WORLD
gy ANTI-DOPING
I AGENCY

INTERNATIONAL STANDARD FOR
LABORATORIES

Draft Version 10.0
December 2018



ANTI-DOPING
AGENCY

WORLD
play true

Table of Contents

Techniecal PDocments

1

)
o

e HCaH D OCH M eI S s s s s e s

T

ES

Sl | arkarc

Tochni
E e I S S B S e S S S S S

2 )

1

10
11
1

I abhaoratorvGuidelines

FarEe e =S 1A A B NS B A A L S L ST

2 2

1

2l Natrac

Tochni
e B S B L 1 = | B A 4 B T I I e

1

S A S L o A L L

1 3_Sample-Analysis

-14

OO e T T OV OO S s s e e s s e s e e

Section2 - Code Provisions

QCCHoH—=

=21
-26

G

*

3.1 Code defined-terms

>

Defined-Terms

ST PEHRC T O S e e e T T T e e e e ey

321G

STANDARDS

CANAIAI—/aIRY =4S AT rr T OO - QOO - OO T T

Eynreccion—of-Interect

(=7aN S R ST e A B B RS S B ST S e

Initinl Accraditatinn CAn

AR LTI Iy RS B 1S LS La e ) e B ) I

oo OTdtoOTy THOCPCHOCHCE s s s s s s e

41 6 L aharatarvy Indenendence

tation

International Standard for Laboratories — Version 10.0 — December 2018

Page 2 of 177




WORLD
ANTI-DOPING
AGENCY

play true

2019-ISL—Version10-0
International Standard for Laboratories — Version 10.0 — December 2018 Page 3 0of 177




ANTI-DOPING
AGENCY

WORLD
play true

521 Coeneral

522 LabhoratorvPerconnel
CC-Tr-=ammi == SAS A R= RS iy 1 B A B B | B

5 3 _Process Raauiraments

SO HOEESSEeQUHEMEetS s e e e e

CStaraan Af Copaning
Cod o e A B ) = A ST

532

7

533—

5 3 4 Coamnln Analycic
EE e == L ) = R = B A I R e

5 3 5 Rociiltc Manaaamant
AT i AN ST A= Lo ag L N Lo A S B B = B L S T

5 41 Oraanization
E I S = B S L B L P = S S B N I

Manasaement Reviews
LM LR =R A = L AN SR A L S S I e

.
iy

+ral
Lo

5. 4.5 Decument G
“Ao—potumhmenRtCoh

5411 Cuctamer Sorvice
T R e LAV ) § L1 aare o g L S I

5 4 J‘Z Comnlainkts
Daun S LRI S 1= L o I N I I I

R.1 Types-of :nAQ..-....-....-....-....-....-.....-....-....-....-....-....-....--....-....-....-....-....-....-.....-..

HYPESBHEI

=+

6123 Fdueational-EOAS

A TEeam =S 1= A Sle 15 AT b = | e T T

International Standard for Laboratories — Version 10.0 — December 2018

Page 4 of 177




WORLD
ANTI-DOPING
AGENCY

play true

PART ONE: INTRODUCTION, CODE PROVISIONS AND DEFINITIONS ...oooiiiiiciiiiie e 7
1.0 Introduction, Scope and ReferenCes ........ccouoveieeiiiiiitie et it 7
1.1 The ISL and the World Anti-DOPING-PrOgram ..........uiiieeniiieee i sieaibe e 7

1.2 WADA Laboratory StANCArdS ...... e ittt ettt 8
1.2.1 TechniCal DOCUMENTS. .....uiiib it eie ittt ettt 8

122 TeChNICAl LOMEIS ..ttt ettt i 9

1.2.3 Laboratory GUIAEHNES ...........ccciuiie e iitdeeseres s sei i et e e s eetcetiieeeeeseiieeeeeeeseieees 10

124 TEeChNICAI NOES ....iiiiitiiiiiii i ettt ettt 11

1.3 SamPIle ANAIYSIS ...ttt i 11

1.4 Laboratory Accreditation Framework and Laboratory Approval for the ABP ........c.cccccceeeeenenee. 12

2.0  COdE PrOVISIONS oottt ettt i et ettt ettt 14
3.0 Terms and DefinitiONS wiiiiuieieiiiiiit ittt 21
3.1 Code defiNed tEIMS .. .o ittt bttt 21

3.2 ISL DEfINEE TOIMIS. ...tttk ettt ettt ettt i 26

3.3 International Standard for Testing and Investigations (ISTI) Defined TermMs .......ccoccoeeiiinneene 34

PART TWO: LABORATORY ACCREDITATION REQUIREMENTS AND OPERATING STANDARDS 36

4.0 Process and Requirements for WADA Laboratory Accreditation .........ocooeveeiiiiieiiiiiieiieiinne, 36

4.1 Applying for a WADA Laboratory ACCreditation ...........oueiiiiiiiiiiiiieiiiiiiiiiiiieiiiiiiiciciees 36

4.1.1 EXPression Of INTEreSt ......ueeiiiiiiiiiiiiiii i 36

4.1.2 Submitting Initial APPlICAtioN FOIM.....uceiiiiiiiiiiiiie i 36

4.1.3 Provision of Letters of SUPPOIM ... .. e ittt ieiitiiie e eee e e ieitiee e e eesiiieeeeeseie e eisirreeeeseinsens 36

4.1.4 Provision of BUSINESS PIAN .....cciiiiiiiiiiiiiiiiiiiiiiiiiiiiiieieieiei i 37

4.1.5 Description of the Candidate Laboratory ............ccuceeieiiiiiiiieiiiiiiiiiiciiiiieiiieenen 37
2019-ISL—Version10-0

International Standard for Laboratories — Version 10.0 — December 2018 Page 5 of 177




WORLD
ANTI-DOPING
AGENCY

play true
4.1.6 Initial Accreditation FEe.......couuiiiiiiiiiiiiis i 38
4.1.7 Laboratory Independence and Impartiality .......ccccoooieiiiiieiiiiiiiiiiiiiiieeeeiiiiiieeeeeseiieens 38
4.1.8 Compliance with the Code of Ethics (ISL ANNEX A).uueviiiiiiiiiiiieiiiiiiieeeeeeeeeiiiiieeeeans 38
4.2 Preparing for WADA Laboratory ACCreditation ............oueiuiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiei e 39
4.2.1 Pre-Probationary Test and On-Site ASSESSMENt.........ceviiiiiiiiiiiiiiiiiiiiiiiiiiiieeee 39
4.2.2 Probationary Phase of WADA AcCCreditation...........ciieiiiieiiiiiiiiiiiiiciiiiiieieee 40
4.3 Obtaining WADA ACCIEAIAtION.......uueeeieiiiiiieei e ee it ieieeeeeeeiiieee e st seisieeessreeeesenrseeeeeesiinrrereeeeaeas 42
4.3.1 WADA Accreditation ASSESSMENT .. ...ieriiiiiiiiiieeidinieiiieiiiiiiiiiiieiieiiei i 42
4.3.2 WADA Recommendation for AcCreditation ...t ieeieeiiiiiiiiiiiiiiiiciiciiciecs 44
433 Issuing and Publishing of WADA Accreditation Certificate ............ccocoovieviiiiiireinnns 44
4.4 Maintaining WADA ACCIeditatioN ... ..uuuiiiiiiuieess s idieseebereeeeseiisseeeeesesnsabieeesseesesissrerseesenseeeseeesinns 45
4.4.1 Payment of Host Country’s Annual Financial Contribution to WADA ...........c............ 45

4.4.2 Maintaining ISO/IEC 17025 Accreditation
4.4.3 Participate in the WADA EQAS Program

4.4.4 Laboratory Independence and Impartiality ooeiceieseeieiiiiiiieiiiiiiiiiecieieees 46
445 Documenting Compliance with the WADA Laboratory Code of EthicS...................... a7
4.4.6 Documenting Implemented Research and Development ActivitieS............ccoceeeenee.. 48
4.4.7 Documenting Implemented Sharing of Knowledge. ...t iiiiiiieeeiiiieiiiiiiieeeeeeins 48
4.4.8 Maintaining Professional Liability Insurance COVerage ...........c..cceeiveiiiiiiviieiiiiinnee. 48
4.4.9 Minimum Number of SAMPIES. ..o 49
4.4.10  Publication of Fee SChedUIe .............iuiiueiiiiiiiiiiiiiiiieiiiiiiiie i 49
4.4.11 _ Participating in_ WADA / Accreditation  Body Reassessments and Continuous
Assessments during the Accreditation CYCle...........coueeiiiiiiiiiiiiiiiiciiciiciiiiec, 49

4.5 Removal Of SAMPIES. it ittt 51
45.1 Removal of Samples for Further ANalySis ........cooeiiiiiiiiiiiiiiiiiiiiiiciiieiiieen 51
45.2 Removal of Samples for Laboratory Quality ASSeSSMeNt ......cccceveeiiiiiiiiiiiiiiiieenes 51

4.6 WADA Monitoring of Accreditfation StatUs ...........ooccceeeieiiiiiiieeiieiieeeieiiee e e e iiiie e e eeeeeeeiiieeeeeeans 52
4.6.1 Maintenance of WADA ACCreditation ...........couiiiiiiiiiiiiiiiiiiiiiiiieieieii i 52
4.6.2 Re-accreditation COSES......uouuiieeiiiiiiiiiiii ettt it 52
4.6.3 Issuing and Publication of Accreditation Certificate..........c.ccveiiiciiiiiiiiiiiiiiiiiiene 52
4.6.4 Loss of WADA ACCreditation .........uuueiiiiiiiiiiiiiiiiiieiii ittt 52
4.6.5 Consequences of Suspended or Revoked Accreditation or Analytical Testing
RESHICHON ..ttt e 60

4.6.6 Reinstatement of Suspended Accreditation or lifting of the Analytical Testing
RESHICHON ..ttt e 66

4.7 Accreditation Requirements for Major EVENES .......cciuieiiiiiiiiiiiiee et iiiiiiee e esiiiieeeeeesiiisiieeeeeeans 69

2019-ISL—Version10-0

International Standard for Laboratories — Version 10.0 — December 2018 Page 6 of 177




WORLD
ANTI-DOPING
AGENCY

play true
4.7.1 Major Event Analytical Testing in the Laboratory Facilities ..........c.cccvceiiiiciiiniennee., 69
4.7.2 Major Event Analytical Testing in “Satellite” Laboratory Facilities ............ccccveeeiennnn... 71
4.7.3 Monitoring and Assessment during a Major EVENt ......cccvveeieieiiiieeieiiiieieiiiiieeeeeeines 72
4.8 Approval of non-WADA-accredited Laboratories for the ABP ...........ccocueeiiiiiiiiiiiiiiiiiiiie 73
4.8.1 Process for Approval of non-WADA-accredited Laboratories for the ABP................ 73
4.8.2 Maintenance of Status as a WADA-approved Laboratory for the ABP ..................... 76
5.0 Application of ISO/IEC 17025 to the Analysis of SAMPIES......iuiiiiiuuiiiiiiiiiiiii e e 78
5.1 INtroduction and SCOPE .....ueiuuiiiiiiiiiiiii ittt ittt ettt 78
5.2 Structural and Resource REQUIrEMENES ......cveuieieiee i leiiiiie s iiiiisi s 78
5.2.1 GENEIAL ettt e 78
5.2.2 Laboratory PerSONNEl ... ... ciieueee s de i et eeee e e e see et eeeeeesenreeeeeeeseneeees 78
5.2.3 Laboratory facility and Environmental ConditionS...........ccevevieiiiiiiiine i 81
5.3 ProcesS REQUINEIMENTS ...uuueiiiiiiiiieeiiieiiisiiesieeeesesenessieseeesesihessanahensssesseeesesssessssasnatiressseeeeseaasens 85
53.1 Reception, Registration and Handling of Samples ..............cc.coceeiioiiciiiiiiiiiiiieenes 86
5.3.2 Storage of SAMPIES ......iuiiiie ittt 89
5.3.3 Use, Transfer or Disposal of Samples .ov....ooviveeiiiiitiiiiiiiiiiciiiiciiceeci 95
5.34 SaAMPIE ANAIYSIS . ..ot ietie e e e i et e e e et e et e e s et ee e e e e inreeereeeeaas 97
5.35 ReESUItS MANAGEMENE L. ......iiiiieiieee e cdheeieiee e e e st ittt e e et e e iete e eeeesiieeeeeeesnns 123
5.4 Management REQUIFEMENTS .....iiiuiieiiiiieiii it ettt ettt 129
54.1 O QAN ZATIOM cuthe et siina ettt ettt 129
5.4.2 Assuring the Quality of Analytical RESUIS wi.....covvveiieiiiiiiiiieecie i st 129
54.3 ManNagemMENt REVIBWS .........ciueeeisiesesisiie e eeteeeiesiteeeeeeeseetseseeeeiess seebeeeseeesanssseeseeesanns 130
5.4.4 DOCUMENt CONEFON ...ttt ittt 130
5.45 Control and Storage of Technical RECOrdS.........uouiiiiiiiiiiiiiiiiiiiiiiiiiiiiiieeees 131
5.4.6 Control of Nonconformities in Analytical TeStNG ....c.ccoveeieeiiiiiiiiiiiiiiiciiciieiees 131
5.4.7 Reviewing of Requests, Tenders and CONtracts ..........cccoceeeiiiiiiiiiiiiiiiiiiciieeenes 131
5.4.8 Subcontracting Of ANAIYSIS. ... ..cciiuiiiiii i et e s e e e e s eeieibeer e e e s ierreeeeeas 132
5.4.9 Purchasing of Services and SUPPHES .......ooieiiiiiueeiiiiiiiiiiiiiee e ee e 132
5.4.10 Cooperation with Customers and With WADA .......ccoeoiiiiiiiiiiiiiiiiiiiiiiiiecieiis 133
5.4.11 COMPIAINES ..ttt e 134
6.0  WADA External Quality Assessment Scheme (EOQAS) ..ottt eeeesiiiieeeeeeanes 135
6.1 TYPES Of EQAS ..ottt ettt ettt et e ettt e e e e e et e et e ettt e et eet e eeee s et rrereeeaaans 135
6.1.1 BlNd EQAS ...t 135
2019-ISL—Version10-0

International Standard for Laboratories — Version 10.0 — December 2018 Page 7 of 177




WORLD
ANTI-DOPING
AGENCY

play true
6.1.2 Double-Blind EQAS.....c.uiiiiiiiiiiiees ittt 135
6.1.3 Educational EQAS .....uuiiiiiiiiiiiii et ettt ettt e e st e e e e e e i rrrreaeaae e 135
6.2 EQAS Sample Number and COMPOSITION. .....eiiiiiiitiieieieiiiieeeieeeeeeiiiieeeesesiiireeeeieeeeeniieeeeeaians 136
6.2.1 Number of EQAS SAMPIES ...occuviiiiiiiiiiiiiiiiii it 136
6.2.2 Composition of EQAS SaMPIES .....ueeuiiiiiiiiiiiiiiiiiiieiiiiieciiiiieci e 136
6.3 Laboratory Analytical Testing Procedures Used in EQAS .......coooioiiiiiiiiiiiiiiiiiiiiiiiie, 138
6.4 Reporting 0f EQAS I€SUIS. ... .ottt ettt sttt et e ettt eeeeeseisreeeeeeeiisreeeeseeeaeas 139
6.4.1 Reporting Blind EQAS RESUIES ....veiiiiiiiiiiiiiieieiiedeeeieiai e eeiiieeeeseeaeiiiiee e 140
6.4.2 Reporting Double-Blind EQAS RESUIS..........obiiiiiiniiiiiiiiiiiiiiiiiiiiiiiieieie 140
6.4.3 Reporting Educational EQAS RESUILS........tuiiiiiiiiiiiiiiie i 140
6.4.4 Reporting Results for EQAS Samples Containing Non-Threshold Substance........ 140
6.4.5 Reporting Results for EQAS Samples Containing Threshold Substances.............. 141

2019-ISL—Version10-0
International Standard for Laboratories — Version 10.0 — December 2018 Page 8 of 177




WORLD
ANTI-DOPING
AGENCY

play true

7.0 Evaluation of Laboratory EQAS and Routine Analytical Testing Performance ..................... 142
7.1 Evaluation of EQAS RESUIS .....iviitiiiiiiiiiiiiiiiiiis ittt 142
7.1.1 EQAS Samples Containing-Non-Threshold Substances...........ccccccccvvvicveiiciveeenens 143
7.1.2 EQAS Samples Containing Threshold Substances.............ocoeoiieiiiiiiiiiiiiiiinns 143
7.2 Evaluation of Laboratory PerforMance ...........coivuuiiiiiiiiiiiiiiiiiiiceiiiiiiiii i 146
7.2.1 False Adverse Analytical FINAING .......cccueiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiieiee e 146
7.2.2 False Negative FINGING ......oivaitiiiiiiiiiiii it 154
7.2.3 Further Procedural EValUatiONS ........c.ccioiiiiiiiiiiiiiiiiiiiiiiiiii s 156
7.3 _Overall Laboratory EVAIUAION ... ....eeiii it e et e e e e e e ee it eeeeeeisreeeeeeeanees 156
ISL Points Scale Table for Assessment of Laboratory and Probationary Laboratory
PerformanCe.. e o ettt 157
7.4 Probationary Period and Probationary Laboratory Evaluation ............ccceeeieeiciiiiniiiiiiiiiienee, 160
74.1 Analytical Testing Procedures Utilized by Probationary Laboratories for the Analysis of
EQAS SAMDIES ittt ittt e ettt e e e ettt et e e e it e e e e e e et e eeeaeabrrreereraeaas
7.4.2 False Adverse Analytical FINding RESUIL........ooiiiiiiiiii i eeieeseeereeereeeeeeeeees
7.4.3 False Negative FINCING .....ocoiiiiiiiiiiiiiiiii ittt
7.4.4 Threshold Substance ReSUIt.........couiiiiiiiiiiiiii i
745 Overall Probationary Laboratory Evaluation
2019-ISL—Version10-0

International Standard for Laboratories — Version 10.0 — December 2018 Page 9 of 177




WORLD
ANTI-DOPING
AGENCY

play true
PART THREE: ISL ANNEXES .ottt ettt ettt ettt e e e s e 163
ISL ANNEX A - CODE OF ETHICS FOR LABORATORIES and WADA-APPROVED LABORATORIES
FOR THE AB P ittt ettt ettt ettt ettt ettt ettt et ettt et e e e e 163
1.0 CONFIAENTIAIILY L.eeiiieiitieee e i ittt et e e ettt et e e e e et ettt e e et eaetsseeeeesaassseesseseeesansseeeeeesanseees 164
2.0 Research in Support of DOPING CONIOl.....uiieiiiiiiiiiiiiiiiie it 164
2.1 Research on HUmMan Subjects .........ccceviiiiiiiiiiiiiiiciiiiciiiie 164
2.2 Controlled SUDStANCES .....vviuiiiiiiiiiiiiiii it 164
3.0 ANAIYSIS. ..ttt e 165
3.1 Analytical Testing for Anti-Doping Organizations .......oie...oeiieiiieeeeeiiiieiiiiiiieees s 165
3.2 Clinical or FOrensic ANAIYSIS .....ocuuueees s deetie e eeeeiee e asaathae e e s eeenieeieeeeeseeeneeeeess 165
3.3 Other Analytical ACVItIES .......ccviioiiniiiiieiiiiiiiii ittt 166
3.4 Sharing of KNOWIEAQE .....c.veiuiiii ittt 167
4.0 Duty to Preserve the Integrity of the World Anti-Doping Program and to Avoid any Detrimental
CONAUCT ..ttt ettt ettt 167
5.0 Breach and ENfOrceability...........oiuueiieiiuneiiiiiiiiiie ittt 168

ISL_ ANNEX B - PROCEDURAL RULES FOR THE ‘DISCIPLINARY COMMITTEE OF THE
INTERNATIONAL STANDARD FOR LABORATORIES

Preamble .. e

PART | - Composition of the ComMMIttee . .. .ooovveeiiiiithii i

PART Il - GENEral PrOVISIONS ...iiueiiiiieiiieiiieiiae et ettt ettt ee e

PARTII - Scope of the Committee’s REVIEW .......civeiiiiiuuiiiiiiiiiiiiiiiiiiiiiiiiiicieie i
PART IV = RECOMMENAAION ettt ittt ettt e

2019-ISL—Version10-0
International Standard for Laboratories — Version 10.0 — December 2018 Page 10 of 177




WORLD
ANTI-DOPING
AGENCY

play true

PART ONE: INTRODUCTION, CODE PROVISIONS AND DEFINITIONS

1.0 Seetiofn—t—Introduction, Scope and References

1.1 The ISL and the World Anti-Doping Program

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),

e _International Standards (Level 2), and

e Models of Best Practice and Guidelines (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 have been and 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 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, governments_and other relevant stakeholders.
International Standards and all revisions will be published on the WADA website and shall become
effective on the date specified in the International Standard or revision.”

