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1. Introduction

ANNEX | defines the requirements that OEKO-TEX® INSTITUTES need to fulfil in order to guar-
antee that the CONFORMITY ASSESSMENT ACTIVITIES are carried out according to specified re-
quirements, specific rules and procedures.

The CONFORMITY ASSESSMENT ACTIVITIES provide confidence to consumers, regulators, industry
and other market participants that certified products, processes and facilities conform to
specified requirements. These requirements reflect and implement the mandatory require-
ments of Directive (EU) 2024/825 (EmpCo Directive) for sustainability labelling certification
systems, in particular the requirements of objectivity, competence, credibility, independence,
and transparency pursuant to its Article 10.

2. Definitions

Unless otherwise defined hereinafter the definitions of the ACCREDITATION AGREEMENT apply
to this ANNEX I.

3. References

ANNEX | is applicable for the provision of all OEKO-TEX® SERVICES.

4, General Requirements
4.1 Non-Discriminatory Conditions

The INSTITUTE adheres to the principle of non-discriminatory conditions. This means that the
INSTITUTE must make its services available to all applicants who are able to fulfil the conditions
of an OEKO-TEX® STANDARD. Access to the OEKO-TEX® SERVICES must not be dependent on
the size of the customer or on a membership in an association or group, nor must CONFORMITY
ASSESSMENT ACTIVITIES be dependent on the number of OEKO-TEX® CERTIFICATES already
granted.

CONFORMITY ASSESSMENT ACTIVITIES can be refused if there are important reasons. Such rea-
sons are for example, but not conclusive, if a potential customer is or was involved in illegal
activities or is in non-conformity with the requirements in an OEKO-TEX® STANDARD or if an
EXISTING CUSTOMER has violated the terms of the CERTIFICATION AGREEMENT.
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4.2 Confidentiality

The INSTITUTE is responsible for the handling and record-keeping of all information obtained
or created during the performance of the CONFORMITY ASSESSMENT ACTIVITIES including appli-
cation documents, test documents, test results and reports. The INSTITUTE must ensure that
such information must (i) be treated confidentially by the contract partners and (ii) only be used
for the purpose intended by the contractual relationship and (iii) not be made accessible to
unauthorised third parties. No measures must be taken which could lead to publication unless
expressly provided for in the CERTIFICATION AGREEMENT. Information about the EXISTING CUS-
TOMER that originates from sources other than the EXISTING CUSTOMER (e.g. complainants, au-
thorities) must also be treated as confidential.

The INSTITUTE must ensure that the CERTIFICATION AGREEMENT includes provisions pursuant to
which information which (i) was already in the recipient's possession before it was disclosed by
one of the parties, (ii)is alreadyin the public domain at the time the CERTIFICATION AGREE-
MENT was concluded or (iii) subsequently becomes publicly known through no fault of the recip-
ient, is exempt from the secrecy and restricted use obligation. Furthermore, the obligation of
confidentiality in the CERTIFICATION AGREEMENT does not apply to information, which the recip-
ient has to disclose due to a legal obligation, provided that in such cases the recipient must, if
possible, inform the other party prior to such disclosure and try to agree with the other party
on the smallest possible extent of such disclosure.

The INSTITUTE must inform the CUSTOMER in advance of any information obtained by the Cus-
TOMER it intends to disclose.

4.3 Liability and Financing

The INSTITUTE must have the financial stability and resources necessary for the performance
of CONFORMITY ASSESSMENT ACTIVITIES.

In order to be able to cover potential liabilities arising from the CONFORMITY ASSESSMENT AC-
TIVITIES, the INSTITUTE shall have adequate arrangements in place (e.g. insurance coverage).

4.4 Transparency

The INSTITUTE must have the following information publicly available, provide links to such in-
formation or provide such information upon request:

e information about the OEKO-TEX® STANDARDS and OEKO-TEX® SERVICES, including
CONFORMITY ASSESSMENT ACTIVITIES, rules and procedures for granting and maintaining
OEKO-TEX® CERTIFICATES, extension or restriction of the scope of OEKO-TEX® CER-
TIFICATES, suspension, withdrawal or refusal of OEKO-TEX® CERTIFICATES;

¢ information about the fees charged to obtain OEKO-TEX® CERTIFICATES;
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e information on the rights and obligations of applicants and EXISTING CUSTOMERS, in-
cluding requirements, restrictions or limitations on the use of the CONTRACT TRADE-
MARKS of OEKO-TEX®, the labelling guidelines and the way reference is made to the
OEKO-TEX® CERTIFICATES;

e information on procedures for handling complaints in connection with the CONFORMITY
ASSESSMENT ACTIVITIES.

