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1. Introduction

11. Foreword

The International Task Force on Harmonization and Equivalence in Organic
Agriculture (ITF), convened by FAO, IFOAM, UNCTAD, serves as an open-ended
platform for dialogue between private and public institutions involved in trade and
regulatory activities in the organic agriculture sector

The overall objective of the ITF is to facilitate trade of organic products as a
response to difficulties faced by organic producers and exporters due to the
hundreds of different organic regulations, standards and labels worldwide. Similar
to varying standards, requirements for organic certification bodies to conduct third
party conformity assessment also vary. This causes difficulties for certification
bodies to recognize and accept organic products certified by another
system/program and finally for organic producers to get organic certified products
accepted in different markets.

The ITF in this document specifies international requirements for organic
certification bodies (IROCB) to facilitate the recognition of certification bodies’
services in the course of international trade. IROCB is intended to represent an
international consensus on good practice in organic conformity assessment
between private and public institutions and hereby facilitates the mutual recognition
of conformity assessment results in the organic sector.

The requirements are considered as a baseline to assess the equivalence of
service performed by another certification body outside a certain organic system. It
is understood as a tool for governments or accreditation/approval bodies to approve
each other’s requirements as equivalent to allow products certified to enter the
system. It could also serve as a tool for certification bodies to recognize service
provided by another certification body and finally it could serve as basis for
developing requirements for accreditation.

Application of these requirements is intended to ensure that certification bodies
operate third party certification of organic operators in a consistent and reliable
manner. If an evaluation reveals that a certification body is performing organic
certification in line with these requirements it should be considered competent to
conduct organic certification, and its service should be considered as equivalent to
services provided under any other organic system.

IROCB is based upon the requirements in ISO/IEC Guide 65: 1996 (E) “General
requirements for bodies operating product certification systems”. However organic
certification has certain features different from certification of products and services
covered by ISO/IEC Guide 65. IROCB includes sector specific requirements; it
includes reformulated and amended ISO paragraphs and additional requirements to
cover issues confronted by a certification body conducting organic certification.
Additional or divergent requirements to ISO/IEC Guide 65 can also be found in
regulatory systems such as NOP, USDA, EU regulation and the IFOAM
accreditation system.
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In general existing regulations must be applied and laws respected. It also must be
noted that certification body’s authority often is restricted under regulatory systems
compared to the requirements outlined in ISO/IEC Guide 65. Certification bodies
are mandated to perform functions on behalf of authorities who reserve the right to
take final decisions or control (e.g. complaints resolutions, withdrawal of
certification, ownership of logo).

The document does not cover organic production standards. Differences in organic
standards shall be observed and taken into account by other measures.
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1.2. Definitions
For the purpose of this document the definitions given in annex 1 (A1) apply.
1.3. Scope

IROCB specify baseline requirements a certification body conducting organic
certification shall meet if it is to be recognized as competent.

1.3.1. Evaluation methods

Evaluation methods shall consist of document review, appraisal of quality
management systems and on-site inspection visits. Sample analyses, testing
should serve as supporting tools to verify information.

Evaluation methods shall be applied systematically according to defined
certification procedures. Procedures shall address initial and ongoing evaluation in
order to assess whether a production process continues to meet the applicable
organic standard.

1.3.2. Chain of custody

The Certification body shall assure that any product used in the course of its own
certification is duly certified (section 2.1.4 applies to address the acceptance of prior
certification)*.

* Explanatory note: e.g. products, raw material used by certified operators that are
certified by another certification body.
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2. General requirements

2.1. Responsibility
2.1.1. Legal structure

The structure of the certification body shall foster confidence in its certifications. In
particular, the certification body shall

2.1.1.1. have documents which demonstrate its a legal entity;

2.1.1.2. have documented the rights and responsibilities and duties relevant to its
certification activities;

2.1.1.3. identify the management (body, group or person) having the overall
responsibility of the functioning of the certification body, including finances.

2.1.2. Certification agreement

The certification body shall have an agreement for the provision of certification
activities to its operator in line with these requirements. In particular the agreement
shall

2.1.2.1.include a description of the rights and duties of applicants and operators
offering certified products, including a commitment to comply with the relevant
provisions of the certification program;

2.1.2.2. specify requirements, restrictions or limitations on the use of the designated
certification logo and on the ways of referring to the certification granted to prevent
misleading use or claims;

2.1.2.3. have provisions to allow the certification body to exchange information with
other certification bodies and authorities (approval bodies, accreditation bodies) to
verify information especially the certification status of certified products as part of its
ongoing evaluation.