The main purpose of the International Standard for Laboratories (ISL) is to ensure that Laboratories and
WADA-Approved Laboratories for the ABP report valid test results and-based on reliable evidentiary
data, and to achieve,—asmuch—as pessible;facilitate harmonization in Analytical Testing from at}
Laberateries:Laboratories and in the analysis of ABP blood Samples from Laboratories and WADA-
Approved Laboratories for the ABP.

The ISL sets out the requirements fe+(o be followed by Laboratories and WADA-Approved Laboratories
for the ABP that wish to demonstrate that they are technically competent, operate within an effective
Quality Management System, and are able to produce forensically valid results. The ISL includes, inter
alia, requirements for obtaining and maintaining WADA Laboratory accreditation and \WADA laboratory
approval for the ABP, operating standards for Laberaterythe performance of Laboratories and WADA-
Approved Laboratories for the ABP and a description of the accreditation precessand approval
processes.

Compliance with the ISL (as opposed to another alternative standard, practice or procedure) shall be
sufficient to conclude that the procedures covered by this International Standard were performed
properly. A Laboeratery’sfailure by a Laboratory or WADA-Approved Laboratory for the ABP to follow a
requirement in effect at the time of Analytical Testing, which has subsequently been eliminated from this

20490 IS \ersi

an—10-0 w2
A\ v y ) = vETrSTIOn——1TUoo 7
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ISL or applicable Technical Document or Technical Letter at the time of a hearing shall not serve as a

defense to an Anti-Beping-Rule-Vielatienanti-doping rule violation.

1.2 WADA Laboratory Standards

WADA will publish specific technical requirements in a Technical Document or Technical Letter. In
addition, WADA may also provide Laboratories, WADA-Approved Laboratories for the ABP and other
stakeholders with specific technical guidance and advice in the form of Laboratory Guidelines or
Technical Notes.

1.2.1 Technical Documents

stakeholders on specific technical or procedural issues;. Technical Documents are modified and/or
withdrawn by WADA as appropriate.

e Technical Documents are approved by the WADA Executive Committee (ExCo) and published on
WADA’s website. Once approved, a Technical BecumentsDocument supersedes any previous
publication on a similar topic * and becomes an integral part of the I1SL;.

e Implementation of the requirements detailed in a Technical Document may occur prior to the
effective date for implementation specified in the Technical Document, and shall occur no later than
the effective date 3;-.

1- WADA will provide guidance to Laboratories, \WADA-Approved Laboratories for the ABP and other WADA
stakeholders on what other standard(s) may be affected by a new Technical Document or Technical Letter in the
Summary of Madifications that accompanies the publication of the revised version of the Technical Document- or
Technical Letter.

3 A failure by a Laboratory or WADA-Approved Laboratory for the ABP to implement a Technical Document or

Technical Letter after the effective date may result in the imposition of an Analytical Testing Restriction against the

20191St—Versiogph 66— —— 8
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e The implementation of the requirements of WADA Technical Documents into the Laboratory’s and,
if relevant to the analysis of ABP blood Samples, WADA-Approved Laboratory for the ABP’s
Management System is mandatory for obtaining and maintaining WADA accreditation or approval,
respectively, and for the application of the relevant Analytical Testing Procedure(s) to the analysis of
Samples.

e In cases when the-mestrecenthya newly approved version of a Technical Document irply-—the
deerease-oflowers either the Decision Limit for a Threshold Substance or-6f the reporting limit for a
Non-Threshold Substance, as applicable, the revised limits specified in the new Technical Document
shall not be applied to the reporting of analytical results for Samples collected before the effective date
of the Technical Document.

e The most recently approved Technical Document shall be applied immediately—to Analytical
Testing of Samples if it would lead to a result that benefits the Athlete (e.g. increase of the Decision
Limit for a Threshold Substance or of athe reporting limit for a Non-Threshold Substance, establishment
of more stringent identification criteria for chromatographic-mass spectrometric or electrophoretic
Confirmation Procedures};—).

e Subject to the above, the analysis of Samples or the review of analytical data fymay occur based

enrimmediately once a rewly-appreved-Technical Document immediatelyupenitsapprovathas
been approved.

1.2.2 Technical Letters

Laboratory for that particular Analytical Testing Procedure or the Suspension of the Laboratory’'s WADA
accreditation, or the suspension of the approval for the ABP, respectively, as determined by WADA.

Laboratories and WADA-Approved Laboratories for the ABP may implement thea Technical Document as soon as
it is approved by the WADA Executive Committee and postedpublished on WADA's website, providing that the
requirements of the Technical Document have been implemented and documented in the Laboratory’s or WADA-
Approved Laboratory for the ABP’s Standard Operating Procedure(s) [SOP(S%

)] If a Laboratory or WADA-Approved Laboratory for the ABP is not able to implement a new Technical Document
by its effective date, it shall inform its clients as soon as possible. The Laboratory or WADA-Approved Laboratory
for the ABP shall also send a written request to WADA for an extension beyond the applicable effective date,
providing the reasons for the delayed implementation of the Technical Document, any measures taken to ensure
that Samples received in the Laboratory or WADA-Approved Laboratory for the ABP will be subject to Analytical
Testing in compliance with the new Technical Document (for example, by subcontracting analysis to another
Laboratory or WADA-Approved Laboratory for the ABP, as applicable), as well as plans for the implementation of
the new Technical Document.

2010 1< \aorcion—10-0 Q
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e Technical Letters are issued in letter format frem—time—to—timeon an ad-hoc basis in order to
provide direction to the Laboratories, \WADA-Approved Laboratories for the ABP and other
stakeholders on particular issues on the analysis, interpretation and reporting of results for specific
Prohibited Substance(s) and/or Prohibited Method(s) or on the application of specific Laboratory
procedures;. Technical Letters are modified and/or withdrawn by WADA as appropriate.

e Technical Letters are approved by the WADA ExCo and published on WADA'’s website. Technical
Letters become effective immediately, unless otherwise specified-by WADA °.

e Once approved, a Technical Letter supersedes any previous publication on a similar topic * and
becomes an integral part of the ISL.

o The Laberatery—shall—incerporateimplementation of the requirements of AADArelevant
Technical Letters into itsthe Laboratory’s and, if relevant to the analysis of ABP blood Samples, WADA-
Approved Laboratory for the ABP’s Management System isimandatory for obtaining and maintaining
WADA accreditation or _approval, respectively, and for the application of the relevant Analytical
ory—procedures,—as—applicable-Testing Procedure(s) to the

analysis of Samples.

1.2.3 Laboratory Guidelines

5 Technical Letters may require_actions [(e.g. validation of new Analytes or modifications to Analytical Testing

Procedures, the procurement of Reference Material(s) or Reference Collection(s)], which may justify that its
application cannot be immediate. In such cases, WADA shall make a time provision for implementation and specify
an effective date for the Technical Letter.

If a Laboratory or WADA-Approved Laboratory for the ABP is not able to implement a new Technical Letter by its
effective date, the Laboratory or WADA-Approved Laboratory for the ABP shall send a written request to WADA for
an extension beyond the applicable effective date, providing the reasons for the delayed implementation of the
Technical Letter, any measures taken to ensure that Samples received in the Laboratory or WADA-Approved
Laboratory for the ABP will be subject to Analytical Testing in compliance with the new Technical Letter (for example,
by subcontracting analysis to another Laboratory WADA-Approved Laboratory for the ABP, as applicable), as well
as plans for the implementation of the new Technical Letter.

2049 1<) \arcion—10-0 10
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e Laboratory Guidelines are issued,—rodified-and/ordeleted-by- WADA-asappropriate in order
to provide direction to the Laboratories, WADA-Approved Laboratories for the ABP and other WADA

stakeholders on new anatytical-methedsAnalytical Methods or procedures approved by WADA-but
i tes+. Laboratory Guidelines are modified and/or deleted by

WADA as appropriate.

e |aboratory Guidelines are approved by the WADA Laboratory Expert Group (LabEG) and become
effective immediately following publication on WADA’s website.

e Implementation of Laboratory Guidelines is not mandatory. However, Laboratories and \WADA-
Approved Laboratories for the ABP are encouraged to follow, to the fullest extent possible, the
recommendations of best practice included in relevant Laboratory Guidelines.

1.2.4  Technical Notes

e Technical Notes are issued to Laboratories to provide-detailed technical guidance on the
performance of specific Analytical Methods or procedures.

e Technical Notes are approved by the WADA LabEG. Technical Notes are provided to Laboratories
only and are not published on WADA'’s website.

¢ Implementation of the recommendations detailed in Technical Notes is not mandatory. However,
Laboratories are encouraged to follow, to the fullest extent possible, the technical guidance included in
Technical Notes.

1.3 Sample Analysis

Sample analysis is part of the Analytical Testing process and involves the detection, identification, and
in some cases demonstration of the presence above a Threshold of Prohibited Substance(s) and/or their
Metabolite(s), or Marker(s) of Use of Prohibited Substances or Prohibited Methods in human biological
fluids or tissues.

Laboratories may undertake other forms of analysis, withinsubject to the Hmitsprovisions of the Code
of Ethics (see Annex A of the |SL), which are not under the scope of WADA accreditation (e.g. animal
sports testing, forensic testing, clinical testing, drugs of abuse testing). Any such testing shall not be
covered by the Laboratory’s WADA accreditation and, therefore, shall not be subject to the requirements
of the ISL, Technical Documents or Technical Letters. For the avoidance of doubt, Laboratory Test
Reports, Certificates of Analysis or other documentation or correspondence shall not declare or represent
that any such testing is covered under the Laboratory’s WADA accreditation status.

2691 st—vefsipnt66Hn  / i " 770/ 0 0m2—0——————————————— 1%
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WADA-Approved Laboratories for the ABP_may undertake other forms of analyses, which are not within
the scope of the WADA approval (e.g. forensic testing, clinical testing, drugs of abuse testing). For the
avoidance of doubt, Test Reports, Certificates of Analysis or other documentation or correspondence
from WADA-Approved Laboratories for the ABP shall not state or represent that any such testing is
covered under their WADA approval status.

1.4 Laboratory Accreditation Framework and Laboratory Approval for the ABP

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).

o Part Two of the ISL describes the requirements necessary to obtain and maintain WADA
accreditation and the procedures involved to fulfill Erethese requirements: (Section 4). It also includes
the application of ISO/IEC- 17025 _© to the field of Doping Control (Section 5) and eeseribesa
description of the WADA External Quality Assessment Scheme (EQAS},—irchiding perfermance

eriteria—necessary-to-maintainWADBAacereditation:) (Section 6) as well as the procedures to
evaluate the Laboratory EQAS and routine Analytical Testing performance by WADA (Section 7). The

purpose of this sectionPart of the document is to faciitateenable the consistent application ané
assessment-of ISO/IEC- 17025 and the-|SL-specific #44DA-requirements to Analytical Testing for
Analytical-Festing-within-Doping Control by Laboratories, as well as to facilitate the assessment
of Laboratory compliance by Accreditation Bodies that—are—International—Laberatery
Acereditation—Cooperation {HAC)full-members-and aresignateriesto—the HAC Mutual
Recognition-Arrangemenrt (HFACMRA)-WADA.

Section 4 of the ISL also describes the requirements necessary to obtain_and maintain WADA
approval for the ABP.

e Part Three of the ISL includes all Annexes. Annexes A (Code of Ethics) and B (Procedural Rules)
describe the ethical and legal standards required for continued WADA accreditation of the Laboratory
or continued approval of the laboratory for the ABP.

In order to harmonize the accreditation of Laboratories to the requirements of ISO/IEC- 17025 and of
WADA-Approved Laboratories for the ABP to the requirements of ISO/IEC 17025 or ISO 15189, as well
as the WADA-specific requirements for accreditation_or approval, Accreditation Bodies are required to
use the ISL, including the applicable Annexes, Technical Documents, Technical Letters and Laboratory
Guidelines as reference documents in their assessment process.

Maintenance of a Laberatery’slaboratory’s accreditation or approval by WADA is based on satisfactory
performance in the WADA EQAS and routine Analytical Testing. A—Laberatery’sThe EQAS

6 CurrentEffective version of ISO/IEC- 17025.
20091St—Versiogph 16— ——————————————————————————————————12.
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performance of Laboratories and WADA-Approved Laboratories for the ABP is also continually monitored
by WADA and reviewed as part of their ISO/IEC- 17025 or ISO 15189 Accreditation Body assessment
process-, as applicable. Therefore, a—taberatery's EQAS+esultsthe Laboratory or WADA-Approved
Laboratory for the ABP shall not be subject to challenge or to demands to produce Laberatery-EQAS
resultsdata or related EQAS documentation by third parties.

Terms defined in the Code, which are included in this standard, are written in Italics.
Terms, which are defined in the ISL or other International Standards, are underlined.

Other terms are used in the ISL and other WADA Laboratory standards as follows:

e “Shall’ is used to indicate a mandatory obligation;

e “Should” is used to indicate a strong recommendation for best practice;

e “May” is used to indicate an optional practice or standard;

e “Can’is used to indicate a possibility or a capability.
2019-1SE—\Version10-0 13
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2.0 Seetion—2—-Code Provisions

The following artictesArticles in the Code directhyaddressare addressed in the ISL:

e Code ArtieleArt. 2 ANTI-DOPING RULE VIOLATIONS

2049 1<) \arcion—10-0 14
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e Code ArtieleArt. 4 THE PROHIBITED LIST

e Code Art. 6 ANALYSIS OF SAMPLES

2019 1S
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e Code ArtieleArt. 10 SANCTIONS ON INDIVIDUALS

e Code Art. 13 APPEALS
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3.0 Terms and Definitions

3.1 Code defined terms

ADAMS

Adverse Analytical
Finding

Adverse Passport
Finding

Anti-Doping
Organization

Athlete

The Anti-Doping Administration and Management System is a Web-
based database management tool for data entry, storage, sharing, and
reporting designed to assist stakeholders and WADA in their anti-
doping operations in conjunction with data protection legislation.

A report from a WADA-accredited laboratory or other WADA-approved
laboratory that, consistent with the International Standard for
Laboratories and related Technical Documents, identifies in a Sample
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.

A report identified as an Adverse Passport Finding as described in the
applicable International Standards.

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, other Major Event Organizations
that conduct Testing at their Events, WADA, International Federations,
and National Anti-Doping Organizations.

Any Person who competes in sport at the international level (as defined
by each International Federation) or the national level (as defined by
each National Anti-Doping Organization). An Anti-Doping Organization
has discretion to apply anti-doping rules to an Athlete who is neither an
International-Level Athlete nor a National-Level Athlete, and thus to
bring them within the definition of “Athlete.” In relation to Athletes who
are neither International-Level nor National-Level Athletes, an Anti-
Doping Organization may elect to: conduct limited Testing or no
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Athlete Biological
Passport (ABP)

Atypical Finding

Atypical Passport
Finding

CAS

Code

Testing at all; analyze Samples for less than the full menu of Prohibited
Substances; require limited or no whereabouts information; or not
require advance TUEs. However, if an Article 2.1, 2.3 or 2.5 anti-doping
rule violation is committed by any Athlete over whom an Anti-Doping
Organization has authority who competes below the international or
national level, then the Consequences set forth in the Code (except
Article 14.3.2) must be applied. For purposes of Article 2.8 and Article
2.9 and 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 is an
Athlete.

[Comment: This definition makes it clear that all International- and National-
Level Athletes are subject to the anti-doping rules of the Code, with the precise
definitions of international- and national-level sport to be set forth in the anti-
doping rules of the International Federations and National Anti-Doping
Organizations, respectively. The definition also allows each National Anti-
Doping Organization, if it chooses to do so, to expand its anti-doping program
beyond International- or National-Level Athletes to competitors at lower levels
of Competition or to individuals who engage in fitness activities but do not
compete at all. Thus, a National Anti-Doping Organization could, for example,
elect to test recreational-level competitors but not require advance TUEs. But
an anti-doping rule violation involving an Adverse Analytical Finding or
Tampering results in all of the Consequences provided for in the Code (with
the exception of Article 14.3.2). The decision on whether Consequences apply
to recreational-level Athletes who engage in fithess activities but never
compete is left to the National Anti-Doping Organization. In the same manner,
a Major Event Organization holding an Event only for masters-level
competitors could elect to test the competitors but not analyze Samples for
the full menu of Prohibited Substances. Competitors at all levels of
Competition should receive the benefit of anti-doping information and
education.]

The program and methods of gathering and collating data as described
in the International Standard for Testing and Investigations and
International Standard for Laboratories.

A report from a WADA-accredited laboratory or other WADA approved
laboratory, 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.

A report described as an Atypical Passport Finding as described in the
applicable International Standards.

The Court of Arbitration for Sport

The World Anti-Doping Code.
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Competition

Consequences of

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

An_Athlete’s or other Person’s violation of an anti-doping rule may

Anti-Doping Rule

result in one or more of the following: (a) Disqualification means the

Violations
(“Consequences”)

Athlete’s results in a particular Competition.or Event are invalidated,
with_all resulting Consequences including forfeiture of any medals,

Doping Control

Event

In-Competition

Ineligibility

2089 Sst—versioh 06— ——n — ————————————————————————— 23

points and prizes; (b) Ineligibility means the Athlete or other Person is
barred on account of an anti-doping rule violation for a specified period
of time from participating in any.Competition or other activity or funding
as provided in Article 10.12.1; (c) Provisional Suspension means the
Athlete or other Person is‘barred temporarily from participating in any
Competition or activity prior to the final decision at a hearing conducted
under Article 8; (d) Financial Consequences means a financial sanction
imposed for an anti-doping rule violation or to recover costs associated
with an anti-doping rule violation; and (e) Public Disclosure or Public
Reporting means the dissemination or distribution of information to the
general public or_Persons. beyond those Persons entitled to earlier
notification in accordance with Article 14. Teams in Team Sports may
also be subject to Consequences as provided in Article 11.

All steps and processes from test distribution planning through to
ultimate disposition of any appeal including all steps and processes in
between such as provision of whereabouts information, Sample
collection and handling, laboratory analysis, TUEs, results
management and hearings.

A series of individual Competitions conducted together under one
ruling body (e.qg., the Olympic Games, FINA World Championships, or
Pan American Games).

Unless provided otherwise in the rules of an International Federation
or the ruling body of the Event in question, “In-Competition” means the
period commencing twelve hours before a Competition in which the
Athlete is scheduled to participate through the end of such Competition
and the Sample collection process related to such Competition.

[Comment: An International Federation or ruling body for an Event may
establish an “In-Competition” period that is different than the Event Period.]

See Consequences of Anti-Doping Rule Violations above.
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International
Standard

Major Event
Organizations

Marker

Metabolite

National Anti-Doping
Organization

National Olympic

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 addressed by the International Standard were performed
properly. International Standards shall include any Technical
Documents issued pursuant to the International Standard.

The continental associations of National Olympic Committees and
other international multi-sport organizations that function as the ruling
body for any continental, regional or other International Event.

A compound, group of compounds or biological variable(s) that
indicates the Use of a Prohibited Substance or Prohibited Method.

Any substance produced by a biotransformation process.

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 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.

The organization recognized by the International Olympic Committee.

Committee

Out-of-Competition
Person

Prohibited List
Prohibited Method

Prohibited
Substance

Publicly Disclose or
Publicly Report

Sample or Specimen

20490 IS
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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.

Any period which is not In-Competition.

A natural Person or an organization or other entity.

The List identifying the Prohibited Substances and Prohibited Methods.
Any method so described on the Prohibited List.

Any substance, or class of substances, so described on the Prohibited
List.

See Consequences of Anti-Doping Rule Violations in the Code. “The
dissemination or distribution of information to the general public or
Persons beyond those Persons entitled to earlier notification in
accordance with Article 14. Teams in Team Sports may also be subject
to Consequences as provided in Article 11.”

Any biological material collected for the purposes of Doping Control.

100
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fComment:—It-hassometimesbeen—claimed—that thecollection—-of bloed
Samples—vielates—the-tenets—ofcertain—religious—or—cultural-groups—It-has

Signatories Those entities signing the Code and agreeing to comply with the Code,
as provided in Article 23.

Tampering Altering for an improper purpose or in an improper way; bringing
improper influence to bear; interfering improperly; obstructing,
misleading orengaging in any fraudulent conduct to alter results or
prevent normal procedures from occurring.

Target Testing Selection of specific Athletes for Testing based on criteria set forth in
the International Standard for Testing and Investigations.

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

TUE Therapeutic Use Exemption, as described in Article 4.4.

