when the SSOP's have failed to prevent direct 
       product contamination or adulteration.

13.  Daily records document item 10, 11 and 12 above. 

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14.  Developed and implemented a written HACCP plan .

15.  Contents of the HACCP list the food safety hazards,
       critical control points, critical limits, procedures, corrective actions.

16.  Records documenting implementation and monitoring of the
       HACCP plan.

17.  The HACCP plan is signed and dated by the responsible
       establishment individual. 

18.  Monitoring of HACCP plan.

19.  Verification and validation of HACCP plan.

20.  Corrective action  written in HACCP plan.

21.  Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23.  Labeling - Product Standards

24.  Labeling - Net Weights

25.  General Labeling

26.  Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28.  Sample Collection/Analysis

29.  Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36.  Export

38.  Establishment Grounds and Pest Control

39.  Establishment Construction/Maintenance

40.  Light

41.  Ventilation

42.  Plumbing and Sewage

43.  Water Supply

44.  Dressing Rooms/Lavatories

45.  Equipment and Utensils

46.  Sanitary Operations

47.  Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56.  European Community Directives

57.  Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6.  TYPE OF AUDIT

DOCUMENT AUDIT

30.  Corrective Actions

31.  Reassessment

32.  Written Assurance

33.  Scheduled Sample

34.  Species Testing

35.  Residue

37.  Import

48.  Condemned Product Control

49.  Government Staffing

50.  Daily Inspection Coverage

51.  Enforcement

52.  Humane Handling

53.  Animal Identification

54.  Ante Mortem Inspection

59.

55.  Post Mortem Inspection

4500/02050 The People's Republic of China 

OIEA International Audit Branch (IAB) X  
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O 
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12/05/2018 

 

 

  5. AUDIT STAFF 

Gain Ocean Food Co., Ltd.,  
Beihai City, Guangxi 
 

Periodic Supervisory Reviews 

I 

□ □ 
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60.  Observation of the Establishment 

61. NAME OF AUDITOR  62.  AUDITOR SIGNATURE AND DATE    OIEA International Audit Branch (IAB) 

 

05/29/2018 

  61. AUDIT STAFF   62. DATE OF ESTABLISHMENT AUDIT 

 
 
22/51: The establishment's HACCP monitoring records did not document the time of monitoring activity for each 
entry. 
 
 
 
The FSIS auditors observed the following Sanitation Performance Standards findings. Although no direct product 
contamination was observed, the following may create insanitary conditions and a potential for product 
contamination. 
 
38/51: Deteriorated seal around a shipping door did not provide a tight seal when door was closed (potential vermin 
entrance). 
39/51: The establishment used silicone type material to fill a gap in the internal surfaces of the ice making machine.  
46/51: The interior surfaces of the lids of fish transport water tank were not cleaned adequately in accordance with 
the establishment's sanitary requirement. 
 



22. Records documenting: the written HACCP plan, monitoring of the
critical control points,  dates and times of specific event occurrences.

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27. Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8. Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1. ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)

   Basic Requirements
7. Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9. Signed and dated SSOP, by on-site or overall authority.

11. Maintenance and evaluation of the effectiveness of SSOP's.

12. Corrective action when the SSOP's have failed to prevent direct
product contamination or adulteration.

13. Daily records document item 10, 11 and 12 above.

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14. Developed and implemented a written HACCP plan .

15. Contents of the HACCP list the food safety hazards,
critical control points, critical limits, procedures, corrective actions.

16. Records documenting implementation and monitoring of the
 HACCP plan.

17. The HACCP plan is signed and dated by the responsible
establishment individual.

18. Monitoring of HACCP plan.

19. Verification and validation of HACCP plan.

20. Corrective action  written in HACCP plan.

21. Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23. Labeling - Product Standards

24. Labeling - Net Weights

25. General Labeling

26. Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28. Sample Collection/Analysis

29. Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36. Export

38. Establishment Grounds and Pest Control

39. Establishment Construction/Maintenance

40. Light

41. Ventilation

42. Plumbing and Sewage

43. Water Supply

44. Dressing Rooms/Lavatories

45. Equipment and Utensils

46. Sanitary Operations

47. Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56. European Community Directives

57. Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6. TYPE OF AUDIT

DOCUMENT AUDIT

30. Corrective Actions

31. Reassessment

32. Written Assurance

33. Scheduled Sample

34. Species Testing

35. Residue

37. Import

48. Condemned Product Control

49. Government Staffing

50. Daily Inspection Coverage

51. Enforcement

52. Humane Handling

53. Animal Identification

54. Ante Mortem Inspection

59.

55. Post Mortem Inspection

4200/02020 The People's Republic of China

OIEA International Audit Branch (IAB) X 

X 

O 

O 

O 

O 

O 

O 

O 

O 

O 

O 

O 

X 

X 

X 

X 

12/07/2018
5. AUDIT STAFF 

Deyan Aquatic Products and Food Co., Ltd.
Honghu, Hubei

Periodic Supervisory Reviews 

I 

□ □ 



FSIS 5000-6 (04/04/2002)            Page 2 of 2 

60.  Observation of the Establishment 

61. NAME OF AUDITOR  62.  AUDITOR SIGNATURE AND DATE    OIEA International Audit Branch (IAB) 

 

06/01/2018 

  61. AUDIT STAFF   62. DATE OF ESTABLISHMENT AUDIT 

 
22/51: The establishment's HACCP plan did not include returned product in the flow chart or hazard analysis. 
 
