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PREAMBLE

The World Anti-Doping Code International Standard for Laboratories is a mandatory
level 2 International Standard developed as part of the World Anti-Doping Program.

The International Standard for Laboratories version 5.0 will come into effect on
January 01, 2008.

The official text of the International Standard for Laboratories shall be maintained by
WADA and shall be published in English and French. In the event of any conflict
between the English and French versions, the English version shall prevail.
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PART ONE: INTRODUCTION, CODE PROVISIONS AND
DEFINITIONS

1.0 Introduction, Scope and References

The main purpose of the International Standard for Laboratories (ISL) is to ensure
laboratory production of valid test results and evidentiary data and to achieve
uniform and harmonized results and reporting from all accredited Doping Control
Laboratories.

The ISL includes requirements for obtaining and maintaining WADA accreditation of
anti-doping Laboratories, operating standards for laboratory performance and a
description of the accreditation process.

The ISL, including all Annexes and Technical Documents, is mandatory for all
Signatories to the Code.

The World Anti-Doping Program encompasses all of the elements needed in order to
ensure optimal harmonization and best practice in international and national anti-
doping programs. The main elements are: the Code (Level 1), International
Standards (Level 2), and Models of Best Practice (Level 3).

In the introduction to the World Anti-Doping Code (Code), the purpose and
implementation of the International Standards are summarized as follows:

“International Standards for different technical and operational areas within the anti-doping
program will be developed in consultation with the Signatories and governments and approved by
WADA. The purpose of the International Standards is harmonization among Anti-Doping
Organizations responsible for specific technical and operational parts of the anti-doping programs.
Adherence to the International Standards is mandatory for compliance with the Code. The
International Standards may be revised from time to time by the WADA Executive Committee after
reasonable consultation with the Signatories and governments. Unless provided otherwise in the
Code, International Standards and all revisions shall become effective on the date specified in the
International Standard or revision.”

Compliance with an International Standard (as opposed to another alternative
standard, practice or procedure) shall be sufficient to conclude that the procedures
covered by the International Standard were performed properly.

This document sets out the requirements for Anti-Doping Laboratories that wish to
demonstrate that they are technically competent, operate an effective quality
management system, and are able to produce forensically valid results. Doping
Control testing involves the detection, identification, and in some cases
demonstration of the presence greater than a threshold concentration of drugs and
other substances in human biological fluids or tissues as identified on the List of
Prohibited Substances and Prohibited Methods (The Prohibited List). Laboratories
may undertake other forms of testing, within the limits of the Code of Ethics, which
are not under the scope of WADA Accreditation (e.g. Equine testing, Forensic
testing). Any such testing shall not be covered by WADA Accreditation.
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The Laboratory accreditation framework consists of two main elements: Part Two of
the ISL: the Laboratory accreditation requirements and operating standards; and
Part Three: the Annexes. Part Two describes the requirements necessary to obtain
WADA recognition and the procedures involved to fulfill the requirements. It also
contains an application of the ISO/IEC 17025:2005 standard to the field of Doping
Control. The purpose of this section of the document is to facilitate consistent
application and assessment of the ISO/IEC 17025:2005 and the specific WADA
requirements for Doping Control by accreditation bodies that operate in accordance
with ISO/IEC 17011. The International Standard also sets forth the requirements for
Doping Control Laboratories when adjudication results as a consequence of an
Adverse Analytical Finding.

Part Three of the ISL includes all Annexes. Annex A describes the WADA Proficiency
Testing Program, including performance criteria necessary to maintain good standing
in proficiency testing. Annex B describes the ethical standards required for
continued WADA recognition of the Laboratory. Technical Documents are issued,
modified, and deleted by WADA from time to time and provide direction to the
Laboratories and other stakeholders on specific technical issues. Once promulgated,
Technical Documents become part of the ISL. The incorporation of the provisions of
the approved WADA Technical Documents into the Laboratory’s quality management
system is mandatory for WADA accreditation.

In order to harmonize the accreditation of Laboratories to the requirements of
ISO/IEC 17025:2005 and the WADA-specific requirements for recognition, it is
expected that national accreditation bodies will use the ISL, including the Annexes
and Technical Documents, as reference documents in their accreditation audit
process.

Terms defined in the Code, which are included in this standard, are written in italics.
Terms, which are defined in the ISL, are underlined.

2.0 Code Provisions

The following articles in the Code directly address the ISL:

Code Article 2.1 The presence of a Prohibited Substance or its Metabolites or
Markers in an Athlete’s bodily Specimen.

2.1.1 Itis each Athlete’s personal duty to ensure that no Prohibited Substance enters
his or her body. Athletes are responsible for any Prohibited Substance or its
Metabolites or Markers found to be present in their bodily Specimens. Accordingly, it
is not necessary that intent, fault, negligence or knowing Use on the Athlete’s part be
demonstrated in order to establish an anti-doping violation under Article 2.1.

2.1.2 Excepting those substances for which a quantitative reporting threshold is
specifically identified in the Prohibited List, the detected presence of any quantity of a
Prohibited Substance or its Metabolites or Markers in an Athlete’s Sample shall
constitute an anti-doping rule violation.
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2.1.3 As an exception to the general rule of Article 2.1, the Prohibited List may
establish special criteria for the evaluation of Prohibited Substances that can also be
produced endogenously.

Code Article 3.2 Methods of Establishing Facts and Presumptions

3.2.1 WADA-accredited Laboratories are presumed to have conducted Sample
analysis and custodial procedures in accordance with the International Standard for
laboratory analysis. The Athlete may rebut this presumption by establishing that a
departure from the International Standard occurred. If the Athlete rebuts the
preceding presumption by showing that a departure from the International Standard
occurred, then the Anti-Doping Organization shall have the burden to establish that
such departure did not cause the Adverse Analytical Finding.