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

WADA The World Anti-Doping Agency.
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3.2 ISL Defined Terms

Adaptive Model A mathematical model designed to identify unusual longitudinal results
from Athletes. The model calculates the probability of a longitudinal
profile of Marker values, assuming that the Athlete has a normal
physiological condition.

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

: ) ; - indy )
reperting-ofresults:

Analyte Also known as or referred to as a substance, compound or measurand,
which is analyzed and/or determined in a biological matrix using an
Analytical Testing Procedure performed under controlled analytical and
laboratory conditions. For anti-doping purposes, an Analyte may be a
Prohibited Substance, a Metabolite of a Prohibited Substance, or a
Marker of the Use of a Prohibited Substance or Prohibited Method.

Analytical Method See-Analytical Testing Procedure, Test Method.

Analytical Testing The parts of the Doping Control process performed at the Laboratory,
which include Sample handling, analysis and reporting of results.

Analytical Testing Also known as or referred to as an Analytical Method or Test Method.
Procedure A validated ardprocedure, included within the Laboratory’s Scope of

ISO/IEC-_17025 aceredited—procedureAccreditation or within _the
WADA-Approved Laboratory for the ABP’s Scope of ISO/IEC 17025 or

ISO 15189 Accreditation, which is used to detect, identify and/or
quantify Analytes in a Sample for Doping Control purposes in
accordance towith the ISL and relevant Technical Document(s),
Technical Letter(s) or Laboratory Guidelines.

Analytical Testing Restriction on a Laboratory’s application of specified Analytical Testing

Restriction Procedure(s) or the analysis of a particular class(es) of Prohibited
Substances or Prohibited Methods to Samples, as determined by
WADA.

20191St—Versiopph 16— 26
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Athlete Passport
Management Unit
(APMU)

Bias (b)

Certified Reference

A unit composed of a Person or Persons that is responsible for the
timely management of Athlete Biological Passports in ADAMS on

behalf of the Passport Custodian.

Deviation of a measured result from the expected or reference value
when using the complete measurement procedure.

Reference Material (RM), characterized by a metrologically valid

Material (CRM)

Confirmation
Procedure (CP)

Corrective Action
Report (CAR)

Decision Limit (DL)

External Quality

Assessment
Scheme (EQAS)

procedure for one or more specified properties, which is accompanied
by a certificate that provides the value of the specified property and its
associated uncertainty.

An Analytical Testing Procedure that has the purpose of
identifyingconfirming the  presence er—te—measureand, when
applicable, measuring the concentration__ /ratio/score and/or
establishing the origin (exogenous or_endogenous) of one or more
specific Prohibited Substances, Metabolite(s) of a Prohibited
Substance, or Marker(s) of the Use of a Prohibited Substance or
Prohibited Method in a Sample.

Report—identifying—the —actionsimplemented—to—coerrect—a
detected—non-confermity—and—prevent—its—reeurrence—A
Correetive-ActionReport-shalinecludereport describing the Root
Cause Analysis investigation of the—preblem;—a—deseription—-of-a

detected nonconformity and the corrective actions implemented to
sehverectify it—as—weH-as-ef. If appropriate, it shall also describe the
preventive actions adopted to prevent the recurrence of the ren-
eenfermitynonconformity.

The value of the result for a Threshold Substance in a Sample,
obtained using a validated measurement procedure, above which it
can be concluded that the Threshold has been exceeded with a
statistical confidence of at least 95%-See % [see Technical Document
on Decision Limits for the Confirmatory Quantification of Threshold
Substances (TD DL}-)].

Program for quality assessment of Laboratory performance, which
includes the periodical distribution of urine or blood samples to
Laboratories and probationary laboratories by WADA, to be analyzed

20490 IS
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for the presence or absence of Prohibited Substances and/or their
Metabolite(s), or Marker(s) of Use of Prohibited Substances or
Prohibited Methods. The EQAS includes also the provision of blood
samples to WADA-Approved Laboratories for the ABP for the analysis
of the variables-ef-the-hematelogical-meduleblood Markers of the
Athlete Biological Passport. EQAS samples may be open (i.e.
educational; in such cases the content may be indicated), blind or
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Fit(ness)-for-
Purpose

Flexible Scope of
ISO/IEC 17025

Accreditation

Further Analysis

2049 1<) \orci

double-blind (in such cases the content is unknown to the

Laboratories).

Suitable for the intended purpose and eemptiant-tein conformity with
the ISO/IEC- 17025 or -|SO 15189, as applicable, the ISL and relevant
Technical Document(s) and Technical Letter(s).

Status of Laberaterylaboratory accreditation, which allows a
Laboratory or WADA-Approved Laboratory for the ABP to make and
implement restricted modifications in the scope—of—the
acereditationScope of ISO/IEC 17025 Accreditation, as applicable,
prior to the assessment by the rational-Accreditation Body. Please
see-ArticleSee ISLArt. 4.4.2.1-1-of the ISLE for a detailed description
of Flexible Scope of ISO/IEC 17025 Accreditation.

Ary—analysis—efa—Sample—already—subjected—to—Analytical
Festing—and—previousty—reported-—Further Analysis ean—be
perfermed—through—the—applicatior—of—means any additional

Analytical Testing performed on a Sample whether using the same

Analytical Method—and—fer—any—Prohibited—Substance(s) or
Prohibited—Method{s)y—except—these—Prohibited
Substaneef{syany new or Prehibited—Method(s)for—which—the
Athlete—has—previeusty—beer—notified—ofan—asserted—Anrt-

PepingRule-Violationbased-en—anr-Adverseadditional Analytical
Finding—established—in—the—concernedTesting Procedure(s) (for
example, new or _more sensitive Analytical Methods or Analytical
Methods used to identify additional Analytes).

[Prior to reporting a test result, a Laboratory may perform Further Analysis on
a Sample-_with no approval required. After reporting a test result, Further
Analysis.may be performed at any time by the same Laboratory that did the
original Analytical Testing or by a different Laboratory or other WADA-
approved laboratory, at the direction of the Anti-Doping Organization that
initiated and directed Sample collection or WADA. Any other Anti-Doping
Organization that wishes to conduct Further Analysis on a stored Sample may
do so with the permission of the Anti-Doping Organization that initiated and
directed Sample collection or WADA, and shall be responsible for any follow-
up results management. Any Sample storage or Further Analysis initiated by
WADA or another Anti-Doping Organization shall be at WADA's or that
Organization's expense].
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Identification
Capability

Independent
Witness

Initial Testing
Procedure (ITP)

Intermediate
Precision (sw)

International
Standard for
Laboratories (ISL)

Laboratory Internal
Chain of Custody

Analytical parameter of assay technical performance. Lowest
estimated concentration at which a Confirmation Procedure is capable
of consistently identifying confirming under the stated test
conditions) an Analyte, for which a Reference Material is available,
according to the criteria established in the Technical Document on
Minimum  Criteria  for Chromatographic-Mass  Spectrometric
Confirmation of the Identity of Analytes for Doping Control Purposes
(TD IDCR). The Identification Capability cannot be
higher than the MRPL

is referred to as the Limit of

Identification (LOI).

A Person, invited by the Testing Authority, the Laboratory or WADA to
witness parts of the Analytical Testing process. The Independent
Witness shall be independent of the Athlete and his/her
representative(s), the Laboratory, the Sample Collection Authority, the
Testing Authority / Results Management Authority or WADA, as
applicable. The Independent Witness may be indemnified for his/her
service.

An Analytical Testing 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 an elevated quantity of a Prohibited
Substance, Metabolite(s) of a Prohibited Substance, or Marker(s) of
the Use of a Prohibited Substance or Prohibited Method.

Variation in results observed when one or more factors, such as time,
equipment, or operator are varied within a Laboratory. It is also referred
to as inter-batch / inter-run precision.

The International Standard applicable to Laboratories

Documentation maintained within the Laboratory to record the
chronological traceability of custody (by Person(s) or upon storage)
and actions performed on the Sample and any Aliguot of the Sample
taken for Analytical Testing.

[Laboratory Internal Chain of Custody is generally documented by a written or
electronic record of the date, location, action taken, and the Person performing
an action with a Sample or Aliquot.]
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Laboratory(-ies)

Laboratory
Guidelines

Laboratory
Documentation

Package

Limit of Detection
(LOD)

Limit of Identification

(A) WADA-accredited laboratory(-ies) applying Test Methods and
processes to provide evidentiary data for the detection and/or
identification of Prohibited Substances or Prohibited Methods on the
Prohibited List and, if applicable, quantification of a Threshold
Substance in Samples of urine and other biological matrices in the
context of Doping Control activities.

Recommendations of Laboratory best practice provided by WADA to
address specific Laboratory operations or to provide technical
requirements and guidance on interpretation and reporting of results
for the analysis of specific Prohibited Substance(s) and/or Prohibited
Method(s) or on the application of specific Laboratory

Laboratory Guidelines are posted on WADA's website, are not of mandatory
application and may be later incorporated, partially or in full, in Technical
Document(s) or in the |SL. Laboratory Guidelines are approved by the WADA
Laboratory Expert Group and become effective immediately].

The material produced by the Laboratory to support an analytical result
such as an Adverse Analytical Finding as set forth in the WADA
Technical Document for Laboratory Documentation Packages

Analytical parameter of assay technical performance. Lowest
concentration of an Analyte in a Sample that can be detected, but not
necessarily identified or quantified, under the stated test conditions.

Identification Capability

(Lon

Limit of
Quantification (LOQ)

Major Event

Analytical parameter of assay technical performance. Lowest
concentration of an Analyte in a Sample that can be quantitatively
determined with acceptable precision and accuracy (i.e. acceptable

) under the
stated test conditions.

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 may be required to
conduct Doping Control for the Event.
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Measurement
Uncertainty (MU)

Minimum Required
Performance Level

(MRPL)

Negative Finding

Non-Threshold
Substance

Presumptive
Adverse Analytical
Finding (PAAF)

Parameter associated with a measurement result that characterizes
the dispersion of quantity values attributed to the measure —and
provides confidence in the validity of the measured result-—See [see
Technical Document on Decision Limits for the Confirmatory
Quantification of Threshold Substances (TD DL}-)].

Minimum analytical criterion of Laboratory technical performance
established by WADA. Minimum concentration at which a Laboratory
is expected to consistently detect and confirm a Prohibited Substance
or Metabolite of a Prohibited Substance or Marker of a Prohibited
Substance or Prohibited Method in the routine daily operation of the
Laboratory. Individual Laboratories may and are expected to achieve
better performance—See [see Technical Document on Minimum
Required Performance Levels for detection and identification of Non-
Threshold Substances (TD MRPL}-)].

A reporttest result from a WADA-acereditedlaberatoryorother
WADA-approved-taberatery-that,—€onsistentLaboratory which, in

accordance with the effective ISL and-+elated/or relevant Technical
BeeumentsDocument(s) and/or Technical Letters,—and-based—on

the—aceredited—Analytical Testing—Proceduresapplied—at-the
time;Letter(s), concludes that no Prohibited Substance(s) or its
Metabolite(s) or Marker(s) {including—elevated—quantities—of
FhresheldSubstances)—or evidence of the Use of a Prohibited

Method(s/). included in the reguested Analytical Testing menu, were
found in a Sample.

A substance listed on the Prohibited List for which the identification, in
compliance with the Technical Document on the Minimum Criteria for
Chromatographic-Mass Spectrometric Confirmation of the Identity of
Analytes for Doping Control Purposes (TD IDCR), constitutes an
Adverse Analytical Finding.

The status of a Sample test result fer—which-there-isasuspicious
reswE—infrom the |Initial Testing Procedure which represents a
suspicious  finding, but for which a eenfirmationConfirmation
Procedure to render a conclusive test result has not yet been
performed.

Provisional Temporary Suspension of a Laboratory’s WADA accreditation pending
Suspension a final decision by WADA regarding its accreditation status.
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Reference

Collection (RC)

Reference Material
(RM)

Repeatability (s)

Reproducibility (sr)

Revocation

Root Cause Analysi

S

(RCA)

Selectivity

Suspension

Technical Document

Technical Letter
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A collection of samples or isolates 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 controlled
administration or from in vitro studies in which the presence of the
substance of interest has been established.

Reference Substance or Reference Standard, which is sufficiently
characterized, homogeneous and stable with respect to one or more
specified properties and that has been established to be fit for its
intended use in an Analytical Testing Procedure.

Variability of results obtained within a Laberaterylaboratory using the
same method, over a short time, using a single operator, item of
equipment, etc. It is also referred to as intra-batch / intra-run precision.

Variability of results obtained when different Laberaterieslaboratories
analyze Aliquots of the same Samplesample. Reproducibility is a
property of the results obtained and represents a measurable
agreement of analytical results between different
Laberaterieslaboratories.

The permanent withdrawal of a Laboratory’s WADA accreditation.

An investigation to identify one or more
fundamental. cause(s)  of <a nonconformity based on the
identificatiencollection of objective evidence from an assessment of
the reet—causes—ofnon-conformities:likely factors that led to the
nonconformity. The removal of a root cause factor prevents the
recurrence of the nen-confermitynonconformity; in  contrast,
removing a causal factor can improve the outcome, but it does not
prevent the recurrence of the problem with certainty.

The ability of the Analytical Testing Procedure to detect only the
substance of interest, without interferences from the matrix or from
other substance(s) present in the sampleSample.

The temporary withdrawal of a Laboratory’s WADA accreditation.

Technical requirements produced by WADA on specific anti-doping
topics. Technical Documents supersede any previous publication on a
similar topic, or, if applicable, the ISL.

[Implementation of the requirements described in a Technical Document is
mandatory. Technical Documents are approved by the WADA Executive
Committee and posted on WADA'’s website. All Laboratories and WADA-
Approved Laboratory for the ABP shall have the requirements of a Technical
Document implemented in their procedures no later than its “effective date™].

TechniealMandatory technical requirements provided by WADA in

letter format from time to time (ad-hoc) to address particular issues on
falNal
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the analysis, interpretation and reporting of specific Prohibited
Substance(s) and/or Prohibited Method(s) or on the application of
specific Laboratory or WADA-Approved Laboratory for the ABP
procedures.

[Fechnical-Lettersmay-belater-incorporated;partiallyorinfull-intofuture
revisions-of relevant Technical Decument(s)-Technical Letters are approved
by the WADA Laberatery Expert-GroupExecutive Committee, and become
effective immediately, unless otherwise specified by WADA].

Technical Note Technical guidance provided by WADA to Laboratories on the
performance of specific Laboratory methods or procedures.

Technical Notes are not considered part of Technical Documents and
therefore are not of mandatory application. Technical Notes are approved by
the WADA Laboratory Expert Group and become effective immediately].

Test Method See-Analytical Testing Procedure, Analytical Method.

Threshold The maximum permissible level of the concentration, ratio or score for
a Threshold Substance in a Sample. The Threshold is used to establish
the Decision Limit for reporting an Adverse Analytical Finding or
Atypical Finding for a Threshold Substance.

Threshold An exogenous or endogenous Prohibited Substance, Metabolite or
Substance Marker of a Prohibited Substance which-is-analyzed-quantitatively
and-for which ananalyticalresult{the identification and guantitative
determination (e.g. concentration, ratio-ef, score) in excess of a pre-
determined Decision Limit, or, when applicable, the establishment of
an exogenous origin, constitutes an Adverse Analytical Finding—er
Atypieal-Finding. Threshold Substances are identified as such in the
Technical Document on Decision Limits (TD DL).

WADA-Approved Laboratory(-ies), not otherwise accredited by WADA, applying—test

Laboratory(-ies) for  methodswhich apply Analytical Methods and processes in support of

the ABP the hematological module of the ABP program and in accordance with
the criteria for approval of non-accredited laboratories for the ABP.
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3.3 International Standard for Testing and Investigations (ISTI) Defined Terms

Results

Management
Authority

Sample Collection
Authority

Sample Collection
Session

Test Distribution
Plan

Testing Authority

The organization that is responsible, in accordance with Code
7.1, for the management of the results of Testing (or other
evidence of a potential anti-doping rule violation) and hearings,
whether (1) an Anti-Doping Organization (for example, the International
Olympic Committee or other Major Event Organization, WADA, an
International Federation, or a National Anti-Doping Organization); or
(2) another organization acting pursuant to the authority of and in
accordance with the rules of the Anti-Doping Organization (for
example, a National Federation that is a member of an International
Federation). In respect of Whereabouts Failures, the Results
Management Authority shall be as set out in 1.5.1.

The organization that is responsible for the collection of Samples in
compliance with the requirements of the International Standard for
Testing and Investigations, whether (1) the Testing Authority itself; or
(2) another organization (for example, a third party contractor) to whom
the Testing Authority has delegated or subcontracted such
responsibility (provided that the Testing Authority always remains
ultimately responsible under the Code for compliance with the
requirements of the International Standard for Testing and
Investigations relating to collection of Samples).

All of the sequential activities that directly involve the Athlete from the
point that initial contact is made until the Athlete leaves the Doping
Control Station after having provided his/her Sample(s).

A document written by an Anti-Doping Organization that plans Testing
on Athletes over whom it has Testing Authority, in accordance with the
requirements of 4 of the International Standard for Testing
and Investigations.

The organization that has authorized a particular Sample collection,
whether (1) an Anti-Doping Organization (for example, the International
Olympic Committee or other Major Event Organization, WADA, an
International Federation, or a National Anti-Doping Organization); or
(2) another organization conducting Testing pursuant to the authority
of and in accordance with the rules of the Anti-Doping Organization (for
example, a National Federation that is a member of an International
Federation).
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PART TWO: LABORATORY ACCREDITATION REQUIREMENTS AND OPERATING
STANDARDS

4.0 Seetion—-4— Process and Requirements for WADA Laboratory Accreditation

This Sectionsection describes the specific requirements that a laboratory shall fulfill in the process of
applying for, 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 candidateapplicant laboratory shall officially contact WADA in writing to express its interest in
becoming a WADA-accredited laboratory. Fhe-laberatery'sacceptance asacandidate laberatery
. . \DAE Ve C . :

4.1.2  Submitting Initial Application Form

The eandidateapplicant laboratory shall submit the completed Application Form, provided by WADA,
duly signed by the laboratory Director and, if relevant, by the Director of the host organization (e.g.
university, hospital, public institution).

At-thisstage;An applicant laboratory may only submit an application if the following essential conditions
reguired-te-beare fulfilled by-thein its host country-ef-the candidate laberateryare:

* The existence of a National Anti-Doping Program conducted by a National Anti-Doping Organization
and/or a Regional Anti-Doping Organization which is compliant with the Code and the International
Standards of the World Anti-Doping Program;

o The ratification of the UNESCO Convention against Doping in Sport; and
» The payment of the Aation’sannual financial contributions to WADA.

PrevidingLetter{s)These conditions shall be recorded as part of the application.

4.1.3  Provision of Letters of Support

4-1+3-Upon receipt of an application and BusinessPlan

Upen-sueecessful-completionverification of the conditions mentioned above, WADA shall request the
candidateapplicant laboratory to submit the following letters of support:

o Official letter(s) of support from host entities acceptable to WADA (e.g. universities, hospitals, private
organization and/or public institutions) that guarantee sufficient annual financial support for a minimum
of three (3) years, the provision of adequate analytical facilities, instrumentation and human resources,
as well as support for training programs, research and development activities;

o Official letter(s) of support from Signatory, Code-compliant Festing-Autheorities(as determined by
WADA) Anti-Doping Organizations such as a National Anti-Doping Organization or Regional Anti-

20490 IS \arcion—1
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Doping Organization responsible for a National Anti-Doping Program, or an International Federation
responsible for an International Anti-Doping Program. Such letter(s) of support will—guarantee
thatshall indicate a commitment to provide the Laboratory with a minimum of 3,000 Samples ’ within
two (2) years of obtaining WADA accreditation,—a—minimurm—ef-3,000-Samples®fromCode-

I
determined-b AMADA s be nrovid
é &Yy WAL A SiSmsIasaas

e A declaration by the supporting Anti-Doping Organization(s) that their relationship with the
Laberatery-applicant laboratory is compliant with ISL ArticleArt. 4.1.67.

4.1.4 Fhe-ecandidatetaboeratery-Provision of Business Plan

WADA shall alserequest the applicant laboratory to submit a business plan, which shall include market
considerations (clients, number of Samples, maintenance costs, etc.), facility, instrumental, staffing and
training needs, and shall guarantee the long-term provision of adequate financial and human resources
to the Laberaterylaboratory.