 
 
The FSIS auditors observed the following Sanitation Performance Standards findings. Although no direct product 
contamination was observed, the following may create insanitary conditions and a potential for product 
contamination. 
 
39/51: Small holes in the ceiling and walls, exposed insulation, and open gaps between ceiling and pipes 
protruding from overhead structures over exposed products in the production areas.  
45/51: Rusted areas in the interior surfaces of the ice making machine.  
46/51: During the pre-operational sanitation inspection verification, residue buildups from the previous days' 
operation were observed on the food contact surfaces of several cutting boards in the production area.  

 
 



22. Records documenting: the written HACCP plan, monitoring of the
critical control points,  dates and times of specific event occurrences.

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27. Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8. Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1. ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)

   Basic Requirements
7. Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9. Signed and dated SSOP, by on-site or overall authority.

11. Maintenance and evaluation of the effectiveness of SSOP's.

12. Corrective action when the SSOP's have failed to prevent direct
product contamination or adulteration.

13. Daily records document item 10, 11 and 12 above.

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14. Developed and implemented a written HACCP plan .

15. Contents of the HACCP list the food safety hazards,
critical control points, critical limits, procedures, corrective actions.

16. Records documenting implementation and monitoring of the
 HACCP plan.

17. The HACCP plan is signed and dated by the responsible
establishment individual.

18. Monitoring of HACCP plan.

19. Verification and validation of HACCP plan.

20. Corrective action  written in HACCP plan.

21. Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23. Labeling - Product Standards

24. Labeling - Net Weights

25. General Labeling

26. Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28. Sample Collection/Analysis

29. Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36. Export

38. Establishment Grounds and Pest Control

39. Establishment Construction/Maintenance

40. Light

41. Ventilation

42. Plumbing and Sewage

43. Water Supply

44. Dressing Rooms/Lavatories

45. Equipment and Utensils

46. Sanitary Operations

47. Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56. European Community Directives

57. Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6. TYPE OF AUDIT

DOCUMENT AUDIT

30. Corrective Actions

31. Reassessment

32. Written Assurance

33. Scheduled Sample

34. Species Testing

35. Residue

37. Import

48. Condemned Product Control

49. Government Staffing

50. Daily Inspection Coverage

51. Enforcement

52. Humane Handling

53. Animal Identification

54. Ante Mortem Inspection

59.

55. Post Mortem Inspection

4200/02041 The People's Republic of China

OIEA International Audit Branch (IAB) X 

X 

O 

O 

O 

O 

O 

O 

O 

O 

O 

O 

O 

X 

12/10/2018

5. AUDIT STAFF 

Changyang Qingjiang Pengbo Development Co.,
Ltd.
Yichang

Periodic Supervisory Reviews 

I 

□ □ 



FSIS 5000-6 (04/04/2002) Page 2 of 2 

60. Observation of the Establishment

61. NAME OF AUDITOR 62.  AUDITOR SIGNATURE AND DATEOIEA International Audit Branch (IAB) 05/30/2018 

61. AUDIT STAFF 62. DATE OF ESTABLISHMENT AUDIT

22/15: The establishment’s HACCP plan did not include the frequency of direct observation of verification 
procedures. 

22/51: The establishment’s HACCP verification records did not document the type of verification (record review or 
direct observation) activities. 



22. Records documenting: the written HACCP plan, monitoring of the
critical control points,  dates and times of specific event occurrences.

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements

Part D - Continued
Economic Sampling

27. Written Procedures

10.  Implementation of SSOP's, including monitoring of implementation.

8. Records documenting implementation.

United States Department of Agriculture
Food Safety and Inspection Service

Foreign Establishment Audit Checklist
1. ESTABLISHMENT NAME AND LOCATION 2. AUDIT DATE 3. ESTABLISHMENT NO. 4. NAME OF COUNTRY

Place an X in the Audit  Results block to indicate noncompliance w ith requirements.  Use O if  not  applicable.
Part A - Sanitation Standard Operating Procedures (SSOP)

   Basic Requirements
7. Written SSOP

5. NAME OF AUDITOR(S)

Audit 
Results

9. Signed and dated SSOP, by on-site or overall authority.

11. Maintenance and evaluation of the effectiveness of SSOP's.

12. Corrective action when the SSOP's have failed to prevent direct
product contamination or adulteration.

13. Daily records document item 10, 11 and 12 above.

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

Sanitation Standard Operating Procedures (SSOP)
Ongoing Requirements

14. Developed and implemented a written HACCP plan .

15. Contents of the HACCP list the food safety hazards,
critical control points, critical limits, procedures, corrective actions.