Code Article 6 Analysis of Samples
Doping Control Samples shall be analyzed in accordance with the following principles:

6.1 Use of Approved Laboratories Doping Control Samples shall be analyzed only in
WADA-accredited Laboratories or as otherwise approved by WADA. The choice of the
WADA-accredited laboratory (or other method approved by WADA) used for the
Sample analysis shall be determined exclusively by the Anti-Doping Organization
responsible for results management.

[Comment: The phrase “or other method approved by WADA” is intended to cover, for
example, mobile blood Testing procedures which WADA has reviewed and considers to
be reliable.]

6.2 Substances Subject to Detection. Doping Control Samples shall be
analyzed to detect Prohibited Substances and Prohibited Methods identified on the
Prohibited List and other substances as may be directed by WADA pursuant to Article
4.5 (Monitoring Program).

6.3 Research on Samples. No Sample may be used for any purpose other than
the detection of substances (or classes of substances) or methods on the Prohibited
List, or as otherwise identified by WADA pursuant to Article 4.5 (Monitoring Program),
without the Athlete’s written consent.

6.4 Standards for Sample Analysis and Reporting. Laboratories shall analyze
Doping Control Samples and report results in conformity with the ISL analysis.

Code Article 13.5 Appeals from Decisions Suspending or Revoking Laboratory
Accreditation Decisions by WADA to suspend or revoke a Laboratory’s WADA accreditation
may be appealed only by that Laboratory with the appeal being exclusively to CAS.

Code Article 14.1 Information Concerning Adverse Analytical Findings and Other
Potential Anti-Doping Rule Violations. An Athlete whose Sample has resulted in an
Adverse Analytical Finding, or an Athlete or other Person who may have violated an anti-
doping rule, shall be notified by the Anti-Doping Organization with results management
responsibility as provided in Article 7 (Results Management). The Athlete’s National Anti-
Doping Organization and International Federation and WADA shall also be notified not later
than the completion of the process described in Articles 7.1 and 7.2. Notification shall
include: the Athlete’s nhame, country, sport and discipline within the sport, whether the test
was In-Competition or Out-of-Competition, the date of Sample collection and the analytical
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result reported by the laboratory. The same Persons and Anti-Doping Organizations shall be
regularly updated on the status and findings of any review or proceedings conducted
pursuant to Articles 7 (Results Management), 8 (Right to a Fair Hearing) or 13 (Appeals),
and, in any case in which the period of Ineligibility is eliminated under Article 10.5.1 (No
Fault or Negligence), or reduced under Article 10.5.2 (No Significant Fault or Negligence),
shall be provided with a written reasoned decision explaining the basis for the elimination or
reduction. The recipient organizations shall not disclose this information beyond those
Persons within the organization with a need to know until the Anti-Doping Organization with
results management responsibility has made public disclosure or has failed to make public
disclosure as required in Article 14.2.

3.0 Terms and definitions

3.1 Code defined Terms

Adverse Analytical Finding: A report from a Laboratory or other approved Testing
entity that identifies in a Specimen the presence of a Prohibited Substance or its
Metabolites or Markers (including elevated quantities of endogenous substances) or
evidence of the Use of a Prohibited Method.

Anti-Doping Organization: A Signatory that is responsible for adopting rules for,
initiating, implementing or enforcing any part of the Doping Control process. This
includes, for example, the International Olympic Committee, the International
Paralympic Committee, Major Event Organizations that conduct Testing at their
Events, WADA, International Federations, and National Anti-Doping Organizations.

Athlete: For purposes of Doping Control, any Person who participates in sport at
the international level (as defined by each International Federation) or national level
(as defined by each National Anti-Doping Organization) and any additional Person
who participates in sport at a lower level if designated by the Person’s National Anti-
Doping Organization. For purposes of anti-doping information and education, any
Person who participates in sport under the authority of any Signatory, government,
or other sports organization accepting the Code.

Code: The World Anti-Doping Code.

Competition: A single race, match, game, or singular athletic contest. For example:
the finals of the Olympic 100-meter dash. For stage races and other athletic contests
where prizes are awarded on a daily or other interim basis the distinction between a
Competition and an Event will be provided in the rules of the applicable International
Federation.

Doping Control: The process including test distribution planning, Sample collection
and handling, Laboratory analysis, results management, hearings and appeals.

Event: A series of individual Competitions conducted together under one ruling
body (e.g., the Olympic Games, FINA World Championships, or Pan American
Games).
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In-Competition: For purposes of differentiating between In-competition and Out-
of-Competition Testing, unless provided otherwise in the rules of an International
Federation or other relevant Anti-Doping Organization, an In-Competition test is a
test where an Athlete is drawn for Testing in connection with a specific Competition.

International Standard: A standard adopted by WADA in support of the Code.
Compliance with an International Standard (as opposed to another alternative
standard, practice or procedure) shall be sufficient to conclude that the procedures
covered by the International Standard were performed properly.

Marker: A compound, group of compounds or biological parameters that indicates
the Use of a Prohibited Substance or Prohibited Method.

Metabolite: Any substance produced by a biotransformation process.

National Anti-Doping Organization: The entity(ies) designated by each country
as possessing the primary authority and responsibility to adopt and implement anti-
doping rules, direct the collection of Samples, the management of test results, and
the conduct of hearings, all at the national level. If this designation has not been
made by the competent public authority(ies), the entity shall be the country’s
National Olympic Committee or its designee.

National Olympic Committee: The organization recognized by the International
Olympic Committee. The term National Olympic Committee shall also include the
National Sport Confederation in those countries where the National Sport
Confederation assumes typical National Olympic Committee responsibilities in the
anti-doping area.