4.5 Data Protection

The INSTITUTE must include data protection provisions in their CERTIFICATION AGREEMENTS with
the EXISTING CUSTOMER in accordance with the EU GDPR (Regulation (EU) 2016/679), the
Swiss Federal Act on Data Protection (DSG) where applicable, and further applicable data
protection laws in their specific jurisdiction, including in particular the requirements of the
relevant national implementing legislation.

4.6 Legal Compliance

The INSTITUTE shall comply with applicable legal regulations in any country it operates in the
context of providing OEKO-TEX® SERVICES.

The INSTITUTE must obtain, hold and maintain at all fimes the governmental licenses and per-
mits required to provide the OEKO-TEX® SERVICES under the ACCREDITATION AGREEMENT in all
countries it operates and report it proactively to OEKO-TEX®.

5. Structural Requirements
5.1 Legal Form

The INSTITUTE must have an adequate legal form to guarantee the governance and organisa-
tional requirements defined in section 5.2.

5.2 Governance and Organisational Structure

The governance and organisational structure of the INSTITUTE must be established and man-
aged in such a way as to ensure compliance to the core principle of transparency, confidenti-
ality, credibility, impartiality and independence.

The INSTITUTE must document its governance and organisational structure. It must specify the
duties, responsibilities and powers of management and employees in detail.

The governance and organisational structure shall provide information in particular about:

e decision making body of the INSTITUTE;
e employees responsible for research and development activities in relation to OEKO-
TEX® STANDARDS;
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e employees responsible for the implementation, compliance with, and monitoring of
ANNEX | and ANNEX II;

¢ quality management system of the INSTITUTE (see section 6.1);

e employees responsible for maintaining ISO accreditation (see section 6.2);

¢ employees responsible for the complaint process (see section 6.3);

¢ employees responsible for the DETERMINATION ACTIVITIES (see section 8.1.3);

¢ employees responsible for the REVIEW ACTIVITIES (see section 8.1.4);

e employees responsible for the CERTIFICATION ACTIVITIES (see section 8.1.5);

e system and employees responsible for contract management;

e provision of adequate resources for the CONFORMITY ASSESSMENT ACTIVITIES;

e systemin place for the monitoring the finances of the INSTITUTE.

The governance and organisational structure must be made available to OEKO-TEX® upon
request.

5.3 Impartiality and Independence

5.3.1 General policy

Impartiality refers to the quality of being fair, unbiased, and neutral in judgment, ensuring no
favouritism toward any party involved.

Independence refers to being free from external influence, control, or pressure, especially
from parties, institutions, or interests that could compromise judgment.

The INSTITUTE must have a general policy in place which states that it is impartial and inde-
pendent and provide documentation on adequate arrangements to ensure that its operations
are not compromised by any conflicts of interest in relation to the customer receiving an
OEKO-TEX® CERTIFICATE and to OEKO-TEX®. This general policy must be made publicly avail-
able.

If the INSTITUTE has corporate connections to other legal entities, it must ensure that the activ-
ities of those legal entities are not in conflict with and do not compromise its own CONFORMITY
ASSESSMENT ACTIVITIES.

5.3.2 Commitment

The top management of the INSTITUTE must commit itself to this general policy of independ-
ence.

5.3.3 Mechanism for safeguarding impartiality and independence

The Institute must continuously identify and assess risks to its impartiality and independence
and that of its laboratory. This includes potential conflicts of interest that may arise from own-
ership structures, customer relationships or other business relationships.

The mechanism for safeguarding impartiality and independence must meet the following cri-
teria:

OEKO-TEX AG | Gutenbergstrasse 1| CH-8002 Zurich
Phone + 4144 50126 00 | info@oekotex.com | www.oekotex.com



0]3(0)

TEX®

o the INSTITUTE must evaluate the independence of the CONFORMITY ASSESSMENT ACTIVI-
TIES as well as the governance of the INSTITUTE (see section 5.2) at least once a year;

o the INSTITUTE must ensure that its employees adhere to the requirements for impartial-
ity and independence and receive regular training in this regard;

e ifrisks to independence are identified, the INSTITUTE must immediately take preven-
tive, mitigative and/or corrective measures to control and/or eliminate them. The IN-
STITUTE shall inform OEKO-TEX® of the measures taken;

e the INSTITUTE must document the identified risks, the preventive and mitigation
measures taken as well as their effectiveness, and reviews them regularly, at least
once a year; and

o the INSTITUTE monitors compliance with the independence requirements and counter-
acts tendencies that could promote commercialisation at the expense of the objectiv-
ity of CONFORMITY ASSESSMENT ACTIVITIES.