16. Records documenting implementation and monitoring of the
 HACCP plan.

17. The HACCP plan is signed and dated by the responsible
establishment individual.

18. Monitoring of HACCP plan.

19. Verification and validation of HACCP plan.

20. Corrective action  written in HACCP plan.

21. Reassessed adequacy of the HACCP plan.

Part C - Economic / Wholesomeness
23. Labeling - Product Standards

24. Labeling - Net Weights

25. General Labeling

26. Fin. Prod. Standards/Boneless (Defects/AQL/Pork Skins/Moisture)

28. Sample Collection/Analysis

29. Records

Audit 
Results

Salmonella Performance Standards -  Basic Requirements

Part E - Other Requirements

36. Export

38. Establishment Grounds and Pest Control

39. Establishment Construction/Maintenance

40. Light

41. Ventilation

42. Plumbing and Sewage

43. Water Supply

44. Dressing Rooms/Lavatories

45. Equipment and Utensils

46. Sanitary Operations

47. Employee Hygiene

Part D - Sampling
Generic E. coli Testing

Part F - Inspection Requirements

Part G - Other Regulatory Oversight Requirements

56. European Community Directives

57. Monthly Review

FSIS- 5000-6 (04/04/2002)

58.

ON-SITE AUDIT

6. TYPE OF AUDIT

DOCUMENT AUDIT

30. Corrective Actions

31. Reassessment

32. Written Assurance

33. Scheduled Sample

34. Species Testing

35. Residue

37. Import

48. Condemned Product Control

49. Government Staffing

50. Daily Inspection Coverage

51. Enforcement

52. Humane Handling

53. Animal Identification

54. Ante Mortem Inspection

59.

55. Post Mortem Inspection

3400/02027 The People's Republic of China

OIEA International Audit Branch (IAB) X 

X 

O 

O 

O 

O 

O 

O 

O 

O 

O 

O 

O 

X 

X 

11/27/2018
5. AUDIT STAFF 

Anhui Fuhuang Sungem Foodstuff Group Co.,
Ltd.
Chaohu City

Periodic Supervisory Reviews 

I 

□ □ 



FSIS 5000-6 (04/04/2002) Page 2 of 2 

60. Observation of the Establishment

61. NAME OF AUDITOR 62.  AUDITOR SIGNATURE AND DATEOIEA International Audit Branch (IAB) 05/29/2018 

61. AUDIT STAFF 62. DATE OF ESTABLISHMENT AUDIT

22/51: The establishment's HACCP verification records did not document the time or the result of verification 
activities. 

The FSIS auditors observed the following Sanitation Performance Standards finding. Although no direct product 
contamination was observed, the following may create insanitary conditions and a potential for product 
contamination. 

39/51: Small holes in the ceiling and exposed insulation around cooling units attached to the ceiling over exposed 
products in the production area.  
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Appendix B:  Foreign Country Response to Draft Final Audit Report 
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Letter from the Bureau of Food from the General 
Administration of Customs of the People’s Republic of China 

Urgent 

Letter from Bureau of Food of the General Administration of Customs 
Regarding the Submission of Comments and Opinions on the Draft of the 

Final Report of Due Diligence by the U.S. regarding China’s Regulatory System 
of Siluriform for Export to the U.S. 

Bureau of Food Safety Inspection Services of the U.S Department of Agriculture: 

We have received the Draft of the Final Report of the Due Diligence by the U.S. of China’s Regulatory 
System of Siluriform for Export to the U.S. that you have submitted on 11 Jun 2019. 

We have carried out a conscientious study of draft of the final report of the due diligence and have 
made corrections to each of the problems raised in the draft of your due diligence report. We 
hereby submit the corrective measures to you (see attachment). We hope that you will continue to 
ensure that China’s regulatory system of siluriform for export to the U.S. has equivalent effect with 
that of your country, so as to ensure successful trade of China’s siluriform exported to the U.S. 

 

Yours sincerely. 

Attachment: Corrective Measures Proposed by China 

 

General Administration of Customs (stamp:  Bureau of Import/Export Food Safety of the General 
Administration of Customs) 

10 Jul 2019 

 

 

 

 

 

 

Internal cc: Department of Enterprise Management, Department of International Cooperation 

External cc: Agricultural Service of the U.S.  Embassy in China 



附件 

中方整改措施 

一 、 肇 庆 市 振 业 水 产 冷 冻 有 限 公 司 ， 备 案 号 ：

4400/02223 （ 1. Zhenye Aquatic (Huilong) Ltd. ，

Establishment No.: 4400/02223） 

（一）车间内产品暴露位置上方的制冷机有锈迹。（1.

Rusted areas on the overhead structures (cooling units) 

above exposed products in the production areas.） 

整改措施：已清除制冷机上的锈迹。 

整改后制冷机照片如下： 



（二）车间内产品暴露位置上方天花板有小洞，天花板

与水管接口之间有缝隙。（2. Small holes in the ceiling and 

open gaps between ceiling and pipes protruding from 

overhead structures over exposed products in the 

production areas.） 

整改措施：已封闭天花板上的小洞和天花板与水管之间

的接口。 

整改后的天花板照片如下： 



 

 

二、江苏海天滩涂水产有限公司，备案号：3200/02512

（2. Jiangsu Haitian Sea-Beach Aquatic Foods Co,.Ltd.， 

Establishment No.: 3200/02512） 

（三）企业的 HACCP 验证记录缺少验证活动的时间或

结 果 。（ 3. The establishment's HACCP verification 

records did not document the time or the result of 

verification activities.） 



整改措施：该企业已修改 HACCP 验证记录的格式，并

在记录中填写验证活动的时间和结果。 

修改后的 HACCP 验证记录如下： 



 