Out-of-Competition: Any Doping Control which is not In-Competition.
Person: A natural person or an organization or other entity.

Prohibited List: The List identifying the Prohibited Substances and Prohibited
Methods.

Prohibited Method: Any method so described on the Prohibited List.

Prohibited Substance: Any substance so described on the Prohibited List.

Publicly Disclose or Publicly Report: To disseminate or distribute information to
the general public or Persons beyond those Persons entitled to earlier notification in

accordance with Article 14.

Sample/Specimen: Any biological material collected for the purposes of Doping
Control.

Signatories: Those entities signing the Code and agreeing to comply with the
Code, including the International Olympic Committee, International Federations,
International Paralympic Committee, National Olympic Committees, National
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Paralympic Committees, Major Event Organizations, National Anti-Doping
Organizations, and WADA.

Tampering: Altering for an improper purpose or in a improper way; bringing
improper influence to bear; interfering improperly to alter results or prevent normal
procedures from occurring.

Testing: The parts of the Doping Control process involving test distribution
planning, Sample collection, Sample handling, and Sample transport to the

Laboratory.

Use: The application, ingestion, injection or consumption by any means whatsoever
of any Prohibited Substance or Prohibited Method.

WADA: The World Anti-Doping Agency.

3.2 ISL Defined Terms

Aliguot: A portion of the Sample of biological fluid or tissue (e.g., urine, blood, etc.)
obtained from the Athlete used in the analytical process.

Analytical Testing: The parts of the Doping Control process involving Sample
handling, analysis and reporting following receipt in the Laboratory.

Atypical Finding: A report from a Laboratory or other WADA-approved entity which
requires further investigation as provided by the International Standard for
Laboratories or related Technical Documents prior to the determination of an Adverse
Analytical Finding.

Certified Reference Material: Reference Material, characterized by a metrologically
valid procedure for one or more specified properties, accompanied by a certificate
that provides the value of the specified property, its associated uncertainty and a
statement of metrological traceability.

Confirmation Procedure: An analytical test procedure whose purpose is to identify
the presence or concentration of one or more specific Prohibited Substance,
Metabolite(s) of a Prohibited Substance, or Marker(s) of the Use of a Prohibited
Substance or Method in a Sample. [Comment: A Confirmation Procedure may also
indicate a quantity of Prohibited Substance greater than a threshold value and
quantify the amount of a Prohibited Substance in a Sample.]

Flexible Scope of Accreditation: Process for a Laboratory to make and implement
restricted modifications in the scope of the accreditation prior to the assessment by
the national accreditation body. Please see section 4.4.11 for a detailed description
of Flexible Scope of Accreditation.

Intermediate Precision: Variation in results observed when one or more factors,
such as time, equipment, and operator are varied within a Laboratory.
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Initial Testing Procedure (Screen Testing Procedure): An analytical test procedure
whose purpose is to identify those Samples which may contain a Prohibited
Substance, Metabolite(s) of a Prohibited Substance, or Marker(s) of the Use of a
Prohibited Substance or Prohibited Method or the quantity of a Prohibited Substance,
Metabolite(s) of a Prohibited Substance, or Marker(s) of the Use of a Prohibited
Substance or Prohibited Method in excess of a defined threshold.

International Standard for Laboratories (ISL): The International Standard applicable
to Laboratories as set forth herein.

Laboratory Internal Chain of Custody: Documentation of the sequence of Persons in
possession of the Sample and any Aliquot of the Sample taken for Testing.
[Comment: Laboratory Internal Chain of Custody is generally documented by a
written record of the date, location, action taken, and the individual performing an
action with a Sample or Aliquot.]

Laboratory: An accredited laboratory applying test methods and processes to
provide evidentiary data for the detection and, if applicable, quantification of a
Threshold Substance on the Prohibited List in urine and other biological Samples.

Laboratory Documentation Packages: The material produced by the Laboratory to
support the finding of an Adverse Analytical Finding as set forth in the WADA
Technical Document for Laboratory Documentation Packages.

Major Event: A series of individual international Competitions conducted together
under an international multi-sport organization functioning as a ruling body (e.g., the
Olympic Games, Pan American Games) and for which a significant increase of
resources and capacity is required to conduct Doping Control for the Event as
determined by WADA.

Minimum Required Performance Level (MRPL): concentration of a Prohibited
Substance or Metabolite of a Prohibited Substance or Marker of a Prohibited
Substance or Method that a doping Laboratory is expected to reliably detect and
confirm in the routine daily operation of the Laboratory. See Technical Document
Minimum Required Performance Levels for Detection of Prohibited Substances.

Non-Threshold Substance: A substance listed on the Prohibited List for which the
documentable detection of any amount is considered an anti-doping rule violation.

Presumptive Analytical Finding: The status of a Sample test result for which there is
a suspicious result in the Initial Testing Procedure, but for which a confirmation test
has not yet been performed.

Reference Collection: A collection of samples of known origin that may be used in
the determination of the identity of an unknown substance. For example, a well
characterized sample obtained from a verified administration study in which scientific
documentation of the identity of Metabolite(s) can be demonstrated.
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Reference Material: Material, sufficiently homogeneous and stable with respect to
one or more specified properties, which has been established to be fit for its intended
use in a measurement process.

Repeatability, s,: Variability observed within a laboratory, over a short time, using a
single operator, item of equipment, etc.

Reproducibility, sg: Variability obtained when different laboratories analyze the same
Sample.

Revocation: The permanent withdrawal of a Laboratory’s WADA accreditation.

Split Sample: Division of a Sample taken for testing into two portions at collection,
usually designated “"A” and “B”.

Suspension: The temporary withdrawal of a Laboratory’s WADA accreditation.

