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% i - ~ PROPOSED DRAFT PRINCIPLES FOR ELECTRONIC

CERTIFICATION (N05-2004)
(at Steps 5/8 of the Elaboration Procedure)

Objective

1. This document elaborates Section 5 of the document “Gusdel/ines for Generic
Official Certificate Formats and the Production and Issuance of Certificates
(CAC/GL 38 — 2001) in relation to the principles for production, transfer and
acceptance of electronic certificates. These principles are intended to
provide guidance for competent authorities where export certification is
exchanged electronically.

Definitions
2. See “Guidelines for Generic Official Certificate Formats and the Production
and Issuance of Certificates (CAC/GL 38 — 2001).

Principles for Electronic Certification

3. Where export certification is exchanged electronically between the
competent authorities of the exporting and importing countries the system
should:

Comply with the principles of the Codex Guidelines for Generic Official
Certificate Formats and the Production and [ssuance of Certificates (CAC/GL 38
- 2001);

Consider data elements and message structure such as those set/ratified by
the United Nations Centre of Trade Facilitation and Electronic Commerce for
electronic certification exchanged between government border authorities
(refer ISO/UNTDED:1). The importing and exporting countries will need to agree
on the data elements to be exchanged and on the standardized conversion fields
that allow each country to send and receive data according to i1ts preferred
standard;

Assure integrity of the certification system during the exchange of
electronic data to protect against fraud, infection from viruses and other
malicious software and maintain system integrity. Examples of such security
measures which may be considered include:

-digital authentication certificates;

-encryption;

-controlled and audited access;

- firewalls;

-any other specifically developed security measures.

Include a mechanism to control and protect system access against
unauthorised entry. This will require the competent authorities of both the
exporting and importing countries to agree on access rights, including
officials authorised to access the system;

Take into account the limitations of infrastructure and capabilities of
developing countries;

Include a contingency plan to ensure disruption to trade i1s minimal in the
event of system failure.
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i+ = ~ PROPOSED DRAFT PRINCIPLES AND GUIDELINES FOR RISK-

BASED INSPECTION OF IMPORTED FOODS (N06-2004)
(at Step 3 of the Elaboration Procedure)

INTRODUCTION

1. The food safety risk presented by an imported food is dependent upon a
number of factors, including the nature of the food, the presence and
concentration of a hazard, and the handling conditions to which the

product 1s subjected. While these guidelines generally reference the “product”,
that 1s, the imported food, it 1s important to note that the reference to the
product includes the hazard(s) associated with the product.

2. As trade in food grows, as more countries engage in producing food for the
world market, as the variety of food products increases, and as concerns with
ensuring the safety of food increases, regulatory agencies face new challenges
in developing an appropriate system to ensure compliance of imported foods
with importing countries health and food safety requirements

3. As part of a programme to assure that imported foods meet their public
health and food safety requirements, an importing country may develop a
programme to inspect products when they enter the country.

4. To increase the effectiveness of an imported food programme, the
implementation of a risk-based design ensures that a greater attention 1S given
to products that present a higher level of risk to human health.

5. This document establishes principles and guidelines for developing a risk-
based programme for carrying out border/point of control inspections of
imported food products.

SCOPE

6. This document should be read in conjunction with the Codex Guidelines for
Food Import Control Systems (CAC/GL 47-2003). It should also be read in
conjunction with Codex Principles for Food Import and Export Inspection and
Certification (CAC/GL 20-1995); Codex Guidelines for the Design, Assessment
and Accreditation of Food Import and Export Inspection and Certification
Systems (CAC/GL 26-1997);

Codex Guidelines for the Development of FEquivalence Agreements Regarding Food
Import and Export Inspection and Certification Systems (CAC/GL 34-1999); Codex
Guidelines for Generic Official Certificate Formats and the Production and
[ssuance of Certificates (CAC/GL 38-2001); Codex Guidelines for the

Exchange of Information Between Countries on Rejection of Imported Food
(CAC/GL 25-1997); and, Codex Principles and Guidelines for the Exchange of
Information in Food Safety Emergency Situations (CAC/GL 19-1995, Rev.1-2004).
7. These principles and guidelines apply to all imported food (including food
ingredients).

8. The subject of these principles and guidelines 1s food safety.

OBJECTIVE

9. These principles and guidelines are intended to provide competent
authorities with information to assist them with the design and implementation
of inspection programmes for imported food, based on the risk to human health
presented by the product.