三、湖北省潜江市华山水产食品有限公司，备案号：
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4200/02026（3. Hubei Qianjiang Huashan Aquatic Food 

and Product Co., Ltd.，Establishment No.: 4200/02026） 

（四）企业 HACCP 计划的工艺流程图或危害分析中未

涉及退回产品。（4. The establishment's HACCP plan did 

not include returned product in the flow chart or 

hazard analysis.） 

整改措施：该企业已在 HACCP 计划工艺流程图和危害

分析表中增加了对退回产品的处置。 

修改后的工艺流程图和危害分析表如下： 
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四、广西金海盈食品有限公司，备案号：4500/02050

（ Gain Ocean Food Co., Ltd. ， Establishment No.: 

4500/02050） 

（五）企业的 HACCP 监控记录未记录每次监控活动的

时间。（The establishment's HACCP monitoring records 

did not document the time of monitoring activity for 
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each entry） 

整改措施：该企业已修改 HACCP 监控记录格式，以记

录每次监控活动的时间。 

修改后的 HACCP 监控记录如下： 



 

1il!i~i/i}I/[l~81,:f;T~,0a] GAIN OCEAN FOOD CO. , LTD. 
~%: GO-RE·C-F24 
NO.: GO-RE·C-F24 

it~ftiB ~Jl~~l&ic.~( CCP F.i\) 
/\&,$:/f~i.T: 1/0 

Raw Fish Receiving Record of Siluriformes Fish Products Version/revision:1/ 0 
Exporting to the US 

#ill! 1. ~m,;m~Wrf*-"~* Jt'i~P'!~ 
1. 11-tlibi!U~~!Ri'i!'i!, YD NO mm I. Drug r esidue flKHH the re,qui reeent. qualifi ed test repor t 

Cr i t ica l 2. t/i~1:-tli8'J~'-i'l~IJH'iiiEIJl 
)loni cori ng 

2. 11-tli~.b'iiiEIJl YD NO 
limi t 2. Provi de the qualified supply proof. 

contents 
Qua! i fied suppl y proof 

i~MJ:b'i, Jei&x~.b'liiEIJl!ilt~.b'iiiEIJl::frf*-"~*e<illi!t4 JIUHiii1f! , nj/ltlJi!U I ll1l'tA, W.U~<ll( QC 

Correct ive act ion: rej ect the ra•• material ••i thout suppl y Monit.ori ng frequency: eac h lot of Monitor people: QC of raw 
proof or that do not meet the r equirement. ra•' material material receiving 

lliitHI~ • l.!i!U*if§li!!, ij;lu,;1;,t: , 
Name of fish: Source: Type of transportation: 
BJIII, W.U/lt/x , ~,b'liiEBJl-1'} , 
Date: The raw aatcrial lot: ~~- of supply proof: 

**•M.Uffl!!. 
Spot check of each truck of ru •terial 

~ m 1 2 3 4 s 6 7 8 

ij;lu,$~-1'} 
Plate number 

W.Ul'4n-tfiiJ 
Arriving time 

ij;lu,$,Tll,J(ffiE~ffl~~ii 
Sanitation of truck and water tank 

ij;lu,$ill,/ll\!:(~~il,Tll,J(ill,,Jl l;t 
Che<k of temperature monitoring of 

transport vehicle and temperature 
check 

W.Umf+:!.)E <!HT J. ::f!Hrx) 
Species verification of raw materlal(yes 

tide ✓ , no tick x 
:/Us□l:!i,Tlll:!itrfiJ)E taste after 

cooked and Sensory judgment 
kJ]f( CIT> 

Total welght(l/2 kilogram) 

Rlslili~ 
300g-500g 

t/1\lUlil!! 500g-800g 
Spot 

check of 800g-1250g 

size 
K it!! othets 

'l'J!:J CIT> 
Average(l/2 kilogram} 

W.Ui9..~1( <IT> 
Total weight of available fish(l/2 

kilogram) 

:ff:i9./14mi9.U!: c IT> 
Weigh of dead/deformed fish((l/2 

kilogram) 

l<~.iEl1Ut 
Co1Tect.lve actions 

i,f,)E!'l;JI! 
Evaluation results 

~'il(A/ll't(oJ 
Acceptance person/time 

ll18~ii!'liJI! 
Supervision and ln.sp,ect.lon results 

f(J;f~i!A/ll't(oJ 
Supervisor/time 

L 1l>lf+~)Ef«jg: lM'.!·1l>lf+O'JIJj;lftlli/f, Basi s for speci es determi nat i on: see the standard pictures of each species. 
2, ~i9.1111J.mi9.1i!lir..~cO'Ji9./Rlfl:O'J1!!8'1ld:~;1J,l!.Neil! I@~ I" !iltff fli r ,mld:~, 
Dead/deformed/dyi ng/contami nated f i sh are to be retur ned to the custoacr or treated ••i th offal : 
3, 1ii9.ij;luiJJ<ill~*~$1Jt£ 20 ll!i,;/ll!!H, ¥;1!!:!il:~*~~- ilt&bi!t41Wiiluiii@,Ei9.ll'JF~, 
Temperature of Catfish transport at ion •'ater shou ld be controlled less than 20 degrees Ce l s ius. Moderate loading quant i ty 

i s requ i red to reduce the product ion of dead f i sh during the transportat ion of raw f i sh 

1[~.A. Reviewer.;:, BM Date:, 



（六）出货月台卷闸门封条老化，门无法紧闭密封（可

能 导 致 虫 害 进 入 ）。（ 6. Deteriorated seal around a 

shipping door did not provide a tight seal when door 

was closed (potential vermin entrance). 