4144.15 Description of the Candidate Laboratory
Fhe—candidatetaberatery—shallalseThe application materials described in ISL Arts. 4.1.1 to 4.1.4

shall be evaluated by the WADA Executive Committee to determine whether the applicant laboratory will
be granted WADA candidate laboratory status and thereby continue within the WADA accreditation

process.
Once approved by the WADA Executive Committee, the candidate laboratory shall complete a detailed

guestionnaire provided by WADA and submit it to WADA within eight (8) weeks following receipt. The
guestionnaire will include, but is not limited to, the following:

o o—Staff list and their qualifications;

e o Description of physical laboratory facilities, including a description of the security considerations
for Samples and records;

e o List of actual and proposed ard-actual-instrumental resources and equipment;

e o List of validated Initial Testing Procedures and Confirmation Procedures, including target
substaneesAnalytes and Limits_of Detection (LODs), Limits of Identification (LOIs) and, where
relevantapplicable, Limits of Quantification (LOQs) and Measurement Uncertainties (MU);

e Method validation elatareports;

e List of available Reference Materials and Reference Collections, or plans to acquire Reference

7 To determine the minimum number of Samples, each urine Sample, blood Sample and ABP blood Sample
provided to the Laboratory shall count as an individual Sample.
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Materials or obtain Reference Collections;

e List of sponsors of the laboratory;

e Contract or Memorandum of Understanding with a Laboratory, which will provide mentoring and
training for at least the period spanning the probationary phase of accreditation;-al

« Status of ISO/IEC- 17025 accreditation; and

e Letter of compliance with the Code of Ethics (ISL Annex A) signed by the laboratory Director.

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

4.154.1.6 Initial Accreditation Fee

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

41-64.1.7 Laboratory Independence and Impartiality

Fhe-candidateln order to avoid potential conflicts of interest, the laboratory shall be administratively and
operationally independent from any organization-having-a-petential-conflict-ofinterest,- which could
exert undue pressure on the laboratory toand affect the impartial execution of its tasks. This includes,
but is not limited to, Anti-Doping Organizations or any other sport or political organizations. This is
necessary in order to ensure full confidence in the laboratory’s competence, impartiality, judgment or
operational integrity, in compliance with ISO/IEC- 17025.

e Administrative independence requires that the—candidate laboratory is a separate legal entity
without any administrative links to an Anti-Doping Organization or other sport or political organizations;

e Operational independence requires that the laboratory shall have-a-separate-budgetpermitting
the-laberatery-—toe-manage its own affairs without hindrance-er, interference or direction from any
Anti-Doping Organization, geveramentsport organizations or any Person-er—entity. This includes
that the laboratory must have a dedicated budget allowing the implementation of an efficient approval
process for the timely procurement of necessary Reference Materials, reagents, consumables and
essential equipment, as well as_independent laboratory management decisions concerning the
recruitment, retention and training of staff, participation in scientific meetings and symposia, etc. This
does not prevent the laboratory from receiving research grants or other financial support from their host
organization (e.g. university, hospital, public institution), Anti-Doping Organizations, sport
organizations, government, or other sponsors, and following applicable accounting regulations in
connection with the receipt and management of those funds.

4.1-74.1.8 Compliance with the Code of Ethics (ISL Annex A)

The candidate laboratory shall implement and comply with the provision(s) irof the Code of Ethics. The
laboratory shall provide the Code of Ethics to all employees and ensure their understanding efand
compliance with all aspects of the Code of Ethics-
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4.2 Preparing for WADA Laboratory Accreditation

WADA shall conduct a pre-probationary test (PPT) and on-site assessment of the candidate laboratory
at the candidate laboratory’s expense. The purpose of this assessment is to clarify—any-issues—with
regard—te—the acereditation—process—and—to—obtain information about different aspects of the
laboratory’s competence and to clarify any issues with regard to the accreditation process, which isare
relevant for the \WWADA accreditation.

4.2.1  Pre-Probationary Test and On-Site Assessment

4, 2 1.1  Prior to entermg the probatlonary perlod a teaﬂcheenastmg;ef—membeﬁref—me—MBA

e*ae*ts—a&pmﬁ%ed—by—MMBAWADA assessment team shall conduct a pre-probationary on-site

assessment of the candidate laboratory.

4.2.1.2 The candidate laboratory shall be required to participate in a pre-probationary—testPPT
consisting of at least ten (10) blind EQAS samples in order to assess its competence. The general
composition and content of the blind EQAS samples and the evaluation of laboratory EQAS results are
described in ISL Sections 6 and 7, respectively.

4.2.1.3 Costs associated with the WADA on-site assessment and PPT shall be at the candidate
laboratory’s expense.

42134.2.1.4 The candidate laboratory shall report the results for the blind EQAS samples to WADA
in accordance with ISL ArticleArt. 6.4 within a period of ten (10) to fifteen (15) working days, as
determined by WADA.

42144215 The candidate laboratory shall report the test results for each of the blind EQAS
samples in the pre-prebationary—+testPPT in ADAMS (in compliance with ISL ArticleArt. 5.3.5.2.6),
unless otherwise notified by WADA.
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e Upon request, the candidate laboratory shall provide WADA with a Laboratory Documentation
Package for selected EQAS samples for which there is an Adverse Analytical Finding. Additional data
may be required upon WADA'’s request. This documentation shall be submitted within ten (10) working
days of WADA'’s request or as otherwise indicated by WADA

o For selected EQAS samples with Negative Findings, WADA may request all or a portion of the Initial
Testing Procedure data.

4.2.154.2.1.6 After receiving the EQAS results, WADA shall inform the
candidate laboratory of the evaluation of its performance and provide guidance for improvement.
Corrective actions, if any, shall be conducted and reported by the candidate laboratory to WADA within
thirty (30) calendar days, or as otherwise indicated by WADA.

42.164.2.1.7 In addition, WADA shall provide the
outcomes of the on-site assessment, including any identified

in order to allow the candidate laboratory to implement the necessary
improvements. Corrective actions, if requested by WADA, shall be conducted and reported by the
candidate laboratory to WADA within thirty (30) calendar days, or as otherwise indicated by WADA.

The identified in the WADA shall be
satisfactorily addressed and the recommendations for improvement should be

before the candidate laboratory can be accepted as a WADA probationary laboratory. The candidate
laboratory’s performance in the pre-probationary test and on-site assessment 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.

42174.2.1.8 The maximum length of time during which a laboratory can remain as a candidate
laboratory is three (3) years, unless WADA determines that there are exceptional circumstances that
justify an extension of this period.

4.2.1.84.2.1.9 Upon successful completion of the preceding provisions,

a candidate laboratory enters the probationary phase of WADA accreditation as a “WADA probationary
laboratory”.

4.2.2  Probationary Phase of WADA Accreditation

4.2.2.1 Obtaining ISO/IEC- 17025 Accreditation by the Laboratory

The laboratory shall obtain ISO/IEC- 17025 accreditation from Accreditation
Body, with primary reference to the interpretation and application of the ISO/IEC- 17025 requirements to
the of Samples (see ISL Section 5). The 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
Management System according to the requirements of ISO/IEC- 17025 applicable to the analysis of
Samples (see ISL Section 5). Based on this, the laboratory shall initiate and prepare for the accreditation
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process by consulting with a—relevantan Accreditation Body. Ar—assessment—by—the

conducted—TFheThe probationary laboratory shall correct and document any identified nAer-
conformitiesnonconformities with the ISO/IEC- 17025 standard—and/er—the—LSE within defined
timelines.

The Accreditation Body should send summariesa summary of the Assessment Report and any
corrective/preventive action documentation addressing ner-cenfermitiesnonconformities, in English or
French, to WADA. Should the_probationary laboratory prefer to send the information directly to WADA,
the laboratory shall do so within a reasonable timeframe.

The ISO/IEC- 17025 accreditation shall be obtained before the end of the probationary period. This is a
critical and mandatory pre-requisite for obtaining WADA accreditation.

4.2.2.2 Participating in the WADA EQAS Program

During the probationary period, the laboratory shall successfully analyze at least fifteen (15) blind EQAS
samples, distributed over multiple EQAS rounds within a period of twelve (12) months (see ISL Section
6 for a description of the EQAS). During this period, WADA shall provide feedback to assist the

probationary laboratory to improve the quality of its Analytical Testing process.

The probationary laboratory shall successfully report the results for the blind EQAS samples to WADA in
accordance with ISL ArticleArt. 6.4 within a period determined by WADA. The general composition and
content of the blind EQAS samples and the evaluation of laboratory EQAS results are described in ISL
Sections 6 and 7, respectively.

4.2.2.3 Planning and Implementing Research and Development Activities

The probationary laboratory shall develop a plan for its research and development activities in the field
of anti-doping science for the initial three (3)-year period after obtaining WADA accreditation, allocating
at least 7 % of its operational annual budget to this purpose.

At least two (2) research and development activities shall be initiated and implemented within the
probationary period °. The research activities can either be conducted by the probationary laboratory
alone or in cooperation with other Laboratories or other research organizations. ‘alidating—or

h-rrino!

9 Validating or implementing with minor adjustments established anti-doping methods, or repetition of research
previously published or presented by others, is not considered as a research or development activity.
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As part of its laboratory monitoring activities, WADA may request documented evidence of the research
and development activities in the field of anti-doping science implemented by the probationary laboratory.

4.2.2.4  Planning and implementing sharing of knowledge

During the probationary period, the probationary laboratory shall demonstrate its willingness and ability
to collaborate and share knowledge with other Laboratories. A description of this sharing of knowledge
is provided in the Code of Ethics (ISL Annex A).

4.2.2.5 Professional Liability Insurance Coverage

Before WADA grants accreditation, probationary laboratories shall provide documentation to WADA that
professional liability risk insurance coverage has been obtained to cover liability of no less than two (2)
million USD annually.

4.3 Obtaining WADA Accreditation

4.3.1 WADA Accreditation Assessment

4.3.1.1  Once WADA has determined that the laboratory has successfully completed the requirements
of the probationary period, and upon request by the probationary laboratory stating its readiness to
proceed further, a Final Accreditation Test (FAT) and on-site assessment shall be conducted—Fke by
WADA. Representative(s) of the Accreditation Body may be invited as observers to the WADA on-site
assessment.
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4.3.1.2  As part of the FAT, the probationary laboratory shall analyze a minimum of fifteen (15) blind

EQAS samples in the presence of 2 WADA representatives-thatinclude membersassessment team.
The general composition and content of the %#ABA—Seteaee%epatheﬂtbllnd EOQAS samples and of
the evaluation of laboratory EQAS results
are described in ISL Sections 6 and 7, respectively.

4.3414.3.1.3 Compliance with the defined requirements in the Application of ISO/IEC- 17025 to the
Analysisanalysis of Samples, the ISL and other WADA Laboratory standards (Technical Documents,
Technical Letters, Laboratory Guidelines),- and the practice and documentation of the laboratory will be
assessed. The FAT shall assess both the scientific competence and the capability of the probationary
laboratory to manage multiple Samples.

43124314 Costs associated with the WADA on-site visit and FAT shall be at the probationary
laboratory’s expense.

43434315 The probationary laboratory shall successfully report the results for the blind EQAS
samples to WADA in accordance with ISL ArticleArt. 6.4 W|th|n five (5) working days of opening the
samples-

%h%ﬁ%y—@ﬁ%e&%&m%@edﬂr%%ee&%%}ﬁe%ﬁ% unless
otherwise determined by WADA.

43144.3.1.6 The probationary laboratory shall report their results in ADAMS for each of the EQAS
samples in the FAT in compliance with ISL ArticteArt. 5.3.5.2.6, unless otherwise notified by WADA.

e Upon request, the probationary laboratory shall provide WADA with a Laboratory Documentation
Package for selected EQAS samples for which there is an Adverse Analytical Finding. Additional data
may be required upon WADA'’s request. This documentation shall be submitted within ten (10) working
days of WADA'’s request or as otherwise indicated by WADA;-.

e For EQAS samples with Negative Findings, WADA may request all or a portion of the negative
Initial Testing Procedure data.

34 o . :
. ation .E’ eal S

4.3.1.64.3.1.7 After receiving the FAT EQAS results, WADA shall inform the probationary laboratory

of the evaluation of its performance. Corrective actions, if any, shall be conducted and reported by the

probationary laboratory to WADA within thirty (30) calendar days, or as otherwise indicated by WADA.

4.3.1.74.3.1.8 WADA shall provide a—report—efan Assessment Report with the outcomes of the
accreditation assessment, including any identified nenr-cempliancesnoncompliances or other
deficieneiesnonconformities in order for the probationary laboratory to implement the necessary
improvements. Corrective actions, if any, shall be conducted and reported by the probationary laboratory
to WADA within thirty (30) calendar days, or as otherwise indicated by WADA. The
deficieneiesnonconformities shall be satisfactorily addressed and the recommendations for
improvement should be realizedimplemented before accreditation can be granted.
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4.3.1484.3.1.9 In order for a probationary laboratory to be considered for WADA accreditation, it shall
have all mandatory Analytical Methods, as determined by WADA, validated and incorporated into its

Scope of ISO/IEC-_17025 scope—of—acereditation—al—mandatery—analytical—methods—as

Accreditation.

4.3.2 WADA Recommendation for Accreditation

4.3.2.1 Based on the relevant documentation received from the probationary laboratory, the

assessment—reportAssessment Repori(s) from WADA and the—assessment—+report{s)—from the

relevant Accreditation Body, #/APAthe LabEG shall make a final recommendation concerning the
accreditation of the laboratory.

Once all accreditation requirements have been satisfactorily met by the probationary laboratory, the
LabEG will submit its recommendation to grant WADA accreditation of the laboratory to the WADA
Executive Committee for approval.

However, if following the FAT and on-site assessment, and the review of any resulting Corrective Action
Reports submitted by the probationary laboratory, the LabEG has—determineddetermines that the
probationary laboratory should not be accredited, the laboratory will have a maximum of six (6) additional
months to correct and improve specific-parts—of-theireoperations-any pending nonconformity(-ies).
The provision of documentation, the analysis of additional EQAS samples and/or an additional on-site
assessment, as determined by WADA, may be required and conducted at the probationary laboratory’s
expense._A probationary laboratory that fails to provide satisfactory improvements, as determined by the
LabEG, after six (6) months may be required to renew.its candidacy as described in ISL Art. 4.1.

4.3.2.2 Once a laboratory becomes a WADA-accredited laboratory, the new Laboratory shall, for a
period of one (1) year, obtain a second opinion from an(other) Laboratory(-ies) before reporting any
Adverse Analytical Finding or Atypical Finding. Where required, WADA may extend this requirement to
obtain a second opinion beyond one (1) year.

4.3.3 Issuing and Publishing of WADA Accreditation Certificate

A-—certificateAn Accreditation Certificate signed by a duly authorized representative of WADA shall be
issued in recognition of the WADA accreditation. Such certificateAccreditation Certificate shall specify
the name of the Laboratory and the period for which the certificateAccreditation Certificate is valid.
Accreditation Certificates may be issued after the effective date, with retroactive effect. A list of WADA-
accredited laboratories shall be published on WADA'’s website.
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4.4 Maintaining WADA Accreditation

In order to maintain WADA accreditation, a Laboratory shall comply with the requirements described
below.

4.4.1 Payment of Host Country’s Annual Financial Contribution to WADA

For a Laboratory to maintain its WADA accreditation status, its host.country shall pay its annual financial
contribution to WADA in a timely manner, as determined by WADA.

441442 Maintaining ISO/IEC 17025 Accreditation

The Laboratory shall maintain accreditation to ISO/IEC- 17025, with primary reference to the analysis of
Samples (ISL Section 5), granted by a relevant Accreditation Body, which is an ILAC full member and
signatory to ILAC MRA.

44114.42.1 Flexible Scope of ISO/IEC 17025 Accreditation

A Laboratory may modify or add aratytesAnalytes to aceredited-seientific methodsto-expand-their
seepeAnalytical Testing Procedures, which are included within its Scope of ISO/IEC 17025 Accreditation,
or develop new methedsAnalytical Testing Procedure(s) that involve technology already included within
the scope-of-acereditationScope of ISO/IEC 17025 Accreditation, without the need for approval by the

Accreditation Body that provides the ISO/IEC- 17025 accreditation of that Laboratory-— .

10 The flexible system of ISO/IEC 17025 Laboratory accreditation shall be based on the overall assessment by the
Accreditation Body of the demonstrated competence of the Laboratory in the implementation of Laboratory
processes and procedures when following a Flexible Scope of ISO/IEC 17025 Accreditation system. The flexible
system of ISO/IEC 17025 Laboratory accreditation is important to ensure that Laboratories can adapt their Analytical
Testing Procedures to the detection of new Prohibited Substances or Prohibited Methods, as well as to the
application of new technical and scientific developments in Analytical Testing for Doping Control.

_Tha axible _svstam o a 0 horatory ed on

29%94.51_——\%%%—}9%—45

International Standard for Laboratories — Version 10.0 — December 2018 Page 45 of 177




WORLD
ANTI-DOPING
AGENCY

play true

New Analytical Testing Procedures:

Any Analytical Testing Procedure, which is new to the field of anti-doping analysis, shall be approved
as Fit-for-purpose by WADA prior to implementation by any Laboratory-inte-the-field-efanti-doping
analysis. WADA shall use whatever means deemed appropriate, including formal consultations with
scientific expert working groups, publication(s) in peer-reviewed scientific journal(s), or participation in
an inter-laboratory collaborative study or WADA-organized EQAS round to evaluate whether the test is
Fit-for-Purpose prior to providing approval. Before applying such a new methed—or
precedureAnalytical Testing Procedure to the analysis of Samples, a Laboratory shall obtain an
extension of the scepeScope of acereditationISO/IEC 17025 Accreditation by the relevant
Accreditation Body_and may be required to successfully participate in a WADA EQAS, if available.

o Inelusion—ef-WADA-specific Analytical Testing Procedures: WADA may determine that specific

Analytical Testing Procedures are not eligible for a raethed-erprocedure-withinthe Laberatery's
seepeFlexible Scope of ISO/IEC- 17025 aecreditationAccreditation even if the technology involved
is already incorporated in @ecerdance-with-itsapplicatienthe Laboratory’s Scope of ISO/IEC 17025
Accreditation. WADA will communicate which Analytical Testing Procedures are included in this
category to the Laboratories and to the Accreditation Bodies. In such cases, the new Analytical Testing
Procedure shall be properly validated and the Laboratory may be required to successfully participate
in_an inter-laboratory collaborative study or WADA-organized EQAS round in order to obtain an
extension of the Scope of ISO/NEC 17025 Accreditation by a relevant Accreditation Body before
applying the Analytical Testing Procedure to the analysis of Samples.

Inclusion of an. Analytical Testing Procedure within the Laboratory’s Scope of ISO/IEC 17025
Accreditation establishes that methed—erprecedure—asthe Analytical Testing Procedure is Fit-for-
Purpose, and the Laboratory shall not be required to provide methoedAnalytical Method validation
documentation or EQAS performance data in support of an Adverse Analytical Finding.

442443 Participate in the WADA EQAS Program

The WADA-aceredited-laborateriesLaboratories are required to participate in the WADA EQAS on a
continuous basis and meet the performance requirements of the EQAS as described in ISL Section 6.

443444 Laboratory Independence and Impartiality
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The Laboratory shall strictly maintain its full administrative and operational independence and impartiality
at all times (see ISL Art. 4.1.7) 12,

4.4-44.4.5 Documenting Compliance with the WADA Laboratory Code of Ethics
H5LAnrrexAY

The Laboratory shall annually provide to WADA a letter of compliance with the provisions of the Code of
Ethics, signed by the Laboratory Director. All staff employed at the Laboratory, permanent or temporary,
shall also read, agree to and sign the Code of Ethics-as—part-of-theirpersonnel-file—on—a—yearly
basis. The Laboratory may be asked to provide documentation of compliance with the provisions of the
Code of Ethics.

The Laboratory shall establish a system requiring Laboratory staff to report any breaches of the Code of
Ethics detected-withinidentified by the Laboratory, either to the Laboratory Director or directly to WADA
(if there are suspicions that the Laboratory Director may be complicit or implicated in unethical conduct).
The Laboratory Director and/or WADA, respectively, shall immediately and carefullythoroughly
investigate any alleged breach of the Code of Ethics.

If the Laboratory’'s investigation is—conducted—within—the —Laberatery—and—it—is
determineddetermines that a breach of the Code of Ethics did-eceturoccurred, the Laboratory Director

shall immediately inform WADA of the results of the investigation and the disciplinary actions taken.
WADA may also request further sanctions, or implement sanctions as a result of its own investigations

2 Laboratories shall comply with the requirements of administrative and operational independence established in
ISL Art. 4.4.4 (with reference to ISL Art. 4.1.7) within two (2) years of the coming into effect of this ISL version 10.0.
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of-the—claim-. Sanctions may range from a personal reprimand to the expulsion of the implicated
Laboratory staff member(s)—invelved—from—the—Laberatery;), the reporting of the breach to the
pertinent authorities (e.g. law enforcement) or even the Suspension or Revocation of the Laboratory’s
WADA accreditation.