Testing Authority: The International Olympic Committee, World Anti-Doping Agency,
International Federation, National Sport Organization, National Anti-Doping
Organization, National Olympic Committee, Major Event Organization, or other
authority defined by the Code responsible for Sample Testing either In-Competition
or Out-of-Competition and/or for management of the test result.

Threshold Substance: A substance listed in the Prohibited List for which the
detection and quantification of an amount in excess of a stated threshold is
considered an Adverse Analytical Finding.
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PART TWO: LABORATORY ACCREDITATION REQUIREMENTS
AND OPERATING STANDARDS

4.0 Process and Requirements for WADA accreditation

This section describes the specific requirements that a laboratory shall fulfill in the
process of applying, obtaining, and maintaining WADA accreditation including
requirements for Major Events.

4.1 Applying for a WADA Laboratory Accreditation
4.1.1 Expression of Interest

The candidate laboratory shall officially contact WADA in writing to express its
interest in the WADA accreditation process.

4.1.2 Submit initial Application Form

The candidate laboratory shall fill in the necessary information in the Application
Form as provided by WADA and deliver this to WADA. The Application shall be
signed by the Laboratory Director and, if relevant, by the Director of the host
organization.

At this stage, WADA will ensure the existence of a National Anti-Doping Program
(compliant with the Anti-Doping International Standards), in the country where the
Laboratory is located, the compliance of the country with the UNESCO Convention
against Doping in Sport, as well as payment of the nation’s financial contributions to
WADA.

4.1.3 Provide letter(s) of support

Upon successful completion of the above, the candidate laboratory shall be requested
by WADA to provide an official letter of support from the responsible National Anti-
Doping Organization or, if not established, the National Olympic Committee. The
letter of support shall contain as a minimum:

e Guarantee of sufficient annual financial support for a minimum of 3
years;

e Guarantee that a minimum of 1500 Doping Control Samples annually
will be provided to the laboratory for 3 years;

e Guarantee that the necessary analytical facilities and
instrumentation will be provided.

Any additional information regarding the above shall be given due consideration by
WADA. The authority providing the three year letter of support is not restricted to
provide exclusive support for only one laboratory.

Letters of support from international sport organizations such as International
Federations may also be provided in addition to the above mentioned letters.
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If the candidate laboratory, as an organization, is linked to host organizations (e.g.
universities, hospitals, private organization...) and/or supported by a public authority,
an official letter of support from such authority shall be provided. In addition to the
above mentioned letter from the NADO or NOC, the following information should be
provided:

Documentation of the administrative support for the laboratory;
Financial support for the laboratory, if relevant;

Support for the research and development activities;

Guarantee of provision of necessary analytical facilities and
instrumentation.

4.1.4 Description of the Candidate Laboratory

The candidate laboratory shall then complete a detailed technical and financial
questionnaire provided by WADA and submit it to WADA no later than eight weeks
after the receipt of the questionnaire. The questionnaire will include, but is not
limited to, the following:

e List of staff and their qualifications;
Description of physical facilities, including a description of the
security considerations for Samples and records;

e List of proposed and actual instrumental resources and equipment
Method validation data;
List of available Reference Materials or standards, or plans to acquire
Reference Materials or standards, including properly validated
biological Sample Reference Collections;
Financial or business plan for the laboratory;

e List of sponsors of the laboratory.

WADA may require an update of this documentation during the process of
accreditation.

4.1.5 Conduct Initial visit

Usually, WADA shall conduct an initial visit (2-3 days) to the candidate laboratory at
the candidate laboratory’s expense. The purpose of this visit is to clarify issues with
regard to the accreditation process and the defined requirements in the ISL and to
obtain information about different aspects of the laboratory relevant for the
accreditation. Such a visit could be conducted prior to or during the accreditation
process.

4.1.6 Issue final report and recommendation

Within approximately twelve (12) weeks after the initial visit or the receipt of the
questionnaire, WADA will complete and submit a report to the candidate laboratory.
In the report WADA will make the necessary recommendations with respect to
granting the candidate laboratory the status of WADA probationary laboratory or if

International Standard for Laboratories 15
Version 5.0 January 2008



this is not the case, identifying needed improvements in order to be considered a
WADA probationary laboratory.

4.1.7 Initial accreditation fee

Prior to entering the probationary period, the candidate laboratory shall pay to WADA
a one time non-refundable fee to cover the costs related to the laboratory initial
accreditation process. This fee shall be determined by WADA.

4.1.8 Compliance with the Code of Ethics

The candidate laboratory shall implement and comply with the provision(s) in the
Code of Ethics (Annex B) which are relevant for a laboratory in the probationary
period. The laboratory shall communicate the Code of Ethics to all employees and
ensure understanding of and commitment to the different aspects of the Code of
Ethics. The candidate laboratory shall provide to WADA a letter of compliance with
the Code of Ethics, signed by the laboratory Director.

4.2 Preparing for WADA Laboratory Accreditation

Prior to entering the probationary period, the candidate laboratory may be required
to participate in a pre-probationary test, consisting of at least ten (10) PT samples in
order to assess its status of competence at that time. The pre-probationary test may
be conducted in conjunction with an initial site visit as described in 4.1.5. The
candidate laboratory shall successfully identify and document concentrations in
excess of the threshold(s) or Minimum Required Performance Levels (MRPL), as
applicable, of the Prohibited Substances, Metabolite(s) of Prohibited Substances, or
Marker(s) of Prohibited Substances or Prohibited Methods within ten (10) calendar
days of opening the samples. The candidate laboratory shall provide a test report for
each of the samples in the pre-probationary test. For negative samples, WADA may
request all or a portion of the negative screening data. For selected samples for
which there is an Adverse Analytical Finding, the candidate laboratory shall provide a
Laboratory Documentation Package. Additional data is to be provided upon WADA'’s
request. The candidate laboratory’s performance in the pre-probationary test shall be
taken into consideration by WADA to gauge the laboratory’s competence as well as
allow WADA to provide feedback on areas in need of improvement. Corrective
actions, if any, shall be reported upon request. Such testing will be taken into
account in the overall review of the candidate laboratory’s application and may affect
the timeliness of the candidate laboratory’s entry into the probationary phase of
accreditation.