整改措施：该企业已在出货月台的卷闸门底部增加

1.2cm 厚的软胶，确保密封。 

整改前后对比的照片如下： 

整改前： 

 

整改后： 



 

（七）企业使用硅胶材料修补制冰冷机内表面缝隙。（7. 

The establishment used silicone type material to fill a 

gap in the internal surfaces of the ice making machine.). 

整改措施：该企业已将制冰机内部的硅胶去除干净。 

整改前后对比的照片如下： 

整改前： 

 



整改后： 

 

（八）运鱼水箱顶盖内表面未按照企业的卫生要求充分

清 洗 。（ 8. The interior surfaces of the lids of fish 

transport water tank were not cleaned adequately in 

accordance with the establishment's sanitary 

requirement.) 

整改措施：该企业采取了以下整改措施：一是清洗运鱼

水箱顶盖内表面；二是与原料运输车签订了运输协议，要求

运输车鱼箱在装车前要彻底清洗干净，不能有青苔等污渍；

三是对原料验收和监管人员培训关于运输车辆的卫生要求



和监控要求。 

运鱼水箱顶盖内表面清洗前后对比的照片如下： 

整改前： 

 

整改后： 

 

与原料运输车签订的运输协议如下： 



t.t:fu~-t)}i,5( 
Siluriformes Fish transport agreement 

q:I1J Party A: J'-gJj~)fijc:?lfii!tJ1,iH!ll0fr'J Gain Ocean Food Co., Ltd. 

t..1J Party B: ~4:i~'i, 
~~t..P~n~&~•-•~n•~~n~•*•~- -~~~~tJ1'i$l, 

After friendly negotiation, party A and party B have reached the following agreement on party A's entrusting 