10. Risk-based programmes help countries to focus resources on those products
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presenting the greatest potential public health risk to consumers. A risk-
based approach can support the recognition that information can be provided or
gathered in a variety of ways to assist in placing foods [into different risk
categories] with intensitys of inspection which 1s proportionate to this risk.
11. Various forms of assurance of compliance can be utilised (e.g.
certification, systems audits, equivalence determinations) to allow for
further refinement to the level of risk and hence, the intensity of the
inspection.

PRINCIPLES
12. The following principles apply to the risk-based inspection of imported
food:

Requirements for the inspection of imported foods should be developed using
a risk analysis approach;

[The risk category of the] imported food should be based on the assessed
risk to human health the food presents or is likely to present based on
available scientific information in relation to the
consumption of the food;

The intensity of inspection of a specific imported food should be
[correlated with the risk category] attributed to 1t and take into account,
where available and when appropriate, the compliance history
of: the exporting country; producer and manufacturer; the food control system
in the exporting country; and, those involved with the exporting or importing
of the product;

Sampling plans can be [modulated by risk categorisation] and should, as far
as possible, be based on Codex standards, guidelines and recommendations where
they exist. In the absence of Codex sampling plans, reference should be made
to internationally accepted or scientifically based sampling plans;

The inspection system and related requirements should be applied
consistently to all exporting countries;and border/point of control inspection
of imported food should not result in unjustified barriers to trade or any
unnecessary delays;

Requirements used to determine the compliance of food products in a
border/point of control inspection programme should be no more stringent than
the requirements imposed on the same or similar products in the domestic
market;

Information about the sampling plans and [the risk categories attributed to
imported food], requirements used to determine the compliance of food products
and other information about the clearance procedures should be transparent,
easily accessible and up to date.

DESIGNING A RISK-BASED PROGRAMME

13. Requirements for the inspection of imported food, should be developed and
mmplemented using a risk analysis approach.

14. Border/point of control checks should be applied to particular products in
proportion to the risk to human health associated with the food , including
consideration of the type of production and/or the processing method used. The
intensity of inspection may be adjusted according to demonstrated compliance
to food safety requirements.

15. The competent authority should use an evidence based approach to design a
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risk based programme which ensures that border/point of control checks for
specific products are proportionate to the risk to human health. This should
take into account:

The scientifically demonstrated ability of the food product to present a
public health risk4;s Intensity includes the frequency of inspection, the sampling
plan and the nature of the inspection (e.g., visual examination, sampled and tested).
4Risk assessments, foodborne illness outbreak and epidemiological findings/history,
contaminant and/or residue information can be key components of this information.

The compliance history of the food product type generally, irrespective of
the source of the food;

The compliance history of the food with respect to the source of the food
including, where available, the compliance history with respect to:

- the exporting country or region/area within an exporting country;
- the producer and manufacturer;

- the exporter;

- the shipper;

- the 1mmporter; and

- the third party inspection bodies

The adequacy of processing controls in place in the exporting country as
evidenced by the country’s laws, regulations, and other policies; 1ts
infrastructure; and its ability to effectively enforce food safety
requirementss.

16. The competent food safety authority may [establish categories of risk
based on] the above factors and place a given food from a given country,
producer/manufacturer, exporter, shipper, and importer [into a specific
category]. The [risk category and the manner of establishing] 1t should be
fully documented. [These categories] will determine the type and intensity of
inspections at the border/point of control.

17. Countries should periodically review [their risk categorisation]

18. Any certifications made by the competent authorities in the exporting
country regarding the exported products, or the existence of equivalence
determinations and programmes involving the use of memoranda of

understanding and mutual recognition agreements or a programme where the
competent authority assesses the controls their importers implement over their
suppliers, may enable the importing country to alter the intensity of
inspection of the imported food. They can provide information on the systems
and controls in place in the exporting country and can also provide a form of
assurance to the importing country that a particular food product complies
with the food safety requirements of the importing country.

19. Production controls, inspection, sampling, and analysis may be verified or
determined by audits of the foreign country’s inspection controls, where
appropriate, and the information gained from these audits should be used to
[determine the appropriate risk categories for] food products from that
country.

20. When an importing country does not have prior knowledge of a product, that
1s, a compliance history 1s lacking, or cannot readily obtain such information,
an 1mporting country may establish a higher inspection intensity proportionate
to the risk to human health.

21. [Products with a known history of compliance may establish a lower
inspection intensity proportionate to the risk to human health] . Sustained
conformance with the importing country’s requirements— demonstrated by audit
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results and results of border/point of control checks—provides an opportunity
for importing countries to place the product [into a lower risk category] and
to reduce the level of sampling at the border/point of control.