Upon successful completion of the provisions of section 4.1 and following official
notification by WADA, a candidate laboratory enters the probationary phase of WADA
accreditation as a WADA probationary laboratory. The probationary period shall
incorporate at least twenty (20) Proficiency Testing (PT) samples, typically
distributed over multiple PT rounds, in order to prepare the probationary laboratory
for the initial accreditation. During this period, WADA shall provide appropriate
feedback to assist the laboratory in improving the quality of its testing process. In
this period the laboratory shall successfully complete provisions 4.2.1 to 4.2.5.
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4.2.1 Obtain Laboratory ISO/IEC 17025:2005 accreditation

The laboratory shall be accredited by a relevant accreditation body to ISO/IEC
17025:2005 with primary reference to the interpretations and applications of the
ISO/IEC 17025:2005 requirements as described in the Application of ISO/IEC
17025:2005 to the Analysis of Urine Doping Control Samples (Section 5) and the
Application of ISO/IEC 17025:2005 to the Analysis of Blood Doping Control Samples
(Section 6). The relevant accreditation body shall be an International Laboratory
Accreditation Cooperation (ILAC) full member that is a signatory to the ILAC Mutual
Recognition Arrangement (ILAC MRA). The laboratory shall prepare and establish the
required documentation and system according to the requirements in Application of
ISO/IEC 17025:2005 to the Analysis of Urine Doping Control Samples (Section 5)
and, if necessary, the Application of ISO/IEC 17025:2005 to the Analysis of Blood
Doping Control Samples (Section 6). Based on this, the laboratory shall initiate and
prepare for the accreditation process by consulting with a relevant accreditation
body. An assessment team consisting of representatives from a relevant
accreditation body, including independent technical assessor(s) recommended by
WADA will assess the laboratory. The laboratory shall correct any identified non-
conformities within defined time-frames and document this accordingly. Summaries
of the Assessment Report and any documentation of correction of non-conformities,
in English or French, shall be sent by the laboratory to WADA. The ISO/IEC
17025:2005 accreditation shall be obtained before the end of the probationary
period.

4.2.2 Participate in the WADA Proficiency Testing Program

During the probationary period the laboratory shall successfully analyze at least
twenty (20) PT samples in multiple rounds containing a minimum of five samples per
set (See Annex A for a description of the PT program).

After successful completion of the probationary period, as a final proficiency test, the
laboratory shall analyze a minimum of 20 PT samples in the presence of WADA
representatives.  The final accreditation test shall assess both the scientific
competence and the capability of the laboratory to manage multiple Samples. Costs
associated with the WADA on-site visit shall be at the laboratory’s expense. The
probationary laboratory shall successfully identify and/or document a concentration
in excess of the threshold or Minimum Required Performance Level (MRPL) of the
Prohibited Substances, Metabolite(s) of Prohibited Substances, or Marker(s) of
Prohibited Substances or Prohibited Methods within five (5) calendar days of opening
the samples. The probationary laboratory shall provide a Test Report for each of the
samples in the proficiency test. For negative samples, WADA may request all or a
portion of the negative screening data. For selected samples for which there is an
Adverse Analytical Finding, the probationary laboratory shall provide a Laboratory
Documentation Package. This documentation shall be submitted within two (2)
weeks of WADA's request.

It is understood that some laboratories already perform routine anti-doping activities
under national legislation not yet in line with the UNESCO convention. Such
laboratories entering WADA probationary phase shall report Adverse Analytical
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Findings and provide annual statistics to WADA as per provisions 4.5.1.5, 5.2.6.10,
and 5.2.6.11.

4.2.3 Plan and implement research activities

The probationary laboratory shall develop a plan for its research and development
activities in the field of Doping Control within a 3 year period including a budget.
The probationary laboratory shall demonstrate in its budget an allocation to research
and development activities in the field of Doping Control of at least 7% of the annual
budget for the initial 3-year period. At least two research and development activities
shall be initiated and implemented within the probationary period. The research
activities can either be conducted by the laboratory or in cooperation with other
WADA accredited Laboratories or other research organizations.

4.2.4 Plan and implement sharing of knowledge

The probationary laboratory shall demonstrate during the probationary period its
willingness and ability to share knowledge with other WADA accredited Laboratories.
The probationary laboratory shall prepare and convey information and knowledge on
at least two specific issues to the other WADA accredited Laboratories within the
probationary period. A description of this sharing is provided in the Code of Ethics
(Annex B).

4.2.5 Professional liability insurance coverage

Probationary laboratories shall provide documentation to WADA that professional
liability risk insurance coverage has been obtained to cover liability to an amount of
no less than 2 million USD annually.