44.54.4.6 Documenting Implemented Research and Development Activities

The Laboratory shall maintain a plan for research and development in the field of anti-doping science,
including an annual budget in this area of at least 7_% of the total annual operational budget.

The Laboratory should document the publication of results of the research in relevant scientific papers in
the peer-reviewed literature (at least one publication every two years}-) . 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 {[at least one (1)
application submitted every three (3) years)—Vatidating-orimplementing with-mineradjustments

The Laboratory shall supply an annual progress report to WADA documenting research and development
results in the field of anti-doping science. The Laboratory shall also relate research and development
plans for the following year.

4.4-64.4.7 Documenting Implemented Sharing of Knowledge

The Laboratory shall demonstrate its willingness and ability to share knowledge with other Laboratories.
The Laboratory shall disseminate the results of its research and development activities to other
Laboratories. The Laboratory should make at least one (1) annual contribution to an anti-doping
symposium or conference. Laboratories are encouraged to participate in collaborative research projects
with other Laboratories, and to exchange experience, protocols, visits of specialists and provide training
to other Laboratories and probationary laboratories in specific areas of Analytical Testing.

The Laboratory shall supply an annual report on sharing of knowledge with at—-other Laboratories to
WADA. A description of-this sharing of knowledge is provided in the Code of Ethics (ISL Annex A).

4.4.74.4.8 Maintaining Professional Liability Insurance Coverage

Laboratories shall provide documentation to WADA that professional liability risk insurance coverage is

13 validating or implementing with minor adjustments established anti-doping methods, or repetition of research
previously published or presented by others, is not considered as a research or development activity.
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maintained of no less than two (2) million USD annually.

4.4.9  Minimum Number of Samples

In order to maintain proficiency in Analytical Testing, Laboratories are required to analyze a minimum of
3,000 Samples_* provided annually by Sighatory, Code-compliant Festing—AutheritiesAnti-Doping
Organizations (as determined by WADA) or as otherwise approved by WADA.

WADA will monitor the number of Samples tested by the Laboratory. If the number of Samples falls below
3,000 per year, the Laboratory’s WADA accreditation may be suspended in accordance with ISL
ArticleArt. 4.6.4.1.

When an Anti-Doping Organization is declared non-compliant with the Code by WADA, it is recognized
that this may affect a Laboratory’s ability to analyze a minimum of 3,000 Samples annually. In such cases,
WADA shall require that the Laboratory implement measures to maintain proficiency in Analytical Testing,
for example by strengthening its internal Quality Assurance Scheme (iQAS)-) and internal audits
program. WADA may also provide additional EQAS samples and/or conduct a document audit and/or an
on-site assessment, at its discretion, in order to assess the status of the Laboratory’s operations.

4.4.10 Publication of Fee Schedule

To assist Testing Authorities in developing Test Distribution Plans in relation to the use of different
Sample anatysisAnalytical Testing menus for various sports or sport disciplines, Laboratories shall report
into ADAMS an up-to-date price list for each type of analytical-methedAnalytical Method or service that
is publicavailable to the Anti-Doping Organizations.

4.4.11 Participating in WADA/ / Accreditation Body Re-assessmentsReassessments and
SurveilareeContinuous Assessments during the Accreditation Cycle

4.4.11.1 Accreditation Body Re-assessment and/or SurveittanceContinuous Assessment_during the
Accreditation Cycle

The assessment team shall include at least one |SL-trained assessor selected by the Accreditation Body
for the on-site assessment/re-assessment.

The relevant Accreditation Body should send copies of the—re-assessmenta summary repertof the
Assessment Report, in English or French, as well as the Laboratory responses in a timely fashion to

14 To determine the minimum number of Samples, each urine Sample, blood Sample and ABP hlood Sample
provided to the Laboratory shall count as an individual Sample.
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WADA. Should the Laboratory prefer to provide the re-assessmentAssessment Report summary
report—directly to WADA, then—it shall do so within thirty (30) calendar days from receiving the
Accreditation Body’s summary-reportAssessment Report.

The Laboratory shall provide WADA with an updated copy of the ISO/IEC- 17025 Certificate and Scope
of ISO/IEC 17025 Accreditation as soon as it is obtained from the relevant-Accreditation Body.

4.4.11.2 WADA Assessment

WADA reserves the right to conduct document-based audits as well as inspect and assess the Laboratory
through on-site assessments at any time, at WADA’s expense. The notice of the assessment will be
made in writing to the Laboratory Director. In exceptional circumstances, and at WADA'’s discretion, the
on-site assessment may be unannounced.

As part of an announced or unannounced Laboratory —on-site assessment, WADA retains the right to
request copies of Laboratory documentation and/or request re-analysiskurither Analysis of selected “A”
and/or “B” Samples either on-site or in anetheran(other) Laboratory(-ies) chosen by WADA.
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4.5 Removal of Samples

4.5.1 Removal of Samples for Further Analysis

Within the context of an investigation, WADA, initially at its expense_°, may remove Sample(s) stored in
a Laboratory in order to conduct Further Analysis for the purpose described in Code ArticleArt. 6.2. In
such cases, WADA shall notify the Testing Authority and Results Management Authority, which shall
retain ownership of the Sample(s) pursuant to ArticlelSTI Art. 10.1-ef-the-International- Standard for
Testingand-Investigations {I1STL)-. Notwithstanding the aforementioned, WADA shall retain itsthe
right to request Further Analysis, at its expense, as permitted by Code ArticleArt. 6.5, paragraphPara.

BurinrgWADA may delegate an observer to monitor the transfer of the Samples, which shall be

implemented in accordance with WADA's instructions. During the removal of Samples, WADA shall be
responsible for maintaining proper Sample chain of custody documentation and the safety and integrity
of the Samples—_until receipt by the other Laboratory(-ies).

WADA may also require that the Laboratory transfer the Samples. In such situations, the Laboratory shall
be responsible for maintaining proper chain of custody documentation for all transferred Samples and
the safety and integrity of the Samples until receipt by the receiving Laboratory(-ies).

4.5.2 Removal of Samples for Laboratory Quality Assessment

WADA may also direct the re-analysis of Samples, which have met the conditions described in ISL Art.
5.3.3.1, for purposes of Laboratory quality assessment, including the implementation of a system of
exchange of Samples reported as Negative Findings between Laboratories 7. In this regard, WADA may
direct re-analysis of more Samples from one Laboratory and less from another Laboratory, according to
the criteria established in ISL Art. 6.2.1.1.

15 If Laboratory nonconformities are revealed in regards to the Analytical Testing of any Sample, WADA retains the
rights to recover the expenses incurred in connection with the Further Analysis of the Sample from the Laboratory.

17 An exchange of Samples with Negative Findings shall apply only to Samples from Testing Authorities, which are

Code-compliant Anti-Doping Organizations.
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4.6 WADA Monitoring of Accreditation Status

WADA shall continuously review the compliance of Laboratories with the requirements listed in the ISL
and related Technical Documents and Technical Letters. In addition, WADA shall also conduct an annual
review of EQAS results and theof relevant routine Analytical Testing issues—{see—LSE-Section—7)
reported to WADA by stakeholders to assess the overall performance of each Laboratory and to decide
its accreditation status.

4.6.1 Maintenance of WADA Accreditation

Compliance with all the requirements established in ISL ArticleArt. 4.4, including satisfactory
performance;as-determined by WADLA - by a Laboratory in the EQAS and e rirgin routine Analytical
Testing (see ISL Sections 6 and 7), as determined by WADA,, is a critical requirement for the maintenance
of the Laboratory’s WADA accreditation.

4.6.2 Re-accreditation Costs

On an annual basis, WADA will invoice the Laboratory for a portion of the costs associated with the re-
accreditation process.

4.6.3 Issuing and Publication of Accreditation Certificate

On an annual basis, when maintenance of accreditation is approved, the Laboratory shall receive a
WADA Accreditation Certificate, signed by a duly authorized representative of WADA, which is issued in
recognition of such accreditation. The certificate/Accreditation Certificate shall specify the name of the
Laboratory and the time period for which the eertificateAccreditation Certificate is valid. WADA
Accreditation Certificates may be issued after the effective date, with retroactive effect. The list of WADA-
accredited Laboratories are maintained on WADA’s website.

4.6.4 Loss of WADA Accreditation
A Laboratory’s WADA accreditation may be suspended or revoked, or subject to an Analytical Testing
Restriction, whenever the Laboratory fails to comply with the ISL and/or Technical Documents and/or

Technical Letters, or where the Suspension—e+, Revocation ef-the—Laberatery's—acereditationor

Analvtical Testing Restriction is otherwise required in order to protect the integrity of the Samples, the
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Analytical Testing process or the interests of the Anti-Doping Community.

4.6.4.1 Suspension of Accreditation and Analytical Testing Restriction

ISt The Chairman of the WADA
Executive Committee may suspend a Laboratory’s WADA accreditation or impose an Analytical Testing
Restriction against a Laboratory if WADA identifies any-ron-compliancea noncompliance with the ISL
and/or Technical Documents and/or Technical Letters based on the Laboratory’s performance during the
EQAS or during routine Analytical Testing. This decision by the Chairman of the WADA Executive
Committee, which is taken in accordance with ISL Art. 7.2, does.not require the conduct of Disciplinary
Proceedings as described in ISL Art. 4.6.4.5.

The Chairman of the WADA Executive Committee may also suspend a Laboratory’s WADA accreditation
or impose an Analytical Testing Restriction against a Laboratory based on other evidence of ISL #en-
cemplianeenoncompliance(s) as described immediately below or whenever it is considered that such
action is necessary to ensure the full reliability and accuracy of Analytical Testing and the accurate

reporting of analytical-test results 18,

MNenr-comphanecesNoncompliances with the ISL include, but are not limited to:
e Suspension, or withdrawal of ISO/IEC- 17025 accreditation;

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

¢ Serious and repeated nen-compliancesnoncompliances with results reporting timelines (see ISL
ArtielesArts. 5.3.5.2.5 and 5.3.5.2.7.23);
o Failure to take appropriate corrective action after an unsatisfactory performance during routine
Analytical Testing or in a blind EQAS or double-blind EQAS round;
o Failure to take appropriate corrective action for ISL and/or Technical Document and/or Technical
Letter nen-comphancenoncompliance(s) identified from Laboratory on-site assessment(s);
o Failure to cooperate with WADA or the relevant Testing Authority or Results Management Authority
in providing documentation;

Nenr-complianeeNoncompliance(s) with the Code of Ethics;
o Laboratory staff and/or management issues, including but not limited to:

- Major changes in senior Laboratory management positions (e-¢-—Laboratory Director, Deputy

18 Upnlessif WADA determines that the ron-comphaneen oncompllanc (s) Ieadmg to the Suspension of the
Laboratory’s WADA accreditation affectsor to the laber: :
imposition of an Analytical Testing Restriction against the Laboratorv does not affect the Laboratory’s ability to

analyze blood Samples for the ABP, as-determined-by-WADA—suspended-Laberatories-then the Laboratory

may-keep, at WADA's sole discretion, continue operating in such a capacity. In such cases, WADA will inform the
Laboratory indhviduathyaccordingly.
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Director, Quality-Centrel Manager) without proper and timely notification to WADA,

- Failure to appoint a permanent Laboratory Director or other senior management positions (e.g.
Quality-Centrel Manager) within a reasonable timeframe;

- Failure to guarantee the competence and/or proper training of scientific staff, including, for
example, the qualification of analysts as Certifying Scientists and Laboratory Supervisory
Personnel (see ISL ArticleArts. 5.2.2.6 and 5.2.2.7);

- Significant loss or lack of experienced staff (e.q. Certifying Scientists) that affects, as
determined by WADA, the Laboratory’s ability to ensure the full reliability and accuracy of Analytical
Testing and reporting of test results-;

- Loss of sufficient Laboratory support and-Laberatery resources that affects, as determined by
WADA, the quality and/or viability of the Laboratory;

- Failure to analyze the minimum number of Samples indicated in ISL ArticleArt. 4.4.9-15— or
- _-Failure to cooperate in any WADA enquiry in relation to the activities of the Laboratory.

4.6.4.2 Revocation of Accreditation

The WADA Executive Committee shall revoke the WADA accreditation of any Laboratory if it determines
that Revocation is necessary to ensure the full reliability and accuracy of Analytical Testing and the
accurate reporting of analytical test results.

Revocation of WADA accreditation may be based on, but not limited to, the following ren-
eomplianeenoncompliance(s):

« Repeated reporting of False Adverse Analytical Findings or repeated failure to take appropriate
corrective action after the reporting of a False Adverse Analytical Finding;

« Repeated reporting of False Negative Findings or repeated failure to take appropriate corrective
action after the reporting of False Negative Finding(s);

« Repeated suspensions of ISO/IEC- 17025 accreditation or Suspensions of WADA accreditation_or
repeated impositions of Analytical Testing Restrictions against the Laboratory;

o Failure to correct a lack-ofcomplianeenoncompliance with any of the requirements or standards
listed in the ISL and/or Technical Documents and/or Technical Letters by the end of the Suspension
period or at the end of an extension of the Suspension period in accordance with ISL ArticleArt.
4.6.5-46.1;

« Repeated failure to comply with the ISL and/or Technical Documents and/or Technical Letters;

e Serious Laboratory ren-comphaneenoncompliance(s) with the ISL and/or Technical Documents
and/or Technical Letters identified, for example, during on-site assessments, by documented client
complaints or through other enquiries or investigations conducted by WADA;

« Repeated failure to take appropriate corrective action following unsatisfactory performance either in
routine Analytical Testing or in a blind EQAS or double-blind EQAS round(s);
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« Repeated failure to take appropriate corrective action following ISL and/or Technical Document

| and/or Technical Letter non-comphancenoncompliance(s) identified from Laboratory on-site
assessment(s);

| « Repeated failure to analyze the minimum number of Samples indicated in ISL ArticleArt. 4.4.9-%;

« Continuous, serious Laboratory staff and/or management issues (e.g. continuous turnover of
qualified staff affecting Laboratory expertise and competence, inadequate training, repeated failure to
train and qualify an appropriate number of analysts as Certifying Scientists);

« Failure to cooperate with WADA or any relevant Testing Authority during a period of Suspension or
following the imposition of an Analvtical Testing Restriction;

o Failure—to-inform—clientsAnalysis of Samples from Signatories in violation of a Suspension ef
acereditationor Analytical Testing Restriction decision;

« A serious or repeated violation(s) of the Code of Ethics;

« Conviction of any key personnel for any criminal offence that is determined by WADA to impact the
operations of the Laboratory;

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

o Failure to maintain administrative and operational independence as described in ISL Arts. 4.1.7 and
4.4.4;

o Loss of support which significantly affects the quality and/or viability of the Laboratory; and

« Any other cause that materially affects the ability of the Laboratory to ensure the full reliability and
accuracy of Analytical Testing and the accurate reporting of test results.

4.6.4.3 Provisional Suspension or Provisional Analytical Testing Restriction

4.6.4.3.1 Mandatory Provisional Suspension or Provisional Analvtical Testing Restriction

Any Laboratory shall have—its—be subject to a Provisional Suspension of WADA accreditation
previsionaly—suspendedor to a provisional Analytical Testing Restriction (as described in ISL Art.
4.6.5.1) until the final accreditation status (Suspension—period—or, Revocation or Analytical Testing
Restriction) is determined by WADA, when any of the following conditions are met:
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o Accumulation of thirty (30) or more penalty points over a 12-month period (including blind- and
double-blind EQAS rounds and routine Analytical Testing) in accordance with the |SL Points Scale
Table deseribed-in-(ISL ArticleArt. 7.453);
«—Accumulation of twenty (20) or more penalty points from a single EQAS
round in—acecordance-with-the PointsScale Table-deseribedinISE
«Accumulation—eoftwenty {20)—or—more—penalty—peintsor from
double-blind EQAS samples analyzed over a twelve (12) month period
: ; - ; i 1S X

74
o Aceumulation-ef-twenty (20 -er-more-penalty peintsor during routine Analytical Testing over
a twelve (12) month period, in accordance with the |SL Points Scale Table described—in—(ISL
ArtieleArt. 7.4:—6+-3);
e The reporting of more than one (1) False Adverse Analytical Finding or of more than two (2)
independent False Negative Findings per. EQAS round, or the reporting of more than three (3)
independent False Negative Findings over any consecutive 12-month period (ISL Art. 7.3) 1°:

e Cases in which WADA determines that the Laboratory’s nen-cemphancenoncompliance(s) with
the ISL and/or Technical Documents and/or Technical Letters may result in Revocation of the

Laboratory’s WADA accreditation based on ISL ArticleArt. 4.6.4.2.

Provisional Suspensions or the imposition of a provisional Analytical Testing Restriction shall be lifted
immediately should WADA determine that there are no longer grounds to subject the Laboratory to
disciplinary action.

4.6.4.3.2 Resolution Facilitation

Prior to the commencement of Disciplinary Proceedings in accordance with ISL Art. 4.6.4.5, or before
any final recommendation is made by the LabEG to the Chairman of the WADA Executive Committee
regarding the status of the Laboratory’s WADA accreditation in accordance with ISL Arts. 7.2 and 7.3,
the WADA LabEG, upon request by the Laboratory Director, will hold a resolution facilitation session with
the Laboratory Director (via teleconference or other means). During this session, the LabEG shall explain
the Laboratory’s noncompliances with the ISL and/or Technical Document(s) and/or Technical Letter(s),
and offer the Laboratory Director an opportunity to provide further clarification to the WADA LabEG.

19 Independent False Negative Findings are those produced by different and unrelated fundamental causes, as
determined by WADA and based on the Root Cause Analysis investigation.
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During this resolution facilitation session, the Laboratory and WADA may agree to the terms and duration
of the Suspension of the Laboratory’s WADA accreditation or the terms of the Laboratory’s Analytical
Testing Restriction. Any such agreement must be submitted to the Chair of the WADA Executive
Committee for approval. Following such approval by the Chair of the WADA Executive Committee,
Disciplinary Proceedings will not be instituted against the Laboratory.

Should the Laboratory and WADA be unable to come to an agreement regarding the terms and duration
of the Suspension of the Laboratory’s WADA accreditation or the terms of the Laboratory’s Analytical
Testing Restriction during the resolution facilitation session, the procedures foreseen in ISL Art. 4.6.4.5
or ISL Arts. 7.2 and 7.3, as applicable, shall be followed.

Disciplinary Proceedings may be later instituted against the Laboratory in accordance with ISL Art. 4.6.4.5
should WADA consider necessary to extend the period-of the Laboratory’s Suspension or Analytical
Testing Restriction or to take any other disciplinary action as permitted and/or required by the ISL.

4.6.4.3.3 _ Optional and Voluntary Provisional Suspension and provisional Analytical Testing Restriction

The Chair of the WADA Executive Committee may also impose a Provisional Suspension of a
Laboratory’s WADA accreditation_or impose a provisional Analytical Testing Restriction against a
Laboratory in cases where the LabEG or WADA determines that it is required to protect the integrity of
the Analytical Testing process and the interests of the Anti-Doping Community.

SuspensienrFollowing the imposition of an optional Provisional Suspension or a provisional Analytical
Testing Restriction against a Laboratory, the resolution facilitation session detailed in ISL Art. 4.6.4.3.2
shall be followed.

A Laboratory may also subject itself to a voluntary Provisional Suspension or provisional Analytical
Testing Restriction pending the determination of the status of its WADA accreditation as provided in the
ISL.

4.6.4.4 Suspension, Analytical Testing Restriction and Revocation Procedures

In cases involving a Laboratory’s unsatisfactory performance in the EQAS or during routine Analytical
Testing, the Suspension of the Laboratory’s WADA accreditation or the imposition of an Analytical Testing
Restriction against the Laboratory shall proceed in accordance with ISL ArticlesArts. 7.32 and 7.43.

For all other cases of potential Suspension of a Laboratory’s WADA accreditation or possible imposition
of an Analytical Testing Restriction against a Laboratory in relation to the grounds described in ISL
ArtieleArt. 4.6.4.1-2, Disciplinary Proceedings will be initiated as provided in ISL ArticleArt. 4.6.4.5
below.
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4.6.4.5 Disciplinary Proceedings — Suspension, Analytical Testing Restriction or Revocation

4.6.4.5.1 |Institution of Disciplinary Proceedings

ISE - “4-1—~WADA shall institute Disciplinary
Proceedings against a Laboratory to suspend or revoke its WADA accreditation, or to impose an
Analviical Testing Restriction, whenever it considers that the Laboratory’s actions constitute nen-
eemplianeenoncompliance(s) with the ISL and/or Technical Documents and/or Technical Letters as
described in ISL ArticlesArts. 4.6.4.1-2 and 4.6.4.2-2—respectively, or whenever the Suspension or
Revocation of the Laboratory’s WADA accreditation, or the imposition of an Analytical Testing Restriction,
is necessary to ensure the full reliability and accuracy of Analytical Testing and the accurate reporting of
analytical test results.