22. Foodborne i1llness outbreaks; epidemiological findings; results of audits
conducted in the exporting country; the detection of non-compliances at the
point of import and detection of pathogens, contaminants and potentially
harmful residues in imported food; the results of border/point of control
checks, may lead an importing country to place a [food product in a higher
risk category] until 1t 1s confirmed that corrective measuress have been
introduced and are being implemented effectively. An importing country may
work with an exporting country to prevent the occurrence of further outbreaks
23. The 1mporting country should, as appropriate, [verify the placement of a
food into a category of risk]. Where the importing country i1s satisfied with
the sustained conformance of the food with its requirements as

demonstrated by audit results and results of border/point of control
inspections the food [should be placed into a lower risk category and thus]
reduced intensity of border/point of control inspection.

DEVELOPING REQUIREMENTS AND PROCEDURES
24. Countries should take into account Codex standards, recommendations, and
guidelines, whenever appropriate, in developing requirements for border/point
of control checks of imported food.
25. In developing requirements for border/point of control checks, importing
countries should make use of available:

internationally accepted scientific risk assessments for the biological,
chemical and physical hazards associated with the type of product.

Scientifically based sampling plans, acceptable for the level of risk to
human health posed by the product.

Appropriate inspection procedures, appropriate sampling techniques and
competent laboratories using validated analytical methods.
26. The intensity and type of inspection performed should be determined by the
potential risk to human health of the shipment, taking into account the
factors noted above. However, further examination (e.g., visual examination
only, product sampling and laboratory testing) can be by random selection of
shipments and of products within the shipment. In general, lot-by-lot
inspection should be reserved for those products that present or have the
potential to present a significant and scientifically supportable public
health risk.
27. The intensity and type of inspection performed should be determined by the
potential risk to human health of the imported food [and the category of risk
the food] has been placed into. A range of procedures can be used for
clearance of imported foods, for example;

Checking the documentation and/or the general condition of the shipment;

Checking documentation plus periodic product sampling (eg 1-20 or 1 —40
shipments) to confirm the accuracy of the documentation;

Visual examination only;

Random product sampling and testing of shipments;

Random product sampling and testing within shipment;

Lot-by-lot inspection, sampling and testing.
28. Increasing the intensity and type of inspection performed should also be
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related to the risk to human health of the imported food [and the category of
risk the food has been placed into]. In general lot-by-lot inspection should
be reserved for those products that present or have the potential to present a
significant and scientifically supportable public health risk.

IMPLEMENTING THE RISK-BASED IMPORT INSPECTION PROGRAMME

29. Countries should implement risk-based border/point of control inspection
that has been designed using the above guidelines.

30. It 1s recognized that multiple government agencies may have
responsibilities at the border/point of control of importing countries. In
these cases, procedures and policies that impact imported food should be
implemented in a coordinated and consistent manner. Personnel should be cross-
trained, when appropriate, and information should be shared among agencies and
importers transparently so that delays are reduced and movement of products is
facilitated.

31. Inspection personnel performing the border/point of control checks need to
be adequately trained in the importing country’s procedures for risk based
inspection of imported foods and in the ability to recognize abnormalities
that present public health risks.

32. Actions of an importing country with respect to failure of an exporting
country to meet the requirements of the importing country should be
proportional to the risk to human health. [Placement of a product into a
higher risk category 1s an appropriate response]. Product detention combined
with enhanced sampling and testing from the establishment involved, or in
certain instances from the country if multiple processing establishments
producing similar types of product are involved, may also be an appropriate
response. Prohibition of an exporting country’s product by an importing country
should be reserved only for those rare situations where a serious public
health threat exists. Procedures should provide for appeal.

33. Requirements and procedures for carrying out border/point of control
checks should be transparent so that exporting countries will have access to
them and to their application. The inspection procedures and procedures for
risk categorisation should be documented in a manner that 1s accessible to
exporting countries and other interested parties, such as through the Internet
or available upon request7.