2.1.3. Responsibility for certification decisions

The certification body shall keep final responsibility for granting, maintaining,
extending, suspending and withdrawing of certification and shall not delegate such
decisions.

2.1.4. Acceptance of prior certification

Where products in the production chain have been certified by other certification
bodies the certification body may accept prior certification according to defined
procedures.

*. Acceptance maybe granted when equivalent certification procedures have been
applied.

*Explanatory note: There could be varying acceptance situations to be covered by
appropriate acceptance procedures e.g.:
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- acceptance of certificates issued by another certification body under the same
certification program and authority;

- acceptance of certificates issued by another certification body working under a
different certification program and authority;

- certification bodies collaborating based on a defined agreement .

2.2, Personnel resources

The certification body shall employ sufficient personnel competent for performing

certification functions and operating its system. In particular it shall

- have processes to ensure that personnel have knowledge relevant to the scope
of certification issued (farming operations, processing facilities, geographic
areas, group certification);

- employ a sufficient number of personnel relating to the type, range and volume
of work performed including consideration of geographic areas in which it
operates.

The certification body shall maintain up to date records on personnel resourses.

2.2.1. Qualification criteria and documentation

2.2.1.1. The certification body shall define minimum criteria for the competence of
personnel to ensure that evaluation and certification is carried out effectively and
uniformly. Criteria should include minimum education, training, technical knowledge
and work experience relevant to the scope of certification issued.

2.2.1.2. The certification body shall maintain up to date documents describing
duties and responsibilities of assigned personnel.

2.2.2. Continuous training

The certification body shall train personnel involved in certification (inspectors and
other certification personnel including members of technical committees) to ensure
that personnel have and continue to have technical knowledge and experience for
performing functions in organic certification.

In particular the certification body shall
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2.2.2.1. provide training targeted to the specific function personnel is performing
(e.g. inspection: farm inspection, inspection of processing facilities; review of
application; evaluation etc.).

2.2.2.2. review the competence of its personnel in light of their performance in order
to identify training needs.

2.2.2.3. ensure that new personnel have sufficient competence*.

*Explanatory note: e.g. new personnel to complete a training course in conducting
organic inspection and evaluation and/or undergo a defined on-site apprenticeship
period.

2.2.3. Assignment of personnel

The certification body shall require personnel including committee members
involved in the certification process

2.2.3.1. to commit themselves to policies and procedures of the certification body.

2.2.3.2.to declare any prior or present association on their own or on the part of
their employer, with an operator subject to the certification of which they are to be
assigned to perform certification procedures.

2.2.4. Assignment of committees

The certification body shall have formal rules and structures for the appointment
and operation of any committees which are involved in the certification process
reflecting requirements of 2.2.1 and 2.2.2.

2.2.5. [Subcontracting (outsourcing)]

[Request to discuss whether subcontracting of inspection duties should be allowed]
When a certification body decides to subcontract work (outsourcing) related to
certification (e.g. inspection) to an external body or person, an agreement covering
the arrangements, including confidentiality and conflict of interest, shall be drawn
up. The certification body shall

2.2.5.1. take full responsibility for such subcontracted work and maintain its
responsibility for granting, maintaining, renewing, extending, suspending or
withdrawing certification

2.2.5.2. ensure that the subcontracted body or person:

-is competent to perform the subcontracted work;

-is not involved either directly or through the person's employer with the operation,
process or product subject to certification in such a way that impartiality would be
compromised;

-is committed to the policies and procedures as defined by the certification body;
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2.2.5.3. monitor the performance of persons or bodies providing subcontracted
work.

2.3. Impartiality and objectivity
2.3.1. Organizational structure and stakeholder involvement

The certification body shall be impartial; it shall not be financially dependent on
single operations subject to their certification such that impartiality is compromised.
The certification body specifically shall have a documented structure

2.3.1.1. which safeguards impartiality including provisions to ensure the impartiality
of the operations of the certification body;

2.3.1.2. providing for participation of parties concerned in a way that balances
interests and prevents commercial or other interests from unduly influencing
decisions®.

*Explanatory note: a committee representing key interests such as clients, other
industry representatives, representatives of governmental services, or
representatives of non governmental organizations including consumer
organizations advocating the certification body management is deemed to fulfill the
structural requirements.