party B's tra'1sport vehicle to ship the raw materials 

~~~~~•*~n~•m~•*· ~•m*~~~~~~**•*•*· ~*•~~,~ 
*;ff• ~l'.·,'(,'fljk,j;;,fl:»( GB 11607-89 ) a<J~]JJ! , ~Mu;ffi:Q:,~~:ltJjll(f_fi!7}(i/&, i/&/J[~ffi~:(:E 20 J.t ~ ~ (7_/( 

-~~~~~~~~~-~~). ~-ffl~~~*g~~ili □*~~~E~-*~~~~~: 

1. Si1t, rifor'T1es Fish raw material transporter is an oxygen fresh transporter. The water used for 

t P.n:::-ortation must be clean well water or fresh water. Its water quality meets the requirements of 

11Jati.1n2I Fishery Water Quality Standard (GB 11607-89). During t ransportation, water temperature 

rnusr l:,e monitored regularly and controlled below 20 degmes (water temperature should be 

ad just P.d a~d controlled properly according to t ransportation distance). Ice for transport must come 

fro r, 'ce-rraking enterprises that meet the hygienic requirements of food production for export. 

1. Tr 11 ve'iicle transporting the silurifomies fish must be fresh oxygen vehicle, transport water must be clean 

w,•11 ,v,•,ir ,::,r fresh water, the water quality conforms to the national fishery water quality standard "(GB 

11607-89' During transportation, water temperature must be monitored regularly and controlled below 20 

dr,gr'le~ ,,,,ater temperature should be adjusted and control!ed properly according to transportation 

rli3tanc-!'1. ICP. for transport must come from ice-ma~ing enterprises that meet the hygienic requirements of 

food o•oib ction for export. 

d(i -t•.};t~~~*ffl1r; ffi 1¥Jffl:t4ffi, 'fil!! ftffi ~~-~·~•~n{IJ~9t!iJ..&A1H~& ~&a<J 
ill~t·r ~,~ 9', 

2. Tre c,:,~•~ir .;,,s used in the transport vehicles are usually plastic boxes. The reusable containers should 

bo e:is J le c,.,an and equipped with good inlet and drainage device 

~ -~•1ij¾~IAB~Mm~.~R•.~»-. mMR4W~ffi-~~- ~~---· 

~ g-~*~F, ••••ama<JmMm. •~~mmc•-•) ••m9t~~. ~••9t~~A 
-~-~·;.~ . ~~*8~E~ . .&~ffiA~ t OO~Rffi~W~- -~•Afi,&•ffl9t~~Affi~ 
1!.'cJ:.. 1i:'', F--~-,tr,JJi.fil1¥1Rlfri . l,;J,fle:r1~1!1'.mat-f9!-t-m~. 



 

对原料验收和监管人员的培训记录如下： 

3. The transport vehicle and the means of transport shall be kept clean, pollution-free and odor-free, sealed and 

equipped with rain-proof, dust-proof and pest-proof facilities; 

The sanitation requirements are as follows: the plastic containers should be cleaned before loading the fish every 

time, including sanitation inside the fish box, the sanitation outside the fish box, and the dirt and moss on the lid of 

the fish box. After unloading of fish, clean the container as well, so that the next time the use is easy to clean. 

~.~•*•~•A~MM, m•nA~~ffi~tt. ~~•~m&. IB~mm~. - ~*•~ffl~ 
lm3

, -~A:fiFfil!lii 2soo fr : 

4. When transporting Siluriformes Fish, the transporting density should be controlled according to the living habits 

of catfish. Normally, the volume of a water tank is 1 m3
, and the quantity of transported fish should not exceed 

1250kgs. 

E. *~•*~• m*~£Pffi~S$, ~ffl~fflffMSM~£*~~A~~~$: 
5. This transport vehicle is a special aquatic product fresh and fresh transport vehicle, and shall not use any illegal 

drugs to control the death rate of fish. 

6. Transportation personnel should strengthen the protection of catfish, to ensure that is not contaminated 

and adulterated 

7. Check the containers before loading to ensure without breakage and clean, and sterilize it. 

A. ~~~~-A~&$§&.~mH•*~~*•E~--~&~-ii~~n&. - g~~~-* 
-~A-~~~~~~~-*~mmH~~- -~M~~~~~•*· 

8. Party A will appoint personnel to supervise with the vehicle, carry out vehicle sanitaion inspection before 

loading and the supervision of transportation process. Once the vehicle and fish containers are found to be 

not clean, the driver will be asked to clean them immediately, and the vehicle can not be loaded until they are 

cleaned. 

11. ii-ll'iJB WlM~ 1J.--f.! 7 BJ1J i,,1rif. , .,._ .F.! 7 BK • 
.J 

9. Duration of ,;1grretrr,ent: fromu>1cl'. 1~)to )v1f. 1:) , 7 

~~ PartyA: ~~~rf{~ ~ G~ PartyB: f;f-~ rt, 