34. When the results of border/point of control checks indicate failure of a
shipment to meet the requirements of the importing country, the importer
[and/or] the food control authorities of the exporting country should be
promptly notified of the reason for the rejection in order to facilitate
corrective and preventive action. Notification to the exporting country should
be immediate for violations involving potential health risk to consumers.
Countries should refer, as appropriate, to the Codex Guidelines for the
Exchange of Information Between Countries on Rejection of Imported Food
(CAC/GL 25-1997) or to the Codex Principles and Guidelines for the Exchange of
Information in Food Safety Emergency Situations (CAC/GL 19-1995, Rev 1-2004) .
7
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PROJECT DOCUMENT

CCFICS PROPOSAL FOR NEW WORK ON PRINCIPLES FOR THE
APPLICATION OF TRACEABILITY/PRODUCT TRACING IN THE
CONTEXT OF FOOD IMPORT AND EXPORT INSPECTION AND
CERTIFICATION SYSTEMS

PREPARED BY:

13" Session of the Codex Committee on Food Import and Export Inspection and
Certifications Systems

Melbourne, Australia 6-10 December 2004.

PURPOSE AND SCOPE OF THE PROPOSED STANDARD:

The work as proposed will cover the principles for the application of
traceability/product tracing in relation to official food inspection and
certification systems.

ITS RELEVANCE AND TIMELINESS

The proposed work is directly related to CCFICS terms of reference, i.e.:

a) to develop principles and guidelines for food import and export inspection
and certification systems with a view to harmonising methods and procedures
which protect the health of consumers, ensure fair trading practices and
facilitate international trade in foodstuffs;

b) to develop principles and guidelines for the application of measures by the
competent authorities of exporting and importing countries to provide
assurance where necessary that foodstuffs comply with requirements, especially
statutory health requirements.

The 27" Session of the Commission adopted the definition of
traceability/product tracing as proposed by the Codex Committee on General
Principles and requested the CCFICS to present a proposal for new work on
principles for the application of traceability/product tracing as a matter of
prioritye.

THE MAIN ASPECTS TO BE COVERED

Principles relating to traceability / product tracing within food inspection
and certification systems and could take into consideration other work by
international standards setting bodies.

AN ASSESSMENT AGAINST THE CRITERIA FOR THE ESTABLISHMENT OF WORK PRIORITIES.
The proposed work could assist in harmonising national traceability/ product
tracing and minimizing potential impediments to international trade.

The new work proposed is specifically relevant to the Criteria for the
Establishment of New Work criteria (a), (b), and (d) as stated in the Codex
Procedural Manual 13" Edition.

(a) Consumer protection from the point of view of health and fraudulent
practices;

(b) Diversification of national legislations and apparent resultant or
potential impediments to international trade;

(c¢) work already undertaken by other international organizations in this field.
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INFORMATION ON THE RELATION BETWEEN THE PROPOSAL AND OTHER EXISTING

CODEX DOCUMENTS

The previous working group lead by Switzerland provided detailed assessment of
the relationship between existing CCFICS texts and the concept of traceability
/ product tracing. The analysis was presented to CCFICS at the 11w Session of
CCFICS, CX/FICS 02/11/7. That analysis found that the existing CCFICS texts
did not adequately cover the principles for traceability/product tracing.

The new work will take into consideration other work within Codex Committees
and Ad Hoc Intergovernmental Task Forces and current and future regional
seminars or workshops in regard to traceability/product tracing.

The 27" Session of the Codex Alimentarius Commission (July 2004) adopted the
definition of traceability/product tracing, prepared by the Codex Committee on
General Principles. The proposed work shall be consistent with the adopted
definition and the relevant considerations identified during the elaboration
of this definition.

IDENTIFICATION OF ANY REQUIREMENT FOR AND AVAILABILITY OF EXPERT
SCIENTIFIC ADVICE
Nil

IDENTIFICATION OF ANY NEED FOR TECHNICAL INPUT TO THE STANDARD FROM
EXTERNAL BODIES SO THAT THIS CAN BE PLANNED FOR
Nil

THE PROPOSED TIMELINE FOR COMPLETION OF THE NEW WORK, (including the start
date, the proposed date for adoption at Step 5, and the proposed date for
adoption by the Commission; the time frame for developing a standard should
not normally exceed five years.)

In response to the request of the Codex Alimentarius Commission, the new work
should commence following the 2005 Commission meeting. A draft set of
principles elaborated by a working group subject to approval of the new work
could be circulated at Step 3 as early as August 2005.

WORK TO BE LEAD BY:
Australia with Vice-Chairs from Argentina and Norway.
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PROJECT DOCUMENT

CCFICS PROPOSAL FOR NEW WORK ON THE REVISION TO THE
CODEX GUIDELINES FOR GENERIC OFFICIAL CERTIFICATE FORMATS
AND THE PRODUCTION AND ISSUANCE OF CERTIFICATES (CAC/GL 38-
2001)

PREPARED BY:

13" Session of the Codex Committee on Food Import and Export Inspection and
Certification Systems

(Melbourne, Australia, 6-10 December 2004).