4.3 Obtaining WADA Accreditation

4.3.1 Participate in a WADA accreditation audit

In the last phase of the probationary period WADA will prepare in cooperation with
the laboratory a final WADA accreditation assessment. Compliance with the defined
requirements in the Application of ISO/IEC 17025:2005 to the Analysis of Urine
Doping Control Samples (Section 5) and if necessary, the Application of ISO/IEC
17025:2005 to the Analysis of Blood Doping Control Samples (Section 6) and the
practice and documentation of the laboratory will be assessed. If WADA has
participated in the initial ISO/IEC 17025:2005 assessment, the final WADA
assessment may only consist of a document audit. Otherwise, the audit can be
conducted together with the relevant accreditation body or separately if more
practical. Should an on-site audit take place by WADA, the associated cost shall be
at the laboratory’s expense. Based on the audit, WADA will issue an Audit Report and
submit this to the laboratory. If applicable, the laboratory shall correct identified
non-compliances within defined time-frames and report these to WADA.
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4.3.2 WADA report and recommendation

Based on the relevant documentation from the laboratory, the Audit Report(s) from
WADA representative(s) and the Audit Report(s) from the relevant accreditation
body, WADA will make a final report including a recommendation concerning the
accreditation of the laboratory. The report and recommendation will be submitted to
the WADA Executive Committee for approval. In case that the recommendation is
that the laboratory should not be accredited, the laboratory will have a maximum of
six (6) months to correct and improve specific parts of their operation, at which time
a further report will be made by WADA.

4.3.3 Issue and publication of Accreditation certificate

A certificate signed by a duly authorized representative of WADA shall be issued in
recognition of an accreditation. Such certificate shall specify the name of the
Laboratory and the period for which the certificate is valid. Certificates may be
issued after the effective date, with retroactive effect. A list of accredited
Laboratories will be available on WADA’s website.

4.4 Maintaining WADA Accreditation

4.4.1 Maintain ISO/IEC 17025:2005 accreditation

The Laboratory shall hold an accreditation from the relevant accreditation body, ILAC
full member, signatory to ILAC MRA, according to ISO/IEC 17025:2005 with primary
reference to the interpretations and applications of the ISO/IEC 17025:2005
requirements as described in the Application of ISO/IEC 17025:2005 to the Analysis
of Urine Doping Control Samples (Section 5) and if necessary, Application of ISO/IEC
17025:2005 to the Analysis of Blood Doping Control Samples (Section 6).

4.4.2 Participate in the WADA Proficiency Testing Program

The WADA accredited Laboratories are required to successfully participate in the
WADA PT program. The program is described in more detail in Annex A.

4.4.3 Document Compliance with the WADA Laboratory Code of Ethics

The Laboratory shall annually provide to WADA a letter of compliance with the
provisions of the Code of Ethics (Annex B), signed by the laboratory Director. The
Laboratory may be asked to provide documentation of compliance with the
provisions of the Code of Ethics (Annex B).

4.4.4 Document implemented research activities
The Laboratory shall maintain a plan for research and development in the field of

Doping Control, including an annual budget in this area of at least 7% of the total
annual budget.
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The Laboratory should document the publication of results of the research in relevant
scientific papers in the peer-reviewed literature. The list of scientific papers shall be
made available to WADA upon request. The Laboratory may also demonstrate a
research program by documenting successful or pending applications for research
grants.

The Laboratory shall supply an annual progress report to WADA documenting
research and development results in the field of Doping Control and dissemination of
the results. The Laboratory should also relate research and development plans for
the next year.

4.4.5 Document implemented sharing of knowledge

The Laboratory shall demonstrate their willingness and ability to share knowledge
with other WADA accredited Laboratories. The Laboratory shall supply an annual
report on sharing of knowledge with all other WADA accredited Laboratories. A
description of this sharing is provided in the Code of Ethics (Annex B).

4.4.6 Maintain professional liability insurance coverage

Laboratories shall provide documentation to WADA that professional liability risk
insurance coverage is maintained to an amount no less than 2 million USD annually.

4.4.7 Provide renewed letter(s) of support

Letter(s) of Support, as described in Section 4.1.3, from a National Anti-Doping
Organization or National Olympic Committee responsible for a national Doping
Control program or an International Federation responsible for an international
Doping Control program shall be required in years in which there is an ISO/IEC
17025:2005 re-assessment. For any commitment of less than three years, the
National Anti-Doping Organization or National Olympic Committee responsible for a
national Doping Control program or an International Federation responsible for an
international Doping Control program shall be required to provide letter(s) of support
for the Laboratory every year.

A letter of support from the host organization renewing its three (3) year
commitment to the Laboratory shall also be required in conjunction with each
ISO/IEC 17025:2005 re-assessment or be generated and sent to WADA at least
every two (2) years.

4.4.8 Minimum number of Samples

In order to maintain proficiency, WADA accredited Laboratories are required to
analyze a minimum of 1500 Doping Control Samples per year that are provided by
Testing Authorities following the principles of the World Anti-Doping Program. WADA
will monitor the number of Samples tested by the Laboratory. If the number of
Samples falls below 1500 per year, WADA Laboratory accreditation may be
suspended or revoked in accordance with sections 4.4.12.2, 4.4.12.3 and 4.4.13.
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4.4.9 Participate in WADA/Accreditation Body periodical assessments
and re-assessments

WADA reserves the right to inspect and assess the Laboratory at any time. The
notice of the assessment/inspection will be made in writing to the Laboratory
Director. In exceptional circumstances, the assessment/inspection may be
unannounced.

4.4.9.1 WADA/Accreditation Body re-assessment

The Laboratory must receive ISO/IEC 17025:2005 accreditation
including compliance with the Application of ISO/IEC 17025:2005 for
the Analysis of Urine Doping Control Samples (Section 5) and if
necessary, Application of ISO/IEC 17025:2005 for the Analysis of Blood
Doping Control Samples (Section 6). The assessment team should
include an ISL-trained assessor within the assessment team selected by
the accreditation body for the re-assessment.

Copies of the assessment summary report in English or French as well
as the Laboratory responses shall be sent in a timely fashion to WADA
by the Laboratory. The Laboratory shall also provide a copy of the
ISO/IEC 17025:2005 certificate as soon as obtained from the relevant
accreditation body.