The mechanism for safeguarding impartiality and independence must be documented and
be publicly available. Results must be made available to OEKO-TEX® upon request.

If risks to independence are identified, the INSTITUTE shall immediately take preventive, miti-
gative and/or corrective measures to control and/or eliminate them. The INSTITUTE shall in-
form OEKO-TEX® of the measures taken without undue delay, and in any event within 14 cal-
endar days of identifying the risk. The INSTITUTE shall furthermore immediately notify OEKO-
TEX® of any change in its ownership structure or corporate governance that could give rise
to a conflict of interest with its CONFORMITY ASSESSMENT ACTIVITIES.

6. System Requirements
6.1 Quality Management System

6.1.1 General management system documentation

All processes, systems, records, etc. relating to the fulfilment of the requirements of ANNEX |
and ANNEX Il must be included in the documentation of the management system.

All employeesinvolved in the CONFORMITY ASSESSMENT ACTIVITIES must have access to the parts
of the management system documentation that concern themselves and that are relevant to
their responsibilities.

6.1.2 Docurment control

The INSTITUTE must have processes in place for document control. These processes must define
the procedure and ensure that:

o documents are reviewed for adequacy and appropriateness and signed off by the re-
sponsible person;

e changesin documents are marked as such, and the revision status is stated;

e documents are accessible and available at the respective places of use;

e documents are legible and identifiable;
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e external documents are marked as such; and
e the use of old documents is prevented and if old documents must be kept, they are
marked as such.

6.1.3 Control of records

The INSTITUTE must have processes in place for the control of records. These processes must
define rules for the designation, storage, protection, retrieval, retention period and location
of the records of the INSTITUTE.

These rules must ensure compliance with the obligations put forward in the ACCREDITATION
AGREEMENT, ANNEX | and ANNEX II.

8.1.4 Decisions

Based on the document control (see section 6.1.2) and the control of records (see section 6.1.3)
the management of the INSTITUTE must continuously make decisions on the improvement and
of the effectiveness of the management system and its processes as well as on the need for
resources required to comply with the ACCREDITATION AGREEMENT, ANNEX | and ANNEX II.

Further data to be considered must include:

e results from internal and external audits;

e customer and other stakeholder feedback;

o feedback from the mechanism for safeguarding impartiality and independence;

e monitoring of preliminary effect of preventive measures and effectiveness of mitiga-
tion measures;

o feedback from the complaint mechanism (see section 6.3).

6.1.5 Internal audit

The internal audit process must orient itself on the requirements specified in ISO 19011.
The INSTITUTE must ensure that:

e internal audits are carried out by employees who are trained in audit implementation;

e auditors must not audit their own work;

o employees responsible for the area being audited are informed of the results of the
audit;

e resulting preventive actions (see section 6.1.6) and corrective actions (see section 6.1.7)
are adopted timely and adequately; and

e opportunities for improvement are identified.

The results of the internal audit must be made available to OEKO-TEX® upon request.

8.1.6 Preventive action

In order to eliminate potential non-conformities to the ACCREDITATION AGREEMENT, ANNEX | and
ANNEX I, the INSTITUTE must implement a preventive action plan. The preventive action plan
must fulfil at a minimum the following requirements:
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o the procedures for identifying potential non-conformities and their causes;

e assessing the need for measures to prevent the occurrence of non-conformities;
e establishing and implementing the necessary measures;

e recording the results of the measures taken; and

e evaluating the effectiveness of the preventive measures taken.

8.1.7 Corrective action

If non-conformities have already occurred, the INSTITUTE must:

e determine the causes of non-conformities;

e immediately correct non-conformities;

e assess the need for measures to ensure that non-conformities do not recur;
e determine and implement the necessary measures in a timely manner;

e record the results of the measures taken; and

o check whether the implemented measures are efficient.