The institution of WADA Disciplinary Proceedings against a Laboratory does not apply to the situations
described in ISL Arts. 7.2 and 7.3, on which basis the LabEG may make direct recommendations to the
Chairman of the WADA Executive Committee (in_regards to the status of the Laboratory’'s WADA
accreditation (in accordance with the ISL Points Scale Table).

4.6.4.5.2 WADA Investigation

Before Disciplinary Proceedings are instituted against a Laboratory, WADA, in collaboration with the
LabEG where necessary or applicable, shal conduct an investigation, either on its own initiative or upon
request by any other interested party, to determine whether, based on the available evidence, the

Laboratory’s actions constitute a nen-complianeenoncompliance with the ISL and/or Technical
Documents and/or Technical Letters;.

Once the investigation is completed, WADA shall produce an investigation report (Case Summary
Report) indicating whether it considers that the Laboratory’s actionsaction(s) constitute a ren-
comphaneenoncompliance(s) with the ISL and/or Technical Documents and/or Technical Letters;, and
may include a recommendation regarding the status of the Laboratory’s WADA accreditation.

If WADA considers that the Laboratory’s actions are nen-cemphantnoncompliant with the ISL and/or
Technical Documents and/or Technical Letters, WADA shall institute Disciplinary Proceedings against
the Laboratory in accordance with the procedure indicated in the Procedural Rules for the Disciplinary
Committee of the ISL (the “Procedural Rules”) found in Annex B of the ISL.

4.6.4.5.3 Disciplinary Committee

+-Within five (5) working days of receiving the Case Summary Report and
supporting documentation or any other evidence of nen-
comphanecenoncompliance(s) with the ISL and/or Technical
Documents and/or Technical Letters, WADA shall institute Disciplinary
Proceedings against the Laboratory and constitute, except in the
situationsituations described in ISL Article—4-6-4-4-1Arts. 7.2 And
7.3, an impartial Disciplinary Committee (DC) in accordance with
Artiele
Art. 1 of the Procedural Rules;
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(ISL_Annex B). The DBisciphnary—CommitteeDC shall be responsible for conducting Disciplinary

Proceedings in accordance with the Procedural Rules;.

The WADA Case Summary Report —shall be provided to the Laboratory and the Bisciphlnary
CommitteeDC with a recommendation regarding the status of the Laboratory’'s WADA accreditation.
The Laboratory shall be permitted to make written submissions and provide any supporting documents
or evidence in accordance with ArticleArt. 3 of the Procedural Rules: (ISL Annex B).

The Disciplinary-Cemmittee-DC shall issue a recommendation to the Chair of the WADA Executive
Committee or, where applicable, to the WADA Executive Commitiee, regarding the action(s) to be taken
with regard to the Laboratory’s WADA accreditation in accordance with the requirements and procedure
described in ArticleArt. 7 of the Procedural Rules- (ISL Annex B).

4.6.4.5.4 Notification of Decision

Upon completion of the procedure indicated in ISL ArticleArts. 4.6.4.5, 7.2 or Articles-7.3-and—7-4, as
applicable, and in accordance with the timelines indicated in Art. 7 of the Annex-B-Procedural Rules of
the-(ISL; Annex B), WADA shall provide the Laboratory with written notice of its decision regarding the
status of the Laboratory’s WADA accreditation-electrenically-. This notice shall state the following:

1) That the Laboratory’s WADA accreditation has been maintained (including warnings, if applicable);
or

2) That the Laboratory’s WADA accreditation has been suspended or revoked iretiding:or that an
Analytical Testing Restriction has been imposed against the Laboratory.

Such notice shall include:

= The reason(s) for Suspension or Revocation or the imposition of an Analytical Testing
Restriction;

= The terms of the Suspension-&+, Revocation, or Analytical Testing Restriction; and

= The period of Suspension or of Analytical Testing Restriction, if applicable.

For proceedings conducted pursuant to Sectien|SL Art. 4.6.4.5, WADA shall also provide the Laboratory
with a copy of the Bisciplinary—Committee’sDC’s recommendation regarding the Suspension or
Revocation of the Laboratory’s WADA accreditation or the imposition of an Analytical Testing Restriction
against the Laboratory.

4.6.4.5.5 Effective Date and Appeals

A Suspension or Analytical Testing Restriction is effective_immediately effective—upon receipt of
notification; of the decision.
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under Suspension until such a time when the Revocation becomes effective, or pending the outcome of

any possible appeal of the Revocation decision by the Laboratory.

A Laboratory may appeal a decision by WADA to revoke or suspend its WADA accreditation, or to impose
an Analytical Testing Restriction, to CAS in accordance with Code ArticleArt. 13.7. The Laboratory shall
have twenty-one (21) calendar days from the date of receipt of the decision from WADA to file an appeal
to CAS.

4.6.4.6 Public Notice

WADA shall announce a change in a Laboratory’s accreditation status on its website,-irciueing as soon
as the Laboratory is notified by WADA of its decision. The public notice shall include the name and
address of any Laboratory that has had its accreditation suspended or revoked,—a#c-the- or that has
been subjected to an Analytical Testing Restriction, as well as the name of any Laboratory that has had
its Suspension or Analytical Testing Restriction lifted. In cases of Laboratory Revocation, the public notice
shall specify that the Laboratory shall remain under Suspension until the date when the Revocation
becomes effective, as determined in.ISL Art 4.6.4.5.5 above.

WADA shall also indicate the terms and length of athe Suspension or the Analytical Testing Restriction,

as well as the nature of the Laboratory’s nen-cemphiancenoncompliance with the ISL and/or Technical
Documents and/or Technical Letters;.

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

4-6-5-Consequences of Suspended or Revoked Accreditation
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approvediaberatery-forthe ABP-Restriction

4.6.5.1 Analytical Testing Restriction

If WADA determines that the ren—-cemphianeenoncompliance(s) are limited to a class of Prohibited
Substances or Prohibited Methods or to a specific Analytical Testing Procedure, WADA ray-Hrmitthe
Suspension-to-thewill impose an Analytical Testing Restriction for that class of Prohibited Substance(s)
or Prohibited Method(s) or tefor the specific Analytical Testing Procedure in which the Aen-
eemplianeenoncompliance(s) occurred.

The Laboratory shall inform its clients of the imposed Analytical Testing Restriction and shall subcontract
the affected analyses to another Laboratory(-ies) during the period of the Analytical Testing Restriction,
as provided in ISL Art. 5.4.8. A Laboratory under an Analytical Testing Restriction shall inform WADA of
the identity of the relevant Testing Authority(-ies) and the chosen Laboratory(-ies).

If the reason for the Analytical Testing Restriction was related to the reporting of False Adverse Analytical
Finding(s), all analyses employing the affected Analytical Testing Procedures shall cease immediately.

The Laboratory shall transfer 2° the following Samples (‘A” and “B” Samples) in the Laboratory’s custody,
which involve the analysis of the same class of Prohibited Substances or Prohibited Methods and/or the
application of the affected Analytical Testing Procedure(s) subjected to the Analytical Testing Restriction,
to another Laboratory(-ies) for the performance of the “A” and, if needed, the “B” Confirmation Procedures
(unless otherwise instructed by WADA):

e Samples, which had been previously reported as an Adverse Analytical Finding;

e Samples, which have been opened and were undergoing analysis for the Initial Testing
Procedure(s) at the time of the Analytical Testing Restriction decision;

o Samples for which the “A” or “B” Confirmation Procedures had been completed, but results of the
analysis had not been reported by the Analytical Testing Restriction date, or Samples which had been
undergoing “A” or “B” Confirmation Procedures at the time of the imposition of the Analytical Testing
Restriction;

o Samples which have been reported as an Adverse Analytical Finding based on the “A” Confirmation

Procedure prior to the imposition of the Analytical Testing Restriction. These Samples shall be kept in
the Laboratory under proper L tory Internal Chain of Custody and appropriate storage conditions.

Should a “B” Confirmation Procedure be requested during the period of the Analytical Testing
Restriction, both “A” and “B” Samples shall be transferred ® to another Laboratory(-ies) for the “A”

20 The Laboratory under Analytical Testing Restriction shall contact the relevant Testing Authority(-ies) to make
arrangements for the transfer of these Samples to subcontracted Laboratory(-ies), chosen by the Testing Authority,
within thirty (30) calendar days of being notified of the Analytical Testing Restriction decision. All associated costs
shall be borne by the Laboratory under Analytical Testing Restriction.
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Confirmation Procedure to be performed again and for the performance of the “B” Confirmation
Procedure, if applicable.

If the Analytical Testing Restriction has been caused by the reporting of False Negative Finding(s), and
further investigation reveals that other Negative Finding(s) had been reported for Samples that are still
stored in the Laboratory, the Laboratory shall inform the Testing Authority and WADA. In such cases,
both the “A” and “B” containers of the relevant Samples shall be transferred 1° to another Laboratory(-
ies) for Further Analysis, as determined by WADA. These re-analyses may be applied to the class of
Prohibited Substances and/or Prohibited Methods or to the Analytical Testing Procedure(s) that were
associated with the Negative Finding(s), as determined by WADA.

4.6.5.2 Suspensiontaberatory

A Laboratory whose WADA accreditation has been suspended is ineligible to perform Analytical Testing
of Samples for any Code-compliant Anti-Doping Organization. This provision does not apply when the
noncompliance(s) that led to the Suspension do not affect blood analyses for.the ABP.

4.6.6-1.14.6.5.2.1 If the reason for the Suspension was related to a violation of the Code of Ethics

(Annex A), all ergoeing-analysesAnalytical Testing in the suspended Laboratory shall cease immediately
and the Laboratory shall transfer 2! all Samples (both the “A” and “B” Samples) in the Laboratory’s

custody to other Laboratory(-ies) chosen by the Testing Authority(-ies).

4-6:6-1.24.6.5.2.2 _If the reason for the Laberatery Suspension was related to the reporting of false
Adverse Analytical Finding(s), all ongoing analyses-in-the suspended-LaberateryAnalytical Testing

shall cease immediately.

In addition, the Laboratory shall transfer**transfer '° the following Samples (“A” and “B” Samples) in
the Laboratory’s custody to another Laboratory(-ies) for the performance of the “A” and, if needed, the
“B” Confirmation Procedures, unless otherwise instructed by WADA:

21 The suspended_or revoked Laboratory shall contact the relevant Testing Authority(-ies) to make arrangements
for the transfer of Samples to Laboratory(-ies), chosen by the Testing Authority, within thirty (30) calendar days of
being notified of the Suspension or Revocation decision. Any additional costs of analysis to those previously agreed
or already paid to the suspended or revoked Laboratory; shall be borne by the Laboratory under Suspension- or
Revocation. In cases of violations-6f the-Code of Ethics_violations, the suspended or revoked Laboratory shall
also reimburse the Testing Authority for the costs of these-previcus—re-analyses that-have-te-be-repeated-in
another Laboratory. The suspended or revoked Laboratory shall inform WADA of such actions including the
provisten-ofproviding the Sample code(s) and the identity of the relevant Testing Authority(-ies) and the chosen
Laboratory(-ies).
Testing Authorities should consider differences in analytical capacity between the suspended or revoked
Laboratory and the receiving aboratory( |es) (e.g. l:h%-ts—ef—De%eeH-eHLOl for Non-Threshold Substances,

capacity to perform specific analyses; ytical- Testing-meny). In such
cases, the Testing Authority may consult the Laboratorles |mpl|cated and/or WADA for guidance.
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e Samples, which had been previously reported as an Adverse Analytical Finding for the same class
of Prohibited Substances or Prohibited Methods when applying the same Confirmation Procedure;

e Samples for which [nitial Testing Procedures had been completed and produced Presumptive
Adverse Analytical Finding(s), but resultsfor which Confirmation Procedures had not yet been
reported-yetperformed at the time of the-Laberatery’s Suspension;

e Samples, which have been opened and were undergoing analysis for the Initial Testing Procedure(s)
at the time of Laboraterythe Suspension;

e Samples which have been received at the Laboratory but not opened yet—at the time of the
Laberatery’s-Suspension {[these Samples shall be kept sealed in the Laboratory under proper
Laboratory Internal Chain of Custody and appropriate storage conditions until transfer™transfer '° to
another Laboratory)-(-ies)].

e Samples for which “A” or “B” Confirmation Procedures had been completed, but results of the
analysis had not been reported by the Suspension date, or Samples which had been undergoing “A”
or “B” Confirmation Procedures at the time of Laberaterythe Suspension;

+«—Samples which have been reported as an Adverse Analytical Finding
based on the “A” Confirmation Procedure prior to the Laberatery
Suspension;

4.6.6-1.34.6.5.2.3 A Laboratory that has had its WADA accreditation suspended for reasons other than
a violation of the Code of Ethics or the reporting of false Adverse Analytical Findings(s) shall take the
following steps with the Samples in the Laboratory’s custody, unless otherwise instructed by WADA:

o Samples which have been-already analyzed and reported as a Negative Finding, and which have
either been stored in the Laboratory for a period of less than three (3) months or had been placed in
long-term storage upon request by the Testing Authority or WADA:

These Samples shall be kept in the Laboratory under proper Laboratory Chain of Custody and
appropriate storage conditions. The Laboratory shall inform WADA of such actions including the
provision of the Sample codes and the identity of the relevant Testing Authority(-ies).
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If the Suspension ef-the—Laberatery—has been caused by the reporting of falseFalse Negative
Finding(s), and further investigation reveals that other Negative Finding(s) had been reported for
Samples-thatare-stillstered-irby the Laboratory, the Laboratory shall inform the Testing Authority
and WADA. In such cases, both the “A” and “B” containers of the relevant Samples shall be
transferred**transferred % to another aboratory%hese&b%ﬂesﬂﬁa%&t#%( ies) for the
-Further Analysis,
as determmed by WADA. These analyses may be applied for all the Prohibited Substances and
Prohibited Methods included in the requested Analytical Testing menu, or be limited to the class of
Prohibited Substances and/or Prohibited Methods or to the Analytical Testing Procedure(s) that were
associated with the Negative Finding;(s). as determined by WADA.

e Samples for which Initial Testing Procedures had been completed, but results had not been
reported yet-at the time of the Laberatery’s-Suspension:

If the Initial Testing Procedure(s) have produced Presumptive Adverse Analytical Finding(s), both the
“A” and “B” Samples shall be transferred®™transferred '© to another Laboratory(-ies) for the
performance of the “A” and, if needed, the “B” Confirmation Procedures;.

In addition, if the Suspension ef-the-Laberatery-has been caused by the reporting of falseFalse
Negative Finding(s) and the Initial Testing Procedure(s) have produced negative results, both the “A”
and “B” Samples shall also be transferred™*transferred '° to another Laboratory(-ies) for the repetition
of the Initial Testing Procedure(s) and, if needed, the performance of Confirmation Procedures. These
analyses may be applied for all the Prohibited Substances and Prohibited Methods included in the
requested Analytical Testing menu, or be limited to the class of Prohibited Substances and/or Prohibited
Methods or to the Analytical Testing Procedure(s) that were associated with the Negative Finding, as
determined by WADA.

If the reason for the Suspension ef-the-Laberatery-was not related to the reporting of falseFalse
Negative Findings and the Initial Testing Procedures have produced negatlve results the Sample(s)

shall be reported in ADAMS as Negatlve Fmdlng(s)

These Samples shall be kept in the Laboratory under proper Laboratory Internal Chain of Custody and

appropriate storage conditions until further notice by WADA. The Laboratory shall inform WADA of such
actions including the provision of the Sample codes and the identity of the relevant Testing Authority(-
ies).

e Samples which have been opened and were undergoing analysis for the Initial Testing Procedure(s)
at the time of Laberaterythe Suspension:
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-If the reason for Suspension ef-the—Laberatery—was not related to the reporting of falseFalse
Negative Finding(s), the Laboratory shall continue to analyse these Samples until all Initial Testing
Procedures are completed. -If the Initial Testing Procedures produce Negative Findings, the Laboratory
shall report these findings into ADAMS and these Samples shall be kept in the Laboratory under proper
Laboratory Chain of Custody and appropriate storage conditions-_until further notice by WADA. The
Laboratory shall inform WADA of such actions including the provision of the Sample codes and the
identity of the relevant Testing Authority(-ies);).

However, if the Initial Testing Procedure has produced a Presumptive Adverse Analytical Finding, both
the “A” and “B” Samples shall be transferreé**transferred '© to another Laboratory(-ies) for the
performance of the “A” and, if needed, the “B” Confirmation Procedures.

If the Suspension ef—the—taberatery—has been caused by the reporting of falseFalse Negative
Finding(s), then the Laboratory shall cease all analyses and have —both-the “A” and “B” Samples

transferred®™transferred '° to another Laboratory(-ies) for the performance of the “A” and, if needed,
the “B” Confirmation Procedures.

e Samples which have been received at the Laboratory but not opened yet at the time of the
Laberatery’s-Suspension:

These Samples shall be kept sealed in the Laboratory under proper Laboratory Chain of Custody and
appropriate storage conditions until trarsfer™*transfer '° to another Laboratory(-ies) for Analytical
Testing.

e Samples for which “A” or “B” Confirmation Procedures had been completed, but results of analysis
had not been reported by the Suspension date, or Samples which had been undergoing “A” or “B”
Confirmation Procedures at the time of Laberaterythe Suspension:

-Both the “A” and “B” Samples shall be transferred**iransferred '° to another Laboratory(-ies) for the
repetition of the “A” and, if applicable, the “B” Confirmation Procedures.

e Samples which have been reported as an Adverse Analytical Finding based on the “A” Confirmation
Procedure prior to the Laberatory-Suspension:

Internal Chain of Custody and appropriate storage conditions. Should a “B” Confirmation Procedure be
requested during the Laberatery—Suspension, both “A” and “B” Samples shall be
transferred™transferred '° to another Laboratory(-ies) for the “A” Confirmation Procedure to be
performed again and for the performance of the “B” Confirmation Procedure, if applicable.

4.6.6:1.44.6.5.2.4 If the Suspension of-the-Laberatery—inclidedconcerned the analysis of blood
Samples for the Athlete-Biclogical-Passport{ABPY;, Samples collected prior to the Suspension date
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may be analyzed by the Laboratery**Laboratory 2. The reporting of results for the relevant Sample(s)
in ADAMS shall include a comment regarding the Laboratery’s-Suspension at the time of analysis so
that the Testing Authority/ / APMU can take this information into account during the results management
process.

4.6.6-1.54.6.5.2.5 During the Suspension or Analytical Testing Restriction period, the Laboratory will
continue participating in the WADA EQAS program. WADA may require the Laboratory to analyse
additional blind EQAS samples and/or perform an on-site assessment, at any time and at the expense of
the Laboratory, in order to evaluate the Laboratory’s status.

4.6.6:24.6.5.3 Revocation

A Laboratory whose WADA accreditation has been revoked is ineligible to perform Analytical Testing of
Samples for any Testing Authority. The Laboratory Internal Chain of Custody maintained by a revoked
Laboratory for stored Samples is valid until such time that arrangements can be made, in consultation
with WADA, for the transfer ° of relevant Samples to ether-Laberateries.another Laboratory(-ies).

A Laboratory whose WADA accreditation has been revoked shall contact the relevant Testing Authority(-
ies) to make arrangements for the transfer '© of all Samples in the Laboratory’s custody, to a Laboratory(-
ies) chosen by the Testing Authority, within thirty (30) calendar days of being notified of the decision
revoking its WADA accreditation. AH-engeinganalysesinthe revoked-Laboratory shallceaseand
the—Samples—shal—be—transferred*™ to—aneother—Laboratery to—perform—the necessary
analyses—The Laboratory whose accreditation has been revoked shall inform WADA of such actions

including the-provision-efproviding the Sample codes and the identity of the relevant Testing Authority(-
ies) and the chosen Laboratory(-ies).

4.6-74.6.6Reinstatement of Suspended Accreditation_or lifting of the Analytical Testing Restriction

WADA shall lift the Suspension of the Laboratory’s WADA accreditation_or lift the Analytical Testing
Restriction only when the Laboratory provides satisfactory evidence, as determined by WADA, that
appropriate steps have been taken to remedy the isseenoncompliance(s) that resulted in the Suspension
of the Laboratory’s WADA accreditation or the imposition of the Analytical Testing Restriction, and that
proper measures have been implemented to satisfactorily address the condition(s) specified, if any, for
reinstatement of WADA accreditation.