1~*A Representati◊ s:1 ttt- 1~*A Representatives : r~ ~ 
El}l/l date: )1,J~~-7 EIWl date: ).018 . / ).. 7 



 

五、德炎水产食品股份有限公司，备案号：4200/02020

（ 5. Deyan Aquatic Products and Food Co., Ltd. ， 

Establishment No.: 4200/02020） 

（九）企业 HACCP 计划的工艺流程图或危害分析中未

Jo;'I-Vi1!8l.tl:lltfaJ 
Traininc time 

tt§i)IIM~ 
Training object 

t§till!J... 
Teaches 

t>~i) IIP-J ~ 

1filiil:ifit~1lt.llt1Hrnjj'j 
GAIN OCEAN FOOD CO., LTD. 

~iJllic.~ 
Record of training 

),Of~./.). 7 
t&vil:lfu,~ z,,~it.~il Trainina olace 

~M111. .".1&: :J;(}i)[IJ...!J!J_ 
vb I ~!;h~~ I ~P/' -~ d.i, ,J&ijonnel be 

Ii 2-)11» ., -. '\rained absent 

f1t>11~ 
ip. {\'[. Department ~l. ~rffL 'v.f 

G0/RE- C- F32 

l) /, 

,.J,..., •:r ::,-J,b..,. ~~i.4 i~~~»~w.-]lit-Wii-' .•.. ~·· 
Training content ). u,pt ,l~ tt~~Mui1l~~ 4. , .. ,,p,,) Piltif~;e; 'iJ·MqiJ,-,/~{¥.r-, 

_.;, )!;;~ n. ~ :,· ' ,.,1-i,,,~ I - .,.T_ ·•; 

ft -Vil §l'l<J .. 1~i).&.. ~~r;J_j~~ro 1Jt,$$. flt ~q~ 1tfin:J~l~~Vl¾'. 
Objective for -fL~t ,.£,...,~i;_ l~t'}$P4,,J, ~~-;1,. ~.~,_!~iiog-fy ~~.f,,~ i,,,fj ~+i>, ~~~ 

training , A i':, ,//,, _ l ,J,. l ,. ,lN b •- - 1 \ • _r,, - 1,/1.' -:J/1 >'11 

~~;4o"3.~~f;Z~:W,.i~:¥~:,xi'Ja1'1,~ia~~~Mft~·. -i.,:~Je;#,,-;,.,v,i,._ 
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Workshop director responsiale for the werification and text the required qualification of 

the employee 
••11t raJ Examination time: 7,v/ 3 . t J _g / 
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涉及退回产品。（9. The establishment's HACCP plan did 

not include returned product in the flow chart or 

hazard analysis.） 

整改措施：该企业已在 HACCP 计划工艺流程图和危害

分析表中增加了对退回产品的处置。 

修改后的工艺流程图和危害分析表如下： 



 

'------r-____.1--•~ I :f!!.~, m it, :f!!. p;J./Jl!H\ t:l 

1-----...__----r _ ____.1--•I msrn: 1J 

m,ti., ;,Hf.(£1.tifu:ti:~J!<l x!lli:lit:n<'iii', ~ 'fi.r1 ~11 ilii~* 
ilHJi:, ~~:ltttt1m~f>ffltf ,------ ffi~~~F~~~~~~r' 

...__-i 24 ~r'~;;i<if!:fJr 



 

（十）车间内产品暴露位置上方天花板、墙壁有小洞，

有隔热材料暴露，天花板与水管接口之间有缝隙。（10. Small 

holes in the ceiling and walls, exposed insulation, and 

open gaps between ceiling and pipes protruding from 

. J\t'.!i5H1rii'F-'f'-

0iil~~' ~~*~~~~filfi~0iiJ ~~~~, *~-*~M-*~-*~~~~~Mf!!~ 
fiM¥.filffi1!1:tJ:,.t, ,t(h, <-18'Cl1J.l'J, 5J-l!t, 1111!1 

0i<Jli!!t.il:, ml~t'iir!\l41Jili t/i;\l;l;:lt!: I -It ffillll/ll~.fili1'l\l't:tf, .'i!J'f., t;'t~, ~~:fyJ§"Sl:lll, -trnA c~Mili.1!li:\'t 
~it) 

( I) (2) ( 3 ) (4) ( 5) (6 ) 
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overhead structures over exposed products in the 

production areas.） 

整改措施：已对车间进行了升级改造，封闭天花板和墙

上的小洞、暴露的隔热材料和天花板与水管之间的接口。 

改造后的天花板和墙壁照片如下： 

 



 

 

（十一）制冰机内表面有锈迹。（11. Rusted areas in 



the interior surfaces of the ice making machine.） 

整改措施：已对制冰机进行了除锈处理。 

处理后的制冰机内部照片如下： 

 

（十二）开工前卫生验证时，在车间多个切鱼板的食品

接触面发现粘有先前加工时产生的残渣。（12. During the 

pre-operational sanitation inspection verification, 

residue buildups from the previous days' operation 

were observed on the food contact surfaces of several 

cutting boards in the production area.） 

整改措施：已清洗切鱼板，清除残留物。对员工开展关



于食品接触面卫生操作的培训。 

清洗后的切鱼板照片如下： 

 

对员工的培训记录如下： 



 

1/ hr 
- - ~ --===------ - -

r 

. k'>AhiP;ov x1< ncll 

Name of Co,: De YAN Aquatic Products & Food Co .. Ltd 

Address of Co.: No. I Xindi Avenue, Honghu City, I tubci Province. P.R. China 

#f~ljff'tfuJ 

:it iJII 

Ji:Jt 

f-------4-----~~-j 

tiHII !Ti !,It 

-r~{~ i,~~j-j ~--1$~tr.~rt(t{( 



六、长阳清江鹏搏开发有限公司，备案号：4200/02041

（6. Changyang Qingjiang Pengbo Development Co., 

Ltd.， Establishment  No.: 4200/02041） 

（十三）企业 HACCP 计划中未写明直接观察验证程序

的频率。（13.The establishment’s HACCP plan did not 

include the frequency of direct observation of 

verification procedures.） 

整改措施：该企业已修订 HACCP 计划，增加了直接观

察验证程序的频率。 

修改后的 HACCP 计划如下： 



 

'JI 111:Jt/lflH!!H IIACCP \HIJ 11 HACCP-12-2017 BIO~ 

HACCP "f!·:JtJJ;& 
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;Ill jl'j J!I! Jw.t.{;1¥J w1',H~ifl (J/J i1t ~. 

,\/,tiibl~ittil£ffiW~t1 i't i.:!,k, ,r;#,. I. ~~ :ltffil i'1f:Ef .. J::r--;'1;i:J:tl£WJ 