PURPOSE AND SCOPE OF THE PROPOSED STANDARD:

To revise the existing Codex Guidelines for Generic Official Certificate
Formats and the Production and [ssuance of Certificates (CAC/GL 38-2001) to
include updating of existing guidance and to expand and/or clarify certain
sections of the Guidelines.

ITS RELEVANCE AND TIMELINESS
CAC/GL 38-2001 1s intended to provide guidance to countries on the issuance of
export certificates to protect consumer health and to ensure fair practices in
food trade. The existing guidance is relatively prescriptive and does not
provide the flexibility needed by countries to meet the various needs of
countries in issuing export certificates. A revision of the Guidelines 1is
desired to provide for more appropriate principles and guidance.
Additionally, the proposed work i1s designed to assist countries in resolving
emerging certification issues, including for example:

the handling of requests for export certification that may be beyond the
jurisdiction of the certifying authorities of some exporting countries;

the handling of export certification requests that may be duplicative or
redundant ;

The need for recommended common attestation language for similar
certification requests in order to simplify and harmonize the system.

THE MAIN ASPECTS TO BE COVERED.

1. Revise the Guidelines to make them more appropriate and flexible.

2. Revise the Guidelines to:

a. Clarify when export certificates should be issued by competent authorities
to assure product safety, and ensure fair trade practices, or when
attestations are more appropriately provided by commercial entities;

b. Cover situations when national legislation does not authorize the specific
attestations requested by importing countries and that a certain level of
flexibility by importing and exporting countries may be necessary to resolve
difficulties associated with these problems;

c. Indicate when certificates could be considered redundant;

d. Clarify the Guidelines regarding the application of an export certificate
to the shipment of multiple lots of the same product providing that
information required by importing countries is still conveyed;

e. Clarify the Guidelines to indicate that requests for proprietary
information should relate directly to the need for official certification and
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that, 1f such information 1s requested, adequate means to protect such
information shall be employed;

f.Recognize that there should be harmonized attestations for similar
certification needs to prevent misunderstanding and mistakes; develop specific
attestation examples for common types of certifications.

The proposed new work to revise the Guidelines recognizes that the CCFICS has
recommended for adoption by the Commission an Annex to the existing Guidelines
encompassing Principles for Electronic Certification. This proposal for new
work should not delay the adoption of these principles. The principles, 1f
adopted by the Commission will be incorporated into the revision to the
Guidelines.

AN ASSESSMENT AGAINST THE CRITERIA FOR THE ESTABLISHMENT OF WORK PRIORITIES
This new work proposal i1s consistent with the following criteria applicable to
general subjects:

a) Consumer protection from the point of view of health and fraudulent
practices.

b) Diversification of national legislations and apparent resultant or
potential impediments to international trade.

RELEVANCE TO CODEX STRATEGIC OBJECTIVES

This new work proposal 1s consistent with:

a) Promoting sound regulatory frameworks.

In this regard, this proposal would provide guidance to governments that
clarifies several points relating to the issuance of export certificates as
noted in (3) above.

INFORMATION ON THE RELATION BETWEEN THE PROPOSAL AND OTHER EXISTING

CODEX DOCUMENTS

This proposal relates to revisions to the Codex Guidel/ines for Generic
Official Certificate Formats and the Production and Issuance of Certificates
(CAC/GL 38-2001).

IDENTIFICATION OF ANY REQUIREMENT FOR AND AVAILABILITY OF EXPERT
SCIENTIFIC ADVICE
None identified

IDENTIFICATION OF ANY NEED FOR TECHNICAL INPUT TO THE STANDARD FROM
EXTERNAL BODIES SO THAT THIS CAN BE PLANNED FOR

None identified.

THE PROPOSED TIMELINE FOR COMPLETION OF THE NEW WORK, (including the start
date, the proposed date for adoption at Step 5, and the proposed date for
adoption by the Commission; the time frame for developing a standard should
not normally exceed five years.)

If agreed to by the Commission at its 28" (2005) Session, an initial revision
of the Codex Guidelines for Generic Official Certificate Formats and the
Production and Issuance of Certificates would be presented to CCFICS at its
14™ (2005) Session for consideration at Step 3. It is expected that the work
can be completed within the five-year timeframe.

WORK TO BE LEAD BY: United States.
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