23 Due to the negative impact of time on the integrity of blood Samples used for ABP analyses, it is not normally
feasible to send the ABP blood Samples to other Laboratories for timely analysis.
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4.6-7314.6.6.1 Extension of Suspension or Analytical Testing Restriction

If a Laboratory whose WADA accreditation has been suspended or has been the subject of an Analytical
Testing Restriction _has not corrected the ISL rer-compliancenoncompliance(s) that resulted in the
Suspension or Analytical Testing Restriction, or if WADA identifies any additional ISL nen-
eomphianeenoncompliance(s) during an on-site assessment conducted during the initial Suspension or
Analytical Testing Restriction period, either the Suspension of the Laboratory’'s WADA accreditation or
Analvtical Testing Restriction shall be further extended or the Laboratory’s accreditation shall be
revoked-, as determined by WADA.

The Suspension or Analytical Testing Restriction period may be extended up to a maximum of an
additional six (6) months, based on justifiable delays in submitting satisfactory corrective actions. The
Suspension of a Laboratory's WADA accreditation_or Analytical Testing Restriction, including any
extensions of a Suspension or Analytical Testing Restriction, shall not exceed twelve (12) months, unless
otherwise determined by WADA.

If applicable, a delay in the delivery of the ISO/IEC- 17025 accreditation to the Laboratory by the relevant
Accrediting Body may also constitute grounds to extend the Suspension of the Laboratory’s WADA
accreditation.

The decision to extend the Suspension of a Laboratory’s WADA accreditation or the period of the
Analytical Testing Restriction shall be rendered by the Chair of the WADA Executive Committee on the
basis of a recommendation from the LabEG. WADA will provide the Laboratory with a decision of the
Chair of the WADA Executive Committee extending the Suspension of the Laboratory’'s WADA
accreditation_or extending the period of the Analytical Testing Restriction.

The Laboratory may appeal WADA's decision to extend the Suspension of its WADA accreditation or to
extend the period of the Analytical Testing Restriction in accordance with ISL ArticleArt. 4.6.4.75.5.

If, in accordance with the terms of the extension of the Suspension of the Laboratory’s WADA
accreditation or the terms of the extension of the Analytical Testing Restriction, the Laboratory provides
evidence determined to be satisfactory by WADA that all of the identified ISL and/or Technical Document
and/or Technical Letter ron-compliancenoncompliance(s) have been corrected, the Laboratory’s
accreditation shall be re-instated or the Analytical Testing Restriction may be lifted by decision of the
Chair of the WADA Executive Committee.

If the Laboratory has not provided evidence determined to be satisfactory by WADA at the end of the
extended Suspension or extended Analytical Testing Restriction period, the Laboratory’s accreditation
shall be revoked. The decision to revoke a Laboratory’s WADA accreditation shall be rendered by the
WADA Executive Committee. WADA will notify the Laboratory of the decision of the WADA Executive
Committee to revoke the Laboratory’s WADA accreditation in accordance with ISL ArticleArt. 4.6.4.65.4.
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The Laboratory may appeal WADA's decision to revoke its WADA accreditation in accordance with ISL
ArticleArt. 4.6.4.7-5.5.

4.6.7.24.6.6.2 Revoked Accreditation

If a laboratory whose WADA accreditation has been revoked wishes to seek a new WADA accreditation,
it must seek WADA accreditation as a new laboratory in accordance with ISL ArticlesArt. 4.1-and-4-2.

When seeking a new WADA accreditation, the laboratory may request the-granting-bythat WADA-of
a-fast-track-mechanism-to-enterand expedite the probationary phase of accreditation, which shall
be approved by the WADA Executive Committee. To do so the Laboratory shall provide WADA, as part
of its application for a new accreditation, with information that it considers constitutes “exceptional
circumstances” that may justify modifying the requirements of ISL Articles4-1and/er4-2-Art. 4.1 and
expediting the probationary phase of accreditation. At its sole discretion, WADA’s Executive Committee
may determine whether such modifications are justified and which steps must be followed prior to granting
approval to the laboratory;—at-its—sele-diseretion; to enter the probationary phase of accreditation.
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4.7 Accreditation Requirements for Major Events

Major Event Organizations should give preference to use existing facilities of an accredited laboratory
(i.e. a Laboratory) for the analysis of Samples.

In some cases, the reporting time requirements for a Major Event may require that the Laboratory facility
be located in proximity to the Major Event such that Samples can be delivered by Doping Control staff.
This may require the establishment by an existing Laboratory of a temporary “satellite facility”, which shall
start sufficiently in advance to validate operations at the “satellite facility” and perform the Analytical
Testing for the Major Event.

In addition, the Laboratory operations necessary for a Major Event may be such that the existing
Laboratory facilities are not adequate. This may require the expansion of existing facilities, re-location of
the Laboratory to a new permanent facility, the addition of personnel, and/or the acquisition of additional
equipment. The Director of the Laboratory designated to perform the Analytical Testing shall ensure that
a proper Management System, performance, security and safety are maintained.

There shall be agreement sufficiently ahead of the Major Event between the Major Event Organization
and the Laboratory in regards to Analytical Testing requirements such as test result turn-around time, the
expected number of blood and urine Samples to be analyzed, or the number of specific analyses (i.e. not
considered as part of the routine Analytical Testing menu) required. The Laboratory shall be required to
report on staffing and equipment issues as required by WADA.

4.7.1 Major_Event Analytical Testing in the Laboratory Facilities

When Analytical Testing services for a Major Event are provided in the existing facilities of an accredited
laboratory (i.e. a Laboratory), the WADA accreditation status of the Laboratory applies and no additional
WADA Accreditation Certificate for the Major Event needs to be issued. However, the Laboratory shall
meet the requirements listed below in this ISL 4.7.1.

If requested by the Major Event Organization and in accordance with applicable national laws or
workplace regulations, Laboratories providing Analytical Testing services during a Major Event or storing
Samples collected at a Major Event should, when justified, monitor the Laboratory perimeter and the
access to Sample storage room(s) through the use of CCTV cameras.

4.7.1.1 Participation in WADA Assessment

WADA may perform one or more on-site assessment(s) to the Laboratory facility as soon as it is available
to determine whether the facility is Fit-for-Purpose. 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, to provide a preliminary review of other key support elements and to assess compliance with
the ISL and Technical Documents and Technical Letters.

The Laboratory shall address and satisfactorily correct all identified
during the on-site assessment(s) or resulting from its analysis of EQAS samples. The documentation of
the corrective actions shall be submitted to WADA as instructed and prior to start of scheduled
Analytical Testing for the Major Event.
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4.7.1.2 Participation in the WADA EQAS
At its sole discretion, WADA may submit EQAS samples to the Laboratory for analysis.

The Laboratory shall implement, document, and provide to WADA corrective action(s) for failure to
successfully complete the EQAS. Unsatisfactory responses and/or required action shall result in
disqualification of the Laboratory from performing the Analytical Testing for the Major Event.

The EQAS process should include any additional personnel that are added to the staff for the Major
Event. The EQAS samples shall be analyzed using the same
that will be used for the analysis of Samples for the Major Event.

4.7.1.3 Completing a Pre-Event Report on Facilities and Staff

4.7.1.3.1 The Laboratory shall inform WADA of all senior personnel temporarily working in the
Laboratory.

4.7.1.3.2 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 process. Adequate documentation of training
of these temporary employees shall be maintained by the Laboratory.

4.7.1.3.3 At least two (2) months prior to start of Analytical Testing for the Major Event, the Laboratory
shall provide a report to WADA consisting of the following:

e Avalid signed contract between the Laboratory and the responsible Testing Authority / Major Event
Organization including a Test Distribution Plan detailing the Sample collection schedule, number of
urine and blood Samples and requests for specific analyses (e.g. erythropoiesis stimulating agents);

e An organizational chart including Laboratory staff and temporary staff scientists employed by the
Laboratory for the Major Event. Supporting information such as job titles and responsibilities shall be
included;

e Atraining plan with timelines for new staff, including temporary staff and invited scientists;
o Alist of instrumental resources and equipment including identification of ownership;

« A summary of the results management process including criteria for determining analytical results
(Adverse Analytical Findings, Atypical Findings, etc.); and

e List of in the Laboratory’s of
and other method details as requested by WADA.

Any changes to the elements included in the Laboratory report should be immediately reported to WADA.

4.7.1.3.4 Additional Professional Liability Insurance Coverage

Laboratories performing Analytical Testing during a Major Event should verify their professional liability
risk insurance coverage and, if appropriate, obtain complementary coverage to adequately cover liability
associated with the analysis of Samples and the hiring of additional temporary staff during the Major
Event.
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4.7.2 Major Event Analytical Testing in “Satellite” Laboratory Facilities

In addition to the accreditation requirements for Major Events listed in ISL 4.7.1 above, if the
Laboratory is required to move or extend its operation temporarily to a new physical location (“satellite
facility”), it shall also meet the following requirements:

4.7.2.1 Participating in an initial WADA/ / Accreditation Body Assessments

WADA may perform an initial on-site assessment to the Laboratory “satellite facility” as soon as it is
available to determine whether the facility is adequate. The Laboratory shall be responsible for expenses
related to such on-site assessment(s). It is a WADA requirement that an ISL trained assessor shall
participate in the Accreditation Body assessment of the “satellite facility”. 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 the ISL and ISO/IEC- 17025.

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

4.7.2.3 All methods or equipment unique to the “satellite facility” shall be validated or qualified at least
one (1) month prior to the WADA “satellite facility” final accreditation assessment. Any changes to

, equipment or other procedures in the Quality Manual shall also be validated
prior to the assessment.

4.7.2.4 Documenting ISO/IEC- 17025 Accreditation of the Satellite Facility

At least one (1) month prior to the start of scheduled Analytical Testing for the Major Event, the Laboratory
must provide documentation that the relevant Accreditation Body has the
“satellite facility

4.7.2.5 Participating in WADA Accreditation Assessment(s)

WADA shall perform on-site assessment(s) or document audit(s) of the “satellite facility”. Expenses
related to such visit(s) shall be at the Laboratory’s expense. These assessment(s) may include analysis
of a set of EQAS samples. Particular emphasis will be placed on involvement of new staff members to
assess their competence.

4.7.2.6 Professional Liability Insurance Coverage

Before WADA grants accreditation for Analytical Testing during the Major Event, “satellite” laboratories
shall provide documentation to WADA that professional liability risk insurance coverage has been
obtained to cover liability associated with the analysis of Samples during the Major Event.
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4.7.2.7 Obtaining a Temporary and Limited WADA Accreditation Certificate

T

The Laboratory’s “satellite facility” shall obtain a Temporary and Limited WADA Accreditation Certificate
for the Major Event.

Based on the documentation provided, WADA reserves the right to make a decision regarding
accreditation of the Laboratory “satellite facility”. In the event that accreditation is awarded, WADA shall
issue Accreditation Certificate for the period of the Major Event, which
includes an appropriate time before and after the actual duration of the Major Event.

In the event that the accreditation is not awarded, it is the responsibility of the Testing Authority / Major
Event Organization to activate a contingency plan in order to ensure Analytical Testing of Samples in
compliance with ISL requirements

4.7.3  Monitoring and Assessment during a Major Event

4.7.3.1 WADA may choose at its sole discretion to have observer(s) in the Laboratory during the
Major Event. The Laboratory Director and staff provide full cooperation and access
to the observer

4.7.3.2 WADA, in conjunction with the Major Event Organization or relevant International Federation,
may submit double-blind EQAS samples to the Laboratory.

4.7.3.3 In the event of a False Adverse Analytical Finding, the Laboratory shall imnmediately cease
Analytical Testing for that class of Prohibited Substances or Prohibited Methods. The Laboratory shall
apply corrective action(s) within twelve (12) hours of notification of the False Adverse Analytical Finding.
All Samples reported with an Adverse Analytical Finding for the class of Prohibited Substances or

Prohibited Methods for which the occurred and analyzed prior to the

False Adverse Analytical Finding shall be re-analyzed. The results of the investigation
and analysis be presented to WADA within twenty-four (24) hours unless otherwise agreed in
writing.

4.7.3.4 Inthe event of a False Negative Finding, the Laboratory will be required to investigate the root
cause and apply corrective actions within twenty-four (24) hours of notification of the False Negative

Finding. An appropriate number of Samples reported for the class of
Prohibited Substances and Prohibited Methods for which the occurred
shall be re-analyzed The results
of the investigation and analysis be presented to WADA within forty-eight (48) hours unless

otherwise agreed in writing.
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4.8 Approval of non-WADA—Aeeredited-accredited Laboratories for eenducting
analysesfor-the Athlete-Biological- PassportABP

The-current network of WADA-accredited laboratories may be geographically limited to fully serve the
practical development of the AthleteBiological-Passport-ABP. Therefore, WADA-has-developed
the-fellowing-eriteria—for-non-WADA--accredited laboratories-tocated-in-regions-that-cannot-be
served-by-a-Laberatery-and-that, which have the capacity to analyze blood variablesMarkers, may
apply for WADA approval for the purposes of conducting blood Samples analysis ferin support of the
hematological module of the Athlete-Biclogical-Passport-inaccordance—with-Article 6-2-of the

€oedeABP in regions that cannot be served by a Laboratory.
Fhis-set-Process for Approval of eriteria—has-been-established-in-order-to-ensure-that

t-he—reievant—requrrements—are—met—by—non-WADA-—accredlted Labe;a&e%ms%qamd&eeand
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4.8.234.8.1.1 1SE-4-1-1 Expression of Interest; and Letter(s) of Support

ISE4-1-5-The applicant laboratory shall officially contact WADA in writing to express its interest in
becoming a WADA-Approved Laboratory for the ABP. The expression of interest shall also include
letter(s) of support from one or more Code-compliant Anti-Doping Organization(s). The letter(s) of support
shall indicate the estimated number of ABP blood Samples that will be provided per year to the applicant
laboratory, as well as the reason(s) why an existing Laboratory is not a viable option for the Anti-Doping
Organization’s ABP program.

4.8.1.2 Submit Initial Application Form and Questionnaire

The applicant laboratory shall submit a completed initial application form and laboratory questionnaire,
provided by WADA, with supporting documentation for review by the LabEG.

An applicant laboratory may only submit an application if the following essential conditions are fulfilled in
its host country:

o The existence of a National Anti-Doping Program conducted by a National Anti-Doping Organization
and/or a Regional Anti-Doping Organization which is compliant with the Code and the International
2019-1SE—Version—16-0 74
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Standards of the World Anti-Doping Program;

e The ratification of the UNESCO Convention against Doping in Sport; and

+ The payment of the annual financial contributions to WADA.

These conditions shall be recorded as part of the application.

48244813  Obtaining ISO/IEC 17025 or ISO 15189 Accreditation-Fee-(if-appticable):

I—SL—4%—1—Pameiﬁate—m—a—MM19AThe applicant laboratory shall obtain ISO/IEC 17025 or ISO 15189

accreditation from an Accreditation Body, which is an ILAC full member and is a signatory to the ILAC
MRA.

The laboratory shall correct and document any identified nonconformities with the ISO/IEC 17025 or ISO
15189 requirements within defined timelines. The Accreditation Body should send a summary of the
Assessment Report _and any corrective/preventive action documentation addressing identified
nonconformities, in English-or French, to WADA. Should the applicant laboratory prefer to send the
information directly to WADA, the laboratory shall do so within a reasonable timeframe.

Avalid ISO/IEC 17025 or 1ISO 15189 accreditation certificate and Scope of Accreditation shall be provided
to WADA before the WADA-approval can be granted.

4.8.1.4 WADA On-Site Assessment for the ABP_Approval

Prior to approval WADA shall conduct an on-site assessment {aﬁﬁheabJe—Ee—NfraWHeaJ—'Fesﬂﬁq—m
-of the applicant
laboratory at the appllcant Iaboratorv s expense. The purpose of this assessment is to obtain information
about different aspects of the laboratory’s competence and verify compliance with the relevant ISL and
TD BAR requirements for the ABP and to clarify any issues with regard to the approval process.

ISE433Issue—and—publication—ofWADA shall provide an Assessment Report regarding the
outcomes of the on-site assessment, including any identified nonconformity(-ies), in order to allow the
applicant laboratory to implement the necessary improvements. Corrective actions, if requested by
WADA, shall be conducted and reported by the applicant laboratory to WADA within thirty (30) calendar
days, or as otherwise indicated by WADA.

The nonconformities identified in the WADA Assessment Report shall be satisfactorily addressed and
the recommendations for improvement should be implemented before the applicant laboratory can be
accepted as a WADA-Approved Laboratory for the ABP. The applicant laboratory’s performance in the

2049 1<) \/arci 100 7c
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on-site assessment will be taken into account in the overall review of the laboratory’s application and
may affect the timeliness of the WADA approval.

4.8.1.5 Participating in the WADA EQAS Program for the analysis of ABP blood Markers

The applicant laboratory shall be required to participate in at least three (3) WADA EQAS rounds for the
analysis of ABP blood Markers with satisfactory performance, as determined by the LabEG. During this
period, WADA may provide feedback to assist the applicant laboratory to improve the quality of its
Analytical Testing process.

4.8.1.6 Professional Liability Insurance Coverage

Before WADA grants approval, applicant laboratories shall provide documentation to WADA that
professional liability risk insurance coverage has been obtained to cover liability of no less than two (2)
million USD annually.

4.8.1.7 Granting of WADA Approval

The maximum length of time during which a laboratory can remain as an applicant laboratory for the ABP
is one (1) vear, unless WADA determines that there are exceptional circumstances that justify an
extension of this period.

Upon successful fulfilment of the requirements stated in the preceding provisions by an applicant
laboratory, the LabEG will submit a recommendation to the WADA Executive Committee to grant the
laboratory the status of WADA-Approved Laboratory for.the ABP.

«—Upon granting of WADA approval for the ABP, a WADA Approval Certificate
signed by a duly authorized representative of WADA (exclusive to Analytical

Testing in support of the hematelogical-medule—of-the-Athlfete Biotogicat
Passport):

Hematological Module of the ABP) will be issued to the laboratory. The WADA Approval Certificate shall
specify the name of the WADA-Approved Laboratory for the ABP_and the period for which the WADA
Approval Certificate is valid. WADA Approval Certificates may be issued after the effective date of the
WADA approval, with retroactive effect. A list of WADA-apprevedApproved Laboratories for the ABP
shall be maintained on WADA'’s website and in ADAMS for stakeholder reference.

4-8-34.8.2Maintenance of Status as a WADA-approved Laboratory for the ABP

For a laboratory to maintain its WADA approval status for the ABP, the laboratory shall meet the following
requirements:

e Payment by the host country of the annual financial contribution to WADA in a timely manner, as
determined by WADA,;

e Analysis of ABP blood Samples from Testing Authorities, which are Code-compliant Anti-Doping

Organizations, as determined by WADA;

o Satisfactory performance, as determined by WADA, by—aLaberatery-in thea WADA EQAS or

similar WADA-approved quality assurance program for the analysis of ABP blood variablesMarkers
2019-1SE—Version—16-0 76
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and durlng routine Analvtical Testlng of A%h#eée—Bm#eg%aJ—PaSSﬁeFFSamp#es—eeﬂsﬂtufees—a

aaerevedABP blood Samples;

e Maintenance of a valid 1ISO accreditation (ISO/IEC 17025 or ISO 15189) with primary reference to
the analysis of blood samples;

e Availability of analytical instrumentation, which is compliant with the requirements of the
hematological module of the ABP, as determined by WADA,;

e Implementation of Analytical Testing Procedures for the measurement of individual Athlete blood
Markers, which are in compliance with the Technical Document on “Blood Analytical Requirements
for the Athlete Biological Passport” (TD BAR);

e Compliance with relevant WADA documents, including the relevant articles of the ISL Section 5,
with primary reference to the analysis of blood Samples:;

e Documented compliance with the Code of Ethics (ISL Annex A);

e Maintenance of Professional Liability Insurance Coverage;

e |mplementation of Laboratory Internal Chain of Custody procedures, which are compliant with the
Technical Document on Laboratory fer-the-ABP-Documentation Packages (TD LDOC);

e Production of a Blood ABP Laboratory Documentation Package or a Blood ABP Laboratory
Certificate of Analysis in compliance with the TD LDOC;

e Cooperation in support-of-.the administrative and legal processes instigated when anti-doping rule
violations are issued and managed by Anti-Doping-Organizations.

4.8.3:14.8.2.1 A laboratory’'s WADA approval for the Athlete—BiologicalPasspertABP may be
suspended or revoked whenever the WADA-approvedApproved Laboratory for the ABP fails to comply
with the ISL and/or applicable Technical Documents and/or Technical Letters, or where the Suspension

or Revocation of the laboratory’s approved status is otherwise required in order to protect the integrity of

the Athlete -Biological-PassportABP blood Samples, the Analytical Testing process for the ABP and
the interests of the Anti-Doping Community.