4.4.9.2 Accreditation Body periodical assessment

In years when a periodical ISO/IEC 17025:2005 assessment is required,
the Laboratory shall provide WADA with a copy of any external
assessments and evidence of corrective actions for any non-
compliance(s).

4.4.10 Flexible Scope of Accreditation

WADA accredited Laboratories may modify or add analytes to existing scientific
methods to expand their scope or develop new methods that involve technology
already within the scope of accreditation without the need for approval by the body
that completed the ISO/IEC 17025:2005 accreditation of that Laboratory. To have a
Flexible Scope of Accreditation, the laboratory must have within its quality
management documentation processes for method validation/acceptance,
competence of key personnel, record keeping and reporting.

Any new analytical method or procedure to Doping control requiring expertise and
technology outside the Laboratory scope of accreditation shall be properly validated
by the Laboratory and be determined as Fit-for-purpose by WADA prior to first
implementation by any Laboratory into the field of anti-doping analysis. WADA shall
use whatever means deemed appropriate, including formal consultation with
scientific expert working groups, and/or publication(s) in peer-reviewed scientific
journal(s) to evaluate whether the test is Fit-for-purpose prior to providing approval.
Before applying such a new method or procedure to the analysis of Doping Control
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Samples, but after the approval by WADA, the Laboratory shall obtain an extension
of the scope of accreditation by a relevant accreditation body.

4.4.11 WADA report and recommendation

WADA will annually review Laboratory compliance with the requirements listed in the
ISL. With the exception of re-accreditation and other required on-site assessments,
the annual review may consist of a documentation assessment. WADA may require
documentation from the Laboratory. Failure of the Laboratory to provide timely
information requested in evaluating performance by the specified date shall be
considered a refusal to cooperate and may result in Suspension or Revocation of
accreditation.

WADA will consider the overall, PT and routine, performance of the Laboratory in
making decisions regarding continued accreditation. The Laboratory’s performance
on aspects of the standards described in Section 5 and/or Section 6 (such as turn-
around times, Documentation Package contents, and feedback from customer
organizations) may be considered in formulating such recommendation.

4.4.11.1 Maintenance of accreditation

In the event that the Laboratory has maintained satisfactory
performance, WADA will maintain the accreditation of the Laboratory.

4.4.11.2 Suspension of accreditation

Whenever WADA has reason to believe that Suspension may be
required and that immediate action is necessary in order to protect the
interests of the Anti-Doping Community, WADA may immediately
suspend a Laboratory’s accreditation. If necessary, such a decision may
be taken by the Chairman of the WADA Executive Committee.

Suspension of accreditation may be based on, but not limited to, the
following considerations:

e Suspension of ISO/IEC 17025:2005 accreditation;

e Failure to take appropriate corrective action after an
unsatisfactory performance either in routine Analytical
Testing or in a proficiency test;

e Failure to comply with any of the requirements or standards
listed in WADA ISL and/or Technical Documents;

e Failure to cooperate with WADA or the relevant Testing
Authority in providing documentation;

e Lack of compliance with the WADA Laboratory Code of
Ethics;

e Major changes in key staff without proper and timely
notification to WADA;

e Failure to cooperate in any WADA enquiry in relation to the
activities of the Laboratory;
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e Non-compliances identified from laboratory on-site
assessments;

e Loss of support jeopardizing the quality and/or viability of
the Laboratory.

WADA may decide upon a Suspension of accreditation at any time based
on the results of the PT program or other evidence of serious
deviation(s) of the ISL arising from the routine analysis of Doping
Control Samples.

The period and terms of Suspension shall be proportionate to the
seriousness of the non-compliance(s) or lack of performance and the
need to ensure accurate and reliable drug testing of Athletes. A period
of Suspension shall be up to 6 months, during which time any non-
compliance must be corrected, documented and reported to WADA at
least six (6) weeks before the end of the Suspension period. Delay in
submitting the proper corrective actions may lead to an extension of the
Suspension period. If the non-compliance is not corrected during the
Suspension period, the Laboratory accreditation will be revoked, unless
an extension not to exceed two (2) months is granted by WADA.

In the case of a non-compliance, WADA may suspend the Laboratory
from performing analyses for any Prohibited Substances. If WADA
determines that the non-compliance is limited to a class of Prohibited
Substances, WADA may limit the Suspension to analysis for the class of
compounds in which the non-compliance occurred.

4.4.11.3 Revocation of accreditation

The WADA Executive Committee shall revoke the accreditation of any
Laboratory accredited under these provisions if it determines that
Revocation is necessary to ensure the full reliability and accuracy of
drug tests and the accurate reporting of test results. Revocation of
accreditation may be based on, but not limited to, the following
considerations:

e Loss of ISO/IEC 17025:2005 accreditation or repeated
Suspensions of ISO/IEC 17025:2005 accreditation;

e Systematic failure to comply with the ISL and/or Technical
Documents;

e Serious Laboratory non-compliances identified (e.g. on-site
assessments, documented client complaints, other
enquiries);

e Repeated failure to take appropriate corrective action
following unsatisfactory performance either in routine
Analytical Testing or in a proficiency test;

e A serious or repeated violation of the ISL;
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4.4.12

e Failure to correct a lack of compliance with any of the
requirements or standards listed in the WADA ISL (including
Annex A Proficiency Testing) during a Suspension period;

e Failure to cooperate with WADA or the relevant Testing
Authority during the Suspension phase;

e Recurrent non-compliances to the ISL and/or Technical
Documents and lack of cooperation with WADA;

e Failure to inform clients of Suspension of accreditation;

e A serious or repeated violation of the Code of Ethics;

e Conviction of any key personnel for any criminal offence
committed that is related to the operation of the Laboratory;

e Any other cause that materially affects the ability of the
Laboratory to ensure the full reliability and accuracy of drug
tests and the accurate reporting of results;

e Repeated and/or continuous failure to cooperate in any
WADA inquiry in relation to the activities of the Laboratory;

e Loss of support jeopardizing the quality and /or viability of
the Laboratory.