,rhfl.!i.i {t f.t ·Jlt IX Tf lefl:t. rt. ,\,\ftl;.tfj't,j;~ u:m. t11{Jiii;fl1~11Eii:!,i!:, t.J /JJ - i!K • <llfltl ~,i.~n<.tl"'rl/,. 'fltJttltE 

r'"HHill-1' 1£,\-1,~:\>\!, 2.r,; ;X;flt./'.llt,IJ_#, fill :i:itt w fiJJiE 2 IX~i1Et!H't, ~1'tF'i;I'!:, 1¥J.ti;'\S:it·t /",',/, l£U ilH11!!/iti,!.£~ 

1B ~ffi Jrr-tf ,&rl/, ~ 'lkf,1,i\; 'f' tJ ,]-9,jfl]r t'i- 1' l;J i,.~~ffi t,;<ii.'.,Jt I ' '& 11'1 til ft-A liHHJ' iiW (£ }.le m 1¥1 ifif/i:tiH1 t~Ji.:li'11¥H:!,i'R: 
"H ffl fh f'(,J /fi l!/J w~. <fflv-J.b!Hifl,ffti.flill/J fllf'i~:ij!: i:Yn'.~l<!l/;i:J:fl<~ t:f1 OJJt'fl~if : 2, M 2. M,lY..!P. r-'21i/&,ir :.IJJ~ ~» fY-J li',t!AI 

'2i'Uotl1I l!D~Jtl'P,'.ll:il ii:!,k Jtlt? JJ:i&M'151. i]i:i'j. 



（十四）企业的 HACCP 验证记录中未记录验证活动的

类型（审核记录或直接观察）。（14.The establishment’s 

HACCP verification records did not document the type 

of verification (record review or direct observation) 

activities.） 

整改措施：该企业已修订 HACCP 验证记录格式，以记

录验证活动的类型。 

修订后的 HACCP 验证记录格式如下： 



 

KRIM:iJJ.'1llW:fr:&:-i'fli!i0 nJ }L?il;t,lii-9- PB SC 023 
Name of Co.: Crangyang Qingjiang Pengbo lxvelopncnt Co~ Ltd 
Address of Co.: N0.168 Changyang Avenue • Changyang Tujia A utono m ous C o unty Economy Development Zone .Yic hang. I lubei , C hina 

i:~ f*~lj 1 P .Ha~iC3F: 
metal detect ion CCP control record 

Xiltlv~J.,.\i Tri'~~ 1i;:Glt,,:~! 
Name of CC:P procedure Metal dctec1 

~~lv~-t~ (1.:luftlY-J1&,ll,•l'i'flt. uJ £4:l!IY-J ~ ~i? J.l 
Monuormg Objcc1 not detec1nble metal fragments 

Xllt~(il (1 J,,H'f1£,\7, rf>.£nJ 1:¢3\lf!Jl'!J~MW J: (l,~?!lr.)iJ!llfi m, 11 tt <I> l. 50mm. tt <1>2. 0,1111, +tlitli<I> I. 5mm) 11t,f,lfH!!iA Ix 
Critical limits 1101 detectable metal fragments [No1e: copper<l>I .5mm,ferrous metal<P2.0mm. s1ninless steel <I) 1.5mm) in the finished products] 
:1:t1>rn~m,1: ~ J,ilJ'.t!!III fxi .ii!i i:t ~ ij\f,t'. lll! ix ti: ;JI 

Monitoring equipment/ means Metal detector/ through metal detector 

:l~t,;<~•t 1.,ff4 
Monitoring frequency Each pack 

~1'/'l'l:U:lHiH' Supervision content rim 2 ;x~-l't~m~i•;l!"iG:>R, ::i}:J.4~~• & ~ ,,Hb.&Jl-.!f ll:'it ,fufiHl'fiW1,.;; M,J.t. .-i.i'iilli:t~M~il:1 ~i:/H r~k.1H~t1;!1!!, The metal detection 
and frcqucnC) record, the sensitivily of the metal detection device are checked 2 limes per shifi, and the metal detection of each box of fish products is carried 

out through metal deteclors. 
1.ui-3 ameo f od uct: pr ate o pr( ucuon: 'll"'llfl/JD f >d • ate o pn UCllOO: 

~~.iHl! lllMl~J'l:t/,!-R 
tli;l1tH•t(u) l,1,l1t 1i~J.ktl£/!t l~il'4 hf!.ill/\ii f< ,\I, iift i.:t ~ fi fj( K·t fu1 :;;_ i",liil!liil'!J.l&lu I'll !Iii!: Sli lKlMl!lftll•tfiiJ :Klt'f A Inspection results 

Calibration time Calibrate lhc scositi"it) 
Corrective The t,me of PrnducLS the metal Total The number of Products Co1Tective 

Inspection time Supervis 
measure detector inspect1on through the metal detector measures or 

tHt' ~>R'. quaruit)' 
lnsocclion Record 

.. .. .. .... --- ·-·· "" 



七、安徽富煌三珍食品集团，备案号：3400/02027（7. 

Anhui Fuhuang Sungem Foodstuff Group Co., Ltd， 

Establishment No.: 3400/02027） 

（十五）企业的 HACCP 验证记录缺少验证活动的时间

或结果。（15. The establishment's HACCP verification 

records did not document the time or the result of 

verification activities.） 

整改措施：该企业已修改 HACCP 验证记录的格式，并

在记录中填写验证活动的时间和结果。 

修改后的 HACCP 验证记录如下： 



 

0EJ3t;f$: ~tJ&li'ii-=.f;titifli~ffi1H~0E] Firm Name: Anhui Fuhuang Sungem Foodstuff Group CO., Ltd 

'E1?&1iF~1.&]f 11~J~ic.~ ( CCP3) 
Packaging label inspection monitoring record 

t"=ifti3t;;f-$ Product Name ,,,. ~ ~ .llliJ~®l.$:Moni taring Frequency: 'fff:Jtt ic.~rAio -~NO: SZ/062-13 

18. /.),. { f 

E!Wl: yr8. ,:;. . fJ- . 



（十六）车间内产品暴露位置上方天花板有小洞，天花

板上加挂的制冷机周边有暴露的隔热材料。（16. Small 

holes in the ceiling and exposed insulation around 

cooling units attached to the ceiling over exposed 

products in the production area.） 

整改措施：已封闭天花板上的小洞，清除制冷机周围暴

露的隔热材料。 

改造前后的天花板和制冷机照片如下：  

整改前： 

  

整改后： 
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