6.2 1SO Accreditation

6.2.1 General

The INSTITUTE must be ISO/IEC 17025 accredited. OEKO-TEX® STANDARDS can require further
accreditation in the respective standard document.

6.2.2 Core methods

The INSTITUTE must include the testing methods that OEKO-TEX® requires them to include as
per relevant OEKO-TEX® GUIDANCE in the accreditation scope of their ISO/IEC 17025 accred-
itation.

If the INSTITUTE does not include the OEKO-TEX® GUIDANCE in the accreditation scope of their
ISO/IEC 17025 accreditation, OEKO-TEX® will revoke the INSTITUTES permission to offer la-
boratory testing and provide OEKO-TEX® SERVICES.

6.3 Complaint Mechanism

The INSTITUTE must have a documented procedure for receiving, evaluating and deciding on
complaints in respect to OEKO-TEX® SERVICES provided. The INSTITUTE must record and track
complaints, appeals and the actions taken to resolve them:

e after receiving a complaint, the INSTITUTE must confirm whether the complaint relates
to CONFORMITY ASSESSMENT ACTIVITIES for which the INSTITUTE is responsible;

o the INSTITUTE must acknowledge receipt of the complaint and provide a written re-
sponse to the complainant;

o the INSTITUTE must investigate the complaint and must take appropriate corrective ac-
tion;

e the INSTITUTE must document the results of the investigation and the corrective action
taken;

10
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o the decision resolving the complaint must be made and approved by a person who is
not involved in the CONFORMITY ASSESSMENT ACTIVITIES related to the complaint;

e the complainant must be informed about the results of the complaint process;

e the complainant must be able to remain anonymous during the complaint process.

7. Resource Requirements
7.1 Sales and Distribution System

The INSTITUTE must have a sales and distribution system to sell and market OEKO-TEX® SER-
VICES.

7.2 Staff Requirements, Capacity and Training

The INSTITUTE must have clear separation regarding employees working on laboratory testing
/ certification and employees working in research and development (see section 5).

7.3 Mandatory Support for OEKO-TEX® Requests

The INSTITUTE must have adequate response time for information requests coming from
OEKO-TEX® regcrding CONFORMITY ASSESSMENT ACTIVITIES.

7.4 Laboratory / Audit Capacity

The INSTITUTE must have enough laboratory capacity to guarantee the seamless transition of
an OEKO-TEX® CERTIFICATE about to expire into a new OEKO-TEX® CERTIFICATE. It is in the
responsibility of the INSTITUTE to guarantee that the OEKO-TEX® CERTIFICATE remains valid at

all times if the re-certification process is done correctly by the EXISTING CUSTOMER (see section
8.2).

8. Process Requirements

8.1 Certification

8.1.1 Application

The INSTITUTE must ensure that the customer must provide the INSTITUTE in the application with
all necessary information to complete the CONFORMITY ASSESSMENT ACTIVITIES. The application
form of the corresponding OEKO-TEX® STANDARD must be used.

The INSTITUTE must evaluate the information received in the application. The INSTITUTE makes
sure that the following points are complete and adhered to before starting with the DETERMI-
NATION ACTIVITIES:

n
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e the information about the customer and the product is sufficient to carry out the re-
spective OEKO-TEX® SERVICE(S);

e there is no discrepancy of understanding between the INSTITUTE and the customer in
relation to the OEKO-TEX® SERVICE(S);

e the scope of the intended certification is defined;

e the means to carry out all DETERMINATION ACTIVITIES are available (e.g. testing materi-
als);

e the CERTIFICATION AGREEMENT (see section 8.1.2 “contracting”) is concluded.

8.1.2 Confracting

The INSTITUTE must establish a contractual basis with the customer. Integral part of this CERTI-
FICATION AGREEMENT must include in the minimum:

e the application of the customer;

o the offer issued by the INSTITUTE based on the application of the customer;

e the INSTITUTE General Terms and Conditions, if available;

e the OEKO-TEX® TERMS OF USE;

e data protection provisions (see section 4.5),

e declaration of conformity by the customer, if according to the relevant OEKO-TEX®
STANDARD applicable.

The contract must furthermore include clauses such as applicable law and jurisdiction, force
majeure, liability, clause for re-certification (see section 8.2) etc.

The INSTITUTE is responsible for the contract management with their EXISTING COSTUMERS.