2.3.2. Management of impartiality

The certification body shall identify, analyze and document the possibilities for
conflict of interests arising from its provisions of certification including any conflicts
arising from its relationships. Rules and procedures shall be established to prevent
or minimize the threat. In particular the certification body shall

2.3.2.1. require personnel to declare existing or prior association with an operation
subject to certification. Where an association threatens impartiality, the certification
body shall exclude the person concerned from work, discussion and decisions in all
stages of the certification process related to the potential conflict of interest.

2.3.2.2. follow defined rules for appointing and operating committees involved in
certification activities. Rules shall ensure that committees are free from any
commercial, financial and other interest that might influence decisions;

2.3.3. Division of functions

The certification body shall not provide any other products or services which could
compromise the confidentiality, objectivity or impartiality of its certification process
and decisions. In case the certification body also performs other activities than
certification it shall apply additional measures to ensure that confidentiality,
objectivity and impartiality of its certifications is not affected by these other
activities. In particular the certification body shall not

2.3.3.1. produce or supply products of the type it certifies;

2.3.3.2. give advice or provide consultancy services to the applicant/operator as to
methods of dealing with matters which are barriers* to the certification requested**
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*Explanatory note: Barriers can be e.g. non-conformities identified in course of the
certification process.

**Explanatory note: Explanations regarding the production method standard are not
considered as advice or consultancy. General information or training may be given
as long as this service is offered to all applicants/operators in a non-discriminatory
manner.

2.3.4. Accessibility

The certification body shall make its services equally accessible to all applicants
whose activities fall within its declared field of operation.

It shall work according to non-discriminatory policies and procedures safeguarding
that no undue financial (e.g. with regard to the fee structure) or other conditions*
are applied.

*Explanatory note: Access shall not be conditional upon e.g. the size of the supplier
or membership of any association or group, or number of certificates already
issued.

2.4. Access to Information
2.4.1. Publicly accessible information

The certification body shall provide access to information in order to gain
confidence in the integrity and credibility of certification.

The certification body shall provide (through publications, electronic media or other
means), updates at regular intervals, and make available on request:

2.4.1.1. the standard to be met by operators in order to gain/maintain certification;

2.4.1.2. information about procedures applied in order to evaluate whether
operators meet the standard applicable;

2.4.1.3. information about procedures to be applied in case certification is
extended;

2.4.1.4. information about procedures and sanctions to be applied in case non-
conformities with standards are detected;

2.4.1.5. the fee structure for its services;

2.4.1.6. a description of the rights and duties of operators, including requirements,
restrictions or limitations on the use of the certification logo and on ways of
referring to the certification granted;

2.4.1.7. information about procedures for handling general complaints, and appeals
against its certification decisions.

2.4.1.8. a list of certified operations and the scope of their certification .
2.4.2. Confidentiality

In order to gain privileged access to information the certification body shall have
adequate arrangements to safeguard confidentiality of the information obtained in
the course of its certification activities at all levels of its organization, including
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committees and external bodies or individuals acting on its behalf. Arrangements
shall

2.4.2.1. protect proprietary information of a client against misuse and unauthorized
disclosure;

2.4.2.2. grant the certification body the right to exchange information with other
certification bodies and/or authorities to verify information.

2.4.3. Reference to certification and use of certification logo (mark)

2.4.3.1. The certification body shall exercise control over ownership, use and
display of licences, certificates and logo it authorizes certified operators to use.

2.4.3.2. The certification body shall be able to request an operator to discontinue
use of certificate and logo.

2.4.3.3. The certification body shall apply suitable actions to deal with incorrect
references to the certification system or misleading use of licences, certificates or
logo by operators and/or third parties..

2.5. Quality Management System (QMS)
2.5.1. General

2.5.1.1. The certification body shall define, document and implement a quality
management system in accordance with the relevant elements of these
requirements to give confidence in its ability to perform organic certification. The
quality management system shall be effective and appropriate for the type, range
and volume of work performed.

2.5.1.2. The management shall ensure that the quality management system is
understood, implemented and maintained at all levels of the organization.

2.5.2. Management system manual

2.5.2.1. The certification body shall address and document all applicable
requirements either in a manual or in associated documents in order to ensure
uniform and consistent application.