A Laboratory whose accreditation has been revoked is ineligible to
perform testing of Doping Control Samples for any Testing Authority.

If a Laboratory, whose accreditation has been revoked, should seek a
new accreditation, it shall begin the process as a new laboratory as
described in Section 4.1; unless there are exceptional circumstances or
justifications as determined solely by the WADA Executive Committee.
In the case of exceptional circumstances, the WADA Executive
Committee shall determine what steps shall be followed prior to
granting a new accreditation.

Notification

4.4.12.1 Written Notice

When a Laboratory is suspended or WADA seeks to revoke
accreditation, WADA shall immediately serve the Laboratory with
written notice of the Suspension or proposed Revocation by facsimile,
hand delivery, or registered or certified mail, return receipt requested.
This notice shall state the following:

1) The reason for Suspension or proposed Revocation;
2) The terms of the Suspension or proposed Revocation; and
3) The period of Suspension.

4.4.12.2 Effective Date

A Suspension is immediately effective. A proposed Revocation is
effective thirty (30) calendar days after the date on the written notice
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or, if review is requested, upon WADA'’s decision to uphold the proposed
Revocation. A Laboratory who has received notice that its accreditation
is in the process of being revoked shall be suspended until the
Revocation is made final or is rescinded by WADA. If WADA decides not
to uphold the Suspension or proposed Revocation, the Suspension is
terminated immediately and any proposed Revocation shall not take
place.

4.4.12.3 Public Notice

WADA will immediately notify all relevant national public authorities,
National Accreditation Bodies, National Anti-Doping Organizations,
National Olympic Committees, International Federations, and the
International Olympic Committee of the name and address of any
Laboratory that has had its accreditation suspended or revoked, and the
name of any Laboratory that has had its Suspension lifted.

WADA will provide to any Testing Authority, upon written request,
WADA'’s written decision which upholds or denies the Suspension or
proposed Revocation.

WADA'’s website will be updated regarding a Laboratory’s accreditation
status.

4.4.13 Re-accreditation Costs

On an annual basis, WADA will invoice the Laboratory for a portion of the costs
associated with the re-accreditation process. The Laboratory shall assume the travel
and accommodation expenses of the WADA representative(s) in the event of on-site
inspections.

4.4.14 Issue and publication of Accreditation certificate

If maintenance of accreditation is approved, the Laboratory shall receive a certificate
signed by a duly authorized representative of WADA issued in recognition of such
accreditation. Such a certificate shall specify the name of the Laboratory and the
period for which the certificate shall be valid. Certificates may be issued after the
effective date, with retroactive effect.

4.5 Accreditation Requirements for Major Events

Primarily, Major Event Organizers should consider transporting Samples to the
existing facilities of an accredited Laboratory.

In some cases, the reporting time requirements for a Major Event may require that
the Laboratory facility be located in proximity to the Competition such that Samples
can be delivered by Event Doping Control staff. This may require re-location of an
existing Laboratory for a period of time which shall start sufficiently in advance to
validate operations at the satellite facility and perform the testing for the Event.
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In addition, the Laboratory support for a Major Event may be such that the existing
accredited Laboratory facilities are not adequate. This may require re-location of the
Laboratory to a new facility, the addition of personnel, and/or the acquisition of
additional equipment. The Laboratory Director of the WADA accredited Laboratory
desighated to perform the testing shall be responsible to ensure that proper quality
management system, performance, security and safety are maintained.

In some circumstances, where Samples will be transferred to an existing Laboratory
facility, there must be agreement between the Major Event Organizer and the WADA
accredited Laboratory in regards whether testing requirements such as turn-around
time and the Athlete rights are met for in any eventuality. The Laboratory will,
however, be required to report on staffing and equipment issues as required by
WADA.

If the Laboratory is required to move or extend its operation temporarily to a new
physical location, the Laboratory shall demonstrate a valid ISO/IEC 17025:2005
accreditation with primary compliance with the Application of ISO/IEC 17025:2005 to
the Analysis of Urine Doping Control Samples (Section 5) and if necessary, the
Application of ISO/IEC 17025:2005 to the Analysis of Blood Doping Control Samples
(Section 6) for the new facility (“satellite facility”).

Any methods or equipment unique to the satellite facility shall be validated prior to
the satellite facility accreditation assessment. Any changes to methods or other
procedures in the quality manual shall also be validated prior to the assessment.

The Laboratory shall be responsible for providing WADA with regular and timely
updates on the progress of the testing facilities.

4.5.1 Major Event Testing in the Laboratory Facilities
4.5.1.1 Participate in an initial WADA/Accreditation Body assessment

WADA may perform one or more site visit(s) to the Laboratory facility
as soon as it is available to determine whether the facility is adequate.
Expenses related to such a visit shall be at the Laboratory’s expense.
Particular emphasis will be placed on the adequacy of security
considerations, the physical layout of the space to ensure that adequate
separation of various parts of the Laboratory are maintained, and to
provide a preliminary review of other key support elements and to
assess compliance to the ISL.

4.5.1.2 Complete a Pre-Event Report on Facilities and Staff

The Laboratory shall report to WADA all senior personnel temporarily
working in the Laboratory. The Laboratory Director shall ensure that
these personnel are adequately trained in the methods, policies, and
procedures of the Laboratory. Particular emphasis should be given to
the Code of Ethics and the confidentiality of the results management
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process. Adequate documentation of training of these temporary
employees shall be maintained by the Laboratory.

At least one (1) month prior to start of testing for the Even