8.1.3 DETERMINATION ACTIVITIES

DETERMINATION ACTIVITIES must provide a complete set of information regarding the fulfilment
of the applicable OEKO-TEX® STANDARD by the OBJECT OF CONFORMITY ASSESSMENT. The out-
put of the DETERMINATION ACTIVITIES is the sum of both the input to the determination function
(application, evaluation and contracting) and all the information created by the DETERMINA-
TION ACTIVITY.

The INSTITUTE must have a plan for the DETERMINATION ACTIVITIES in place to enable the CON-
FORMITY ASSESSMENT ACTIVITIES of OEKO-TEX® STANDARDS.

The INSTITUTE must appoint at least one person responsible to assess and evaluate all infor-
mation and results related to the DETERMINATION ACTIVITIES. The DETERMINATION ACTIVITIES
must be carried out by persons who were not involved in the standard setting procedure of the
OEKO-TEX® STANDARDS.

8.1.4 REVIEW ACTIVITIES

The INSTITUTE must appoint at least one person to review and evaluate all information and re-
sults related to the DETERMINATION ACTIVITIES. The review must be carried out by persons who
were not involved in the DETERMINATION ACTIVITIES.

12
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REVIEW ACTIVITIES must provide recommendations based on the DETERMINATION ACTIVITIES for
the CERTIFICATION ACTIVITIES.

8.1.5 CERTIFICATION ACTIVITIES

The INSTITUTE must appoint at least one person to provide the CERTIFICATION ACTIVITIES based
on all information relating to the DETERMINATION ACTIVITIES.

The CERTIFICATION ACTIVITIES must be made by a person or group of persons who were not in-
volved in the DETERMINATION ACTIVITIES.

REVIEW ACTIVITIES and CERTIFICATION ACTIVITIES may be done by the same person.

Upon completion of the CERTIFICATION ACTIVITIES, an OEKO-TEX® CERTIFICATE is issued which
includes all means of communicating that fulfilment of the specified requirements of the
OEKO-TEX® STANDARD has been demonstrated.

8.1.6 Documentation

The INSTITUTE must provide the customer with certification documentation that clearly con-
veys or allows for the identification of the following elements:

e the name and address of the certification body;

e the date on which the OEKO-TEX® CERTIFICATE is granted (the date must not be earlier
than the date on which the CERTIFICATION ACTIVITIES were concluded);

e the name and address of the customer;

e the test and/or audit report;

e the scope of OEKO-TEX® CERTIFICATE;

e the period or expiry date of the OEKO-TEX® CERTIFICATE.

The formal certification documentation must include the signature of the person(s) at the IN-
STITUTE that is responsible for the CERTIFICATION ACTIVITIES. To guarantee independence,
OEKO-TEX® does not sign this formal certification documentation.

The INSTITUTE must maintain records to demonstrate that all requirements of the certification
process have been effectively fulfilled and treat such records as confidential.

13
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OEKO-TEX® provides a registry of certified customers free of charge that allows for the ver-
ification of:

o the date of the OEKO-TEX® CERTIFICATE;

e the validity date of the current OEKO-TEX® CERTIFICATE;

e theidentification of the product;

e theidentification of the customer;

e the scope of the OEKO-TEX® CERTIFICATE; and

o the current version of the OEKO-TEX® STANDARD under which the product or facility
has been certified.

8.1.7 Monitoring

The monitoring function can involve verification audits, unannounced audits or spot-checks in
the market by the Institute. The monitoring function depends on the applicable OEKO-TEX®
STANDARD.

8.2 Re-Certification

The EXISTING CUSTOMER must issue an application for re-certification 90 days before the
OEKO-TEX® CERTIFICATE expires.

The EXISTING CUSTOMER must provide the INSTITUTE with all necessary documentation and test-
ing materials 90 days before the OEKO-TEX® CERTIFICATE expires.

If the EXISTING CUSTOMER fails to do so, the INSTITUTE shall have no liability as defined in the
OEKO-TEX® TERMS OF USE if the certificate is not renewed on time and the label-check is set
to “expired”.

The INSTITUTE must ensure that it has sufficient resources in place (see section 7) to, provided
that the EXISTING CUSTOMER has fulfilled their obligations, guarantee that the OEKO-TEX®
CERTIFICATE is renewed on time and, if re-certification is successful, the OEKO-TEX® CERTIFI-
CATE remains valid.

Furthermore, the certification process requirements will apply (see section 8.1).
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