2.5.2.2. The certification body shall ensure that the manual and relevant associated
documents are accessible to all relevant personnel

2.5.2.3. Depending on type, range and volume of work performed and considering
number of personnel involved in the process the manual and associated documents
shall refer to:

- an organizational chart showing line of authority, responsibility and allocation of
function;

- adescription of procedures applied by the certification body in course of
performing certification (granting, maintaining, renewing, extending, suspending
and withdrawing of certification);

- procedures for the recruitment selection, training and assignment of
certification body personnel (as outlined under 2.2.);

- policy and procedures dealing with appeals against certification decisions and
other complaints;
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- policy and procedure addressing quality review (e.g. internal audits,
management review)

2.5.3. Control of documents

The certification body shall establish and maintain procedures to control its
documents that relate to its certification functions. In particular the certification body

2.5.3.1. shall, through authorized and competent personnel, review and approve
documents for adequacy prior to their original issue or any subsequent amendment;

2.5.3.2. maintain a list of all appropriate documents with the respective issue
and/or amendment status identified:;

2.5.3.3. control the distribution of all such documents to ensure that the appropriate
documentation is provided to personnel of the certification body or suppliers when
they are required to perform any function relating to the certification body's
activities, and to prevent the unintended use of obsolete documents.

2.5.4. Records system

2.5.4.1. The certification body shall maintain a system of records* to demonstrate
that the certification procedures have been effectively fulfilled, particularly with
respect to application forms, evaluation reports, any re-evaluation activities and
other documents relating to granting, maintaining, renewing, extending, suspending
or withdrawing certification;

2.5.4.2. The records shall be identified, managed and disposed of in such a way as
to ensure the integrity of the process and the confidentiality of the information.

2.5.4.3. Operator records shall be up to date and contain all relevant information,
including inspection reports and certification history.

2.5.4.4. Records shall be kept for [exceptions granted], appeals and subsequent
actions;

2.5.4.5. Records shall be kept for a period of time so that continued confidence may
be demonstrated for at least 5 years or as required by law.

*Explanatory note: Records may be either electronic or paper documents.
2.5.5. Quality review
The certification body shall demonstrate that it seeks and achieves continuous

quality improvement. It shall perform management reviews and internal audits
according to the type, range and volume of certification performed.
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2.5.5.1. In particular it shall periodically review all procedures in a planned and
systematic manner, to verify that the quality system and its procedures are
implemented and effective. Performance reviews conducted periodically1 shall be
part of the review.

2.5.5.2. Review intervals shall be sufficiently short to ensure that the objective of
quality improvement is fulfilled. Records of quality reviews shall be maintained.

2.5.6. Appeals and complaints

The certification body shall have policies and procedures for the resolution of
complaints and appeals received from operators or other parties about the handling
of certification or any other related matters. In particular the certification body shall

2.5.6.1. take appropriate subsequent action to resolve complaints and appeals;

2.5.6.2. keep a record of all appeals and complaints and remedial actions relative
to certification;

2.5.6.3. document the action taken and its effect

"tis industry practice to annually conduct performance reviews of personnel responsible for
evalualuation and inspection and certification.
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3. Process requirements to conduct organic certification

3.1.  Application procedures
3.1.1. Information for operators

The certification body shall provide to operators an up-to-date description of the
procedures to be applied. The certification body shall inform operators about

3.1.1.1. contractual conditions including fees and possible contractual penalties;
3.1.1.2. operator’s rights and duties including the appeals procedures;
3.1.1.3. the applicable standards;

3.1.1.4. the applicable evaluation and inspection procedures applied by the
certification body in the course of certification.

3.1.1.5. documentation to be maintained by the operator to enable verification of
compliance with applicable standards by the certification body.

3.1.2. Application form and operator obligations

The certification body shall require completion of an official application form, signed
by a duly authorized representative of the operator. To enable evaluation and
assignment of qualified personnel, the certification body shall require operators to:

3.1.2.1. agree to comply with the requirements for certification (certification
requirements and procedures and standards applicable)

3.1.2.2. provide information about the scope of the desired certification including a
description as specified by the certification body of the production, products and
area to be certified;

3.1.2.3. provide to both the certification body and responsible authorities the right of
access to all appropriate facilities including non-organic production in the unit or
related units and all relevant documentation and records, including financial
records,

3.1.2.4. provide information about denial of certification by another certification body
3.2. Evaluation

The certification body shall evaluate operators against all certification requirements
specified. The evaluation consists of a review of documents and an on-site
inspection visit.

When the scope of certification is for labeling of conversion to organic, verification
of compliance with these requirements shall take place during the conversion
period.

3.2.1. Review of application and preparation of inspection

3.2.1.1. Prior to the inspection, the certification body shall review the application
documents to ensure that certification can be carried out and application of
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certification procedures is possible. The certification body in particular shall review
whether

- documents submitted by the operator are complete and significant

- the operator appears to be able to comply with all certification requirements
(applicable procedures and standards)

- the scope of the certification sought is within scope of certification services
provided*.

Explanatory note: new scope could also be a new geographical area the
certification body is not yet active.

3.2.1.2. The certification body shall assign qualified personnel to the evaluation in
line with requirements of 2.2. and 2.3 of this document, and provide them with
appropriate work documents.

3.2.1.3. The certification body shall inform inspectors about any non-conformity and
corrective actions issued previously to enable the inspector to verify whether they
have been implemented.

3.2.2. Inspection protocol

The inspection is carried out in order to verify information and compliance with
certification requirements applicable to the operator. It shall follow a set protocol to
facilitate nondiscriminatory and objective inspection.

The inspection protocol shall at least address the following:

3.2.2.1. Assessment of production or processing system by means of visits to
facilities, fields, and storage units (this may include visits to non-organic areas as
well if there is reason for doing so);

3.2.2.2. Review of records and accounts in order to verify flow of goods
(production/sales reconciliation on farms, input/ output reconciliation and trace back
audits in processing and handling facilities)

3.2.2.3. Identification of areas of risks to organic integrity

3.2.2.4. Verification that changes to the standards and to requirements of the
certification body have been effectively implemented.

3.2.2.5. Verification, that corrective actions have been fulfilled.

[Commenter request: include more specific requirements regarding the inspection
protocol such as length (not too long but sufficient time to carry out complete
assessment; exit interview)]

3.2.3. Particular requirements to address high risk situations

The certification body shall apply additional measures to address higher risks*
found in certain situations specific to organic certification.

Explanatory note: High risk situations and measures to deal with can be:
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3.2.3.1. Partial conversion and parallel production: in order to prevent commingling
or contamination of organic products with other products not meeting the standards
the certification body should verify whether documentation regarding production or
processing, storage and sales is well managed and makes clear distinctions
between certified and non-certified products. In case products are not visibly
distinguishable measures during harvest and post harvest handling should be
applied to reduce the risk.

3.2.3.2. Intense production and high dependence of external inputs, short
production cycles: depending on the risk identified the certification body may decide
whether it is appropriate to increase the regular inspection frequency.

3.2.3.3. In case an operator is certified also by other certification bodies within the
same organic scope, the certification body may seek information exchange with
other certification bodies involved to prevent misuse of certificates.

[ITF meeting to discuss whether high risk situations are covered adequately]
3.2.4. [Requirements for group certification systems]

[Requirements for group cettification to be discussed at the ITF meeting:

Please consider the revision of NOSB 2002 recommendation “Criteria for
Certification of Grower Groups” currently under discussion. Changes proposed in
the following paragraph address the most critical concern raised: “It is understood
that an internal control system functions as a proxy for mandatory on-site inspection
of each production unit and therefore is not permitted”.

For clarification language of this section has been amended to address the concern
and to clarify the group certification concept, see also the definition reviewed in the
definition section. The current discussion and the draft of the new guidance
document issued recently shall be observed in order to make sure that the concept
of group certification remains applicable.]

3.2.4.1. If the certification body includes group certification based on an internal
quality management system within its certification scope it shall apply a specific
group certification program.

3.2.4.2. The group certification program shall specify the scope for group
certification and requirements applicable to the group, including those for an
internal quality management system to ensure the conformity of all group members
to the applicable standards.

3.2.4.3. In order to address the particular situation of group certification the
certification body shall apply additional measures to the regular on-site inspection
protocol in order to assess the effective application of the internal quality
management system:

- On site inspection of a sample of group members to assess the effectiveness of
the internal quality management system. Number of group members reviewed
for standard conformity shall be determined according to defined procedures
taking into account the risks identified and the number of group members.

- Witness of personnels’ performance in conducting internal review of the
management system applied by the group.
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- Assessment of whether each group member is subject to internal review in line
with requirements on inspection frequency.

- Assessment of whether non-conformities have been dealt with appropriately by
the internal quality management system

- Assessment of whether inclusion of new group members follows documented
procedures that have been approved by the certification body.

3.2.5.

3.2.6. Reporting

The certification body shall report evaluation findings according to documented
reporting procedures.

3.2.6.1. Inspection reports shall follow a format appropriate to the type of operation
inspected and facilitate a non-discriminatory, objective and comprehensive analysis
of the respective production system.

3.2.6.2. The inspection report shall cover all relevant aspects of the standards,
adequately validate the information provided by the operator and shall include

- A statement of any observations relating to the conformity with the certification
requirements

- date and duration of the inspection, persons interviewed, fields and facilities
visited

- type of documents reviewed

3.2.6.3. The certification body shall promptly notify the operator of any non
conformity to be resolved in order to comply with applicable certification
requirements.

3.2.6.4. The certification body shall document and apply measures to verify
effectiveness of remedial actions taken by operators to meet the requirements.

3.3. Decision on certification

The certification body shall ensure that each decision on certification is taken by a
person(s) or committee different from those who carried out the [evaluation /
inspection].

[According to the definitions provided, inspection is part of the evaluation. It should be discussed and clarified
at the ITF meeting whether those who perform document review (as part of the evaluation e.g. before
inspection is mandated) are eligible to take the certification decision or not, provided inspection is carried out
by different personnel.]

The decision shall be based solely on the conformity of the operation with the
certification requirements specified, using information gathered during the
evaluation process. Certification decisions shall be documented in a way that gives
transparency to the basis for the decision.
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3.3.1. Dealing with non-conformities

3.3.1.1. Certification decisions may include requirements for the correction of minor
non-conformities within a specified time period. In case of major non-conformities, a
certificate shall be withheld or suspended until implementation of corrective actions
can be demonstrated. In serious cases certification shall be denied or withdrawn.

3.3.1.2. Reasons for denial, withdrawal or suspension of certification shall be stated
with clear reference to the applicable standard or certification requirement violated.

3.3.2. |[Exceptions on certification requirements]

[For discussion: section should be deleted: IROCB provides the possibility to issue
exceptions and provides a definition for exceptions. This would allow certification
bodies to grant exceptions to existing regulatory standards?!. This provision may
not be acceptable to many regulatory agencies.]

3.3.2.1. The certification body shall have clear criteria and procedures for granting
exceptions to requirements for certification.

3.3.2.2. Exceptions shall be limited in time and shall not be granted permanently.

3.3.2.3. The rationale for granting any exception shall be recorded in a way
providing transparency of the basis of the decision.

3.3.3. Issuing of certification documents

The certification body shall issue to each operator official certification documents.
Documents shall permit identification of the following

3.3.3.1. the name and address of the operator whose products' are subject of
certification;

3.3.3.2. Name and address of the certification body that issued the certification
documents

3.3.3.3. the scope of the certification granted, including

- the products certified, which may be identified by type or range of products
- production standard on which certification is based upon
- the effective date and term of certification, if applicable.

3.4. Retention and renewal of certification

The certification body shall re-evaluate operators in order to verify whether the
operator continues to comply with the applicable standard. Mechanisms shall be in
place for the effective monitoring of whether corrective actions are implemented.
The certification body shall report and document its re-evaluation activities and shall
keep operators informed about their certification status. Re-evaluation generally
follows procedures outlined in 3.2. Evaluation. /[However evaluation for renewal
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may concentrate on certain issues and might not repeat all procedures given in
3.2.]* In addition the certification shall take into account the following.

*[To be discussed at the ITF meeting: Basically amendment allows to apply
different procedures for “initial evaluation” and “follow up evaluation’]

3.4.1. Inspection frequency

The certification body shall decide the frequency for regular inspections?

In addition to the regular inspection visit the certification body shall conduct
unannounced on-site inspections of certified operators, chosen randomly and/or
chosen taking into account risk or threat to organic integrity of the production or
products..

3.4.2. Notification of changes made by the operator

3.4.2.1. The certification body shall require operators to inform the certification body
about changes cited in 3.1.2, such as intended modification to the product,
manufacturing process or, if relevant, its quality system, which affect the conformity
of the product.

3.4.2.2. The certification body shall determine whether the announced changes
require further investigations. If such is the case, the operator shall not be allowed
to release certified products produced under the changed conditions until the
certification body has notified the operator accordingly.

3.4.2.3. In response to an application for amendment to the scope of a certificate
already granted, the certification body shall decide what, if any, evaluation
procedure is appropriate in order to determine whether or not the amendment
should be made and shall act accordingly.

3.4.3. Changes in the certification requirements

The certification body shall ensure that each operator is notified of any changes in
the certification requirements without unnecessary delay. It shall verify the
operator’s implementation of such change in a timely manner, considering the given
implementation periods.

2 Currently it is state of the art, that operators are inspected at least annually independent of any risk
determination.
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