201
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Seetion-Disciplinary proceedings to suspend or revoke a laboratory’s WADA approval for the ABP shall
be conducted in accordance with the procedures described in ISL Art. 4.6.4.5—, and any references
made therein, and the Procedural Rules found in Annex B of the ISL, all of which shall apply mutatis
mutandis.

5.0 Application of ISO/IEC- 17025 to the Analysis of Samples

5.1 Introduction and Scope

This Sectiensection of the ISL is intended as an extension of the application of ISO/IEC- 17025 to the
field of Doping Control. Any aspect of Analytical Testing or management not specifically discussed in this
document or in the relevant Technical Documents, Technical Letters or Laboratory Guidelines shall be
governed by ISO/IEC- 17025. The application focuses on the specific parts of the processes that are
critical with regard to the quality of the Laboratory’s performance as a WADA-accredited laboratory (i.e.
a Laboratory) and are therefore significant in the evaluation and accreditation process.

This Seetionsection introduces the specific performance standards for a Laboratory. The conduct of
Laboratory Analytical Testing is considered a process within the definitions of ISO- 17000. Performance
standards are defined according to a process model where the Laboratory practice is structured into three
main categories of processes:

e e« Structural and Resource Requirements;
e e+ Process Requirements;
e e+ Management Requirements.

5.2 Structural and Resource Requirements

521 General

General structure and resource requirements shall be provided in accordance with the requirements of
ISO/IEC-.17025.

5.2.2 Laboratory Personnel

52225221 The Laboratory Director is responsible for ensuring that the Laboratory personnel are

adequately trained and have the experience and skills necessary to perform their duties.

20490 IS \Version—10-0 79
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52.235.2.2.2 All personnel shall have a thorough knowledge of their responsibilities including the
security of the Laboratory, the Code of Ethics, confidentiality of Analytical Testing results, Laboratory
Internal Chain of Custody protocols, and the Standard Operating Procedures (SOPs) for any Analytical
Testing Procedure that they perform.

5.2.2.3 The Laboratory shall have records for every Person employed by, or under contract with, the
Laboratory including a curriculum vitae or qualification form(s)/certificate(s), a job description, records of
completed and ongoing training and records of authorization to perform their defined duties.

52.2.55.2.2.4 Laboratory Director

The Laboratory shall have a qualified perserPerson as the Laboratory Director to assume professional,
organizational, educational, operational and administrative responsibilities. The Laboratory Director plays
an essential role in the anti-doping Laboratory operations and the WADA accreditation is delivered based
upon such qualification as well as on the Laboratory operational performance.

The Laboratory Director qualifications shall include:

« Doctoral degree (Ph.D. or equivalent) in one of the natural sciences with appropriate experience
and/or training in chemical and/or biochemical analysis, preferably in the anti-doping area. In the
absence of a Doctoral degree, at least a MastersMaster’'s degree and extensive and appropriate anti-
doping science experience and training (e.g. a senior Laboratory position for a minimum of ten (10)
years), including the documented ability to develop analytical methodology and oversee research
projects;

« Experience and competence in the analysis of chemical and biological material for the classes of
substances and methods used in doping;

« Knowledge of drug metabolism and pharmacokinetics;

« Proficiency in English to an extent that allows him/her to adequately perform his/her functions as
part of the international anti-doping community and in accordance with the Code, the ISL, Technical
Documents, Technical Letters and Laboratory Guidelines.

2010 1C] \ercion—10-0 29
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Any personnel changes to the position of Laboratory Director shall be communicated to WADA no later
than one (1) month prior to the scheduled date the Laboratory Director vacates his/her position. A
succession plan shall be forwarded to WADA. WADA reserves the right to review the credentials of such
appointment and either approve it or reject it in accordance with the above gualifications.

5.2.2.65.2.2.5 Laboratory Quality Manager

The Laboratory shall have a single staff member appointed as the Laboratory Quality Manager—in
acecordance—with—the—requirements—of 1SO/EC-17025.. The Quality Manager shall have
responsibility and authority to implement and ensure compliance with the Quatity Management System.
The Quality Manager’s priority and functions shall be focused on quality assurance and quality control
activities. The Quality Manager shatishould remain independent, as much as possible, from routine
Laboratory analytical activities.

The Laboratory Quality Manager qualifications shall include:
o At least Bachelor's Degree (or similar) in one of the natural sciences with appropriate experience
and/or training in chemical and/or biochemical sciences;
« Appropriate experience of two (2) years or more in laboratory analytical procedures;
o Appropriate documented training;—qualifications and experience—of—at—least—five—{5)
yearstraining in laboratory quality management, including ISO/IEC- 17025,

e Ability to ensure compliance with the Quality—Management System and quality assurance
processes.

52.2.75.2.2.6 Laboratory Certifying Scientists

The Laboratory shall have qualified personnel to serve as Certifying Scientists to review all pertinent
analytical data, Analytical Method validation results, quality control results, Laboratory Documentation

Packages, and to attest to the validity of the Laboratory’s Test-Repeortstest results.
The qualifications of Certifying Scientists shall include:

o At least a Bachelor's Degree (or similar) in one of the natural sciences with appropriate experience
and/or training in chemical and/or biochemical analysis, preferably in the anti-doping area. In the
absence of a bachelor’s degree, documented experience of five (5) years or more in a Laboratory as
senior scientist (e.g. supervisor, section head) may be considered equivalent to a Bachelor's degree
for this position;

« Appropriate training and experience of three (3) years or more, as well as theoretical knowledge and
technical competence in the analysis and interpretation of results for chemical or biological materials,
including the classes of substances and methods used in doping;

« Knowledge of relevant WADA Technical Documents, Technical Letters, Laboratory Guidelines and
other technical standards;

2010 1C] \ercion—10-0
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« Experience in the use of relevant analytical techniques such as chromatography, immunoassays,
electrophoresis or mass spectrometry;

o Adequate training in the Laboratory’s Management System and thorough understanding of
its application into Laboratory processes.

5.2.2.85.2.2.7 Laboratory Supervisory Personnel
All shall have a thorough understanding of the
Laboratory’s Management System including the review, interpretation and reporting of test

results, the maintenance of Laboratory Internal Chain of Custody, and proper implementation of
corrective and preventive actions in response to analytical problems.

The qualifications for a shall include:

o At least a Bachelor's Degree in one of the natural sciences with appropriate experience
and/or training in chemical and/or biochemical analysis, preferably in the anti-doping area. Documented
experience of two (2) years or more in a Laboratory may be considered equivalent to a Bachelor's
degree for this position;

o Experience in the use of relevant analytical techniques such as chromatography, immunoassays,
electrophoresis or mass spectrometry;

« Ability to comply with the Management System and quality assurance processes.

5.2.3 Laboratory facility and Environmental Conditions

5.2.3.1 Environmental Control
5.2.3.1.1 Maintaining Appropriate Electrical Services

e« The Laboratory shall ensure that adequate electrical service is available; by provision of an
alternative power supply (e.g. UPS system
and/or power generators

« All Laboratory instrumentation and equipment critical to Laboratory operations should be supported
in such a way that service is not likely to be interrupted

« The Laboratory shall have policies in place to ensure the integrity of refrigerated and/or frozen stored
Samples in the event of an electrical failure.

5.2.3.1.2 The Laboratory shall have a written safety policy and compliance with Laboratory safety
policies shall be enforced.

5.2.3.1.3 The storage and handling of controlled substances shall comply with applicable national
legislation.

5.2.3.2 Security of the Facility, Equipment and Systems
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The Laboratory shall have Fit-for-Purpose facilities including sufficient space for dedicated administrative

Sample handling, Sample storage and analytical areas, which comply with the security requirements
outlined below.

5.2.3.2.1 The Laboratory shall have a policy for the security of its facilities, equipment and systems
against unauthorized access, which may include a threat and risk assessment performed by expert(s) in
the relevant field.

5.2.3.2.2 A Person shall be assigned as the security officer, who has overall knowledge of the security
system and/or serves as the liaison Person with the security services of the host organization (e.g.
university, hospital, research institute).

5.2.3.2.3 Two (2) main levels of access shall be censidereddefined in the Quality—Manual
erManagement System and evaluated in the threat assessment plan:

« Reception Zone: An initial point of control beyond which unauthorized individuals shall not be
permitted;.

The Laboratory shall have a system to register visitors and authorized individuals to the Laboratory.
They shall be supplied with an identification badge while in the Laboratory facilities.

o Controlled Zones: Access to these areas shall be monitored (e.g. through the use of electronic
access system(s) such as biometric and/or personal identification cards) and records of access by
visitors shall be maintained.

Access to the Laboratory Controlled Zones shall be stricthy-tmited-{and-monitored) and restricted
to Laboratory staff and temporarily approved/authorized personnel (e.g. maintenance engineers,
auditing teams). All other \visitors to the Laboratory Controlled Zones shall be
permanenthycontinuously escorted by Laboratory staff member(s). Access to the Laboratory
Controlled Zones shall be defined in the Laboratory’s ©uatity-Management System.

5.2.3.2.4  The Laboratory should have a dedicated area within the Controlled Zone for Sample receipt
and Aliquot preparation.

5.2.3.2.5 The Laboratory should have a dedicated area within the Controlled Zone for Sample storage.

Access to stored Samples ?* shall be restricted to authorized personnel-irt
i i i it based on a risk

24_This This refers to “A” and “B” Samples stored in Sample collection containers (urine collection bottles, blood
collection tubes) and should not be confused with access to Aliguots, which should be accessible to analysts for
the performance of Analytical Testing Procedures.
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assessment by the Laboratory—Senier—Management—(Director,—Deputy/ScientificDirector;

5.2.3.2.85.2.3.2.7 The Laboratory may implement additional security measures, which should
be assessed on a case-by-case basis.

5.2.3.3 Confidentiality of data, information and operations

e The Laboratory should implement a clean desk policy and either file securely any confidential or
sensitive information or properly destroy it before disposal.

Laboratory staff shall be trained on how to comply with a clean desk policy, on how to ensure
confidentiality of information and operations, as well as on the risks of corruption attempts by third
parties;.

« Laboratory staff shall be trained to protect their personal access badge during and out of working
hours;.

¢ In order to minimize any attempts of fraud or counterfeit, the Laboratory should implement a policy
to ensure that discarded urine and blood Sample containers, as well as the seals and rings, cannot be
collected by unauthorized staff or recovered after disposal (for example, bottles should be destroyed
or garbage should be properly sealed).

5.2.3.45.1.1.1 Relocation of Laboratory Facilities

52.355.2.34 Control of Data and Computer Security

523545.2.34.1 All reasonable measures, including a preperthorough risk assessment and
vulnerability test, shall be undertaken to prevent intrusion and copying of data from computer systems
and to detect security failures. Laboratories shall implement firewalls and other cyber security measures
consistent with best practice and any applicable governmental regulations.
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5.2.3.4.2  Access to computer terminals, computers, servers or other operating equipment shall be
ethFeHed—restncted to authorized personnel (e.q. by using access passwords—éte—be—ehaﬂged—eﬂ—a

52.3-5-3-The Laboratory shall implement a data and identification-

5.2.3.5:45.2.3.4.3 Fhe—Laberatery—shalt—implement—a—Laberatery—Infermation
Management—System—(EIMS)—to—ensure—ainformation -management system, a software-based
solution that supports and maintains proper traceability of Laboratory- operations-—\*here—theLH4S
laeks—detated-operations{for-example;—for_(e.g..a Laboratory Information Management System,
LIMS) with secure and restricted access to stored electronic data as well as information and data
exchange capabilities (e.g. with Laboratory instruments and ADAMS). The system may also feature
workflow management, data tracking support, Sample and Aliquot Laboratory Internal Laberatery-Chain

of Custody-e+, control of stocks of Reference Materials},—this, etc., which can also be supplemented
byaddressed with proper documentation-atehit-tratls,

523.5:55.2.3.4.4 The eperating—analytical-Laboratory shall implement a secure datafile
storage system that prevents data loss (e.qg. failed hard drive), unauthorized access and destruction of
data (e.q. fire, flooding). The datafile storage system shall ensure that at least two independent, reqularly
backed-up copies of all analytical/LIMS/instrument software and—alanalytical-andLHMSHiles shatt
be-backed-up-onaregularbasis;e-g—weekly-An-updatedare available. At least one backup copy

shall be either—stored in a restricted and secure environment either in the Laboratory ir—a—manner

ensuringphysical-integrity—(e.q. fire and water-proof safe) or keptin a secure off-site ata-seeure

Iocatlon (e.g. m—aa—e*tema#—mwm%baele&pm a mlrrored server Iocated in a saf—e—aﬂd—seeuwce

etesrestricted area that guarantees the integrity of the server and the stored data).

5:2.3:5:65.2.3.4.5 The software shall prevent the changing of results, unless there is a system
to decurmentrecord the change and the Person doing the editing, and that editing is limited to users with
proper level of access.

5:2.3:5-75.2.3.4.6 All data entry related to the reporting of test results, recording of reporting
processes and all changes to reported data shall be recorded with an audit trail. This shall include the
date and time, retention of original data, reason for the change to original data and the individual
performing the task.

5.2.3-65.2.3.5 Laboratory Equipment
52.3-6-45.2.3.5.1 A Listlist of available equipment is-teshall be established and maintained.
5.2.3.6:25.2.3.5.2 As part of the-Quality Management System, the Laboratory shall operate a

program for the maintenance and calibration of equipment according to ISO/IEC-_17025.
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5:2.3-6-35.2.3.5.3 General Laboratory equipment (fume hoods, centrifuges, evaporators, etc.)
that is not used for analytical measurements should be maintained by visual examination, safety checks,
performance verification and cleaning as necessary. Calibrations are only required where the setting can
significantly change the test result. A maintenance schedule, at least in accordance with the
manufacturer’'s recommendations or local regulations, if available, shall be established for general
Laboratory equipment that is used in Analytical Testing Procedure(s).

5.2.3-6:45.2.3.54 Equipment or volumetric devices used in measuring shall have periodic
performance checks and/or calibrations along with servicing, cleaning, and repair.

5.2.3.6:55.2.3.5.5 Qualified subcontracted vendors may be used to service, maintain, and
repair measuring equipment.

5.2.3.5.6 Al maintenance, service, and repair of equipment shall be decumented—recorded.

5.2.3.6 _ Relocation of Laboratory Facilities

In cases where a Laboratory is to relocate to a new physical space, on a permanent or temporary basis,
a report containing the following information shall be provided to WADA no later than three (3) months
prior to the relocation:

« Description of the_circumstances for moving Laboratory operations into a new space and anticipated
effect on capabilities;

o Relocation date(s) including date of closing of existing facility operations and date of opening of
future facility operations;

o Expected date(s) of assessment of the new- facilities by the Accreditation Body (evidence of
continued accreditation and/or acceptance of suitability of the new Laboratory facility required when
made available by the Accreditation Body):;

o New Laboratory contact information and coordinates;

o Assessment of the effect of the Laboratory relocation on client operations.

53 Process Requirements

The Laboratory shall maintain paper or electronic Laboratory Internal Chain of Custody preceduresfor

compliance with the WADA Technical Document on Laboratory Internal Chain of Custody- (TD LCOC).
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5.3.1 Reception, Registration and Handling of Samples

5.3.1.1 The Laboratory may receive Samples—ray—be—+received—by—any—method—acceptable
under, which have been collected, sealed and transported to the Laboratory according to the WADA’s
International Standard for Testing and Investigations (ISTI).

5.3.1.2 The transport container shall be inspected and any irregularities recorded.

5.3.1.3 The transfer of the Samples from the courier or other delivery Person shall be
deeumentedrecorded including, at a minimum, the date, the time of receipt, anc—the initials or
(electronic) signature of the Laboratory representative receiving the Samples_and the courier company
tracking number, if available. This information shall be included into the Laboratory Internal Chain of
Custody record(s) of the Sample(s).

5.3.1.4 The Laboratory shall have a system to uniquely identify the Samples and associate each
Sample with the collection document or other external chain of custody information.

5.3.1.5 Samples with irregularities

5.3.1.5.1 WhenWith the exception of situations when a taberatery—reeeiveslarge number of
Samples ysis—and-not-forlong-term-storage-only{(for-example—Sampfesare received
for long-term storage only (e.g. from a Major Event Organizer), which is described in ISL Art. 5.3.2.3, the
Laboratory shall observe and document conditions that exist at the time of Sample reception or
registration that may adversely impact on the integrity of a Sample- or on the performance of Analytical
Testing Procedures. Only unusual conditions shall be recorded. For-example—irregularitiesnoted

Irreqularities to be noted by the Laboratory may include, but are not limited to:

« Sample transport conditions (e.q. delivery time, temperature), which may impact the integrity of the

Sample for Analytical Testing, as determined by the Laboratory;

¢ Sample collection information (including Sample identification code), which is necessary to conduct
the requested test menu, is not provided, e.g. missing or incomplete Doping Control Form (DCF);

« Sample identification is tnaceeptablequestionable. For example, the number on the boettleSample
container does not match the Sample identification number on the DCF;

« Athlete information is visible on the Laboratory copy of the DCF or any other document transferred
to the Laboratory;

« Sample identification numbers are different between the “A” and the “B” bettlesSample containers
of the same Sample;

o Tampering or adulteration of the Sample is evident;
o Sample is not sealed with tamper-evident device or not sealed upon receipt;

20191St—Versiopr 16— 86
International Standard for Laboratories — Version 10.0 — December 2018 Page 86 of 177




WORLD
ANTI-DOPING
AGENCY

play true

+-———Sample volume isdoes not meet the Suitable Volume of Urine for Analysis
or is otherwise inadequate to perform the requested test-rmenu;

Analytical

Testing menu;

e« The Sample condition(s) is unusual — for example: color, odor, presence of turbidity or foam in a
urine Sample; color, haemolysis, freezing or clotting of a blood Sample; unusual differences in Sample

appearance (e.g. color and/or turbidity) between the “A” and the “B” Samples_zsr;

5.3.1.5.2 The Laboratory shall analyze each Sample received, unless_the Sample meets any of the
following:

o Criteria described in ISL ArtictesArts. 5.3.1.7 or 5.3.1.8-apphy;, or

o ClearDocumented Sample rejection criteria, which have been agreed with the Testing Authority-are
docurmented—or.

If justified by the irreqularities observed, the Laboratory shall seek instructions from the Testing Authority;
uhnder-execeptional-cireumstances;iastraets on the performance of Analytical Testing on the Sample.
The Testing Authority shall inform the Laboratory in writing within seven (7) calendar days thatwhether
a Sample with noted irregularities should ret-be analyzed or that-anot, and/or of any further measures
to be taken (e.qg. splitting the Sample in accordance with ISL Art. 5.3.1.6, forensic analysis, DNA analysis),
or that the Sample should be stored for Further Analysis. The communication between the Laboratory
and the Testing Authority shall be recorded as part of the Sample’s documentation.

{whethertheyare-analyzed-ernobRr-ADAMS:
5.3.1.5.3  Each Sample not subject to analysis shall be reported as “Not Analyzed” in ADAMS, and the
reason(s) for not analyzing the Sample, as instructed by or agreed with the Testing Authority, shall be
specified (e.q. intermediate Samples of a Sample Collection Session, Samples with documented

irreqularities).
5.3.1.5.4 When an analysis on a Sample with documented irregularities is rot-performed, as-decided

A ho on "N i d mnle-o N O aene areemen =

the-Laberatery;-the Laboratory shall repertrecord the
in ADAMS;—and-specify-the-reasen{s)fornotanalyzingthe Sample.
5.3.1.5.5 The Testing—Results Management Authority shall determine the validity of Laboratory

analytical results for a Sample with irregularities during the Results-Manragementresults management
process.

ofr—a pa O g
W

25 Further guidance on assessing the differences between “A” and “B” Samples is provided in a Technical Letter.
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5.3.1.6  Sample Splitting Procedure

In cases when either the “A” or “B” Sample is not suitable for the performance of the analyses (e.g. there
is insufficient Sample volume; the Sample container has not been properly sealed and is leaking or has
been broken; the Sample’s integrity has been compromised in any way; the Sample is heavily
contaminated), the Laboratory, in consultation with the Testing Authority, should consider splitting the
other Sample container (“A” or “B”, as applicable), provided that it is stiproperly sealed. This process
may be applied repeatedly, if necessary.

The first fraction of the split Sample shall be considered as the “A” Sample and shall be used for the Initial
Testing Procedure(s), unless such has already been performed, and the “A” Confirmation Procedure(s),
if necessary. The second fraction, considered as the “B” Sample, shall be resealed and stored frozen for
“B” Sample Confirmation Procedure(s), if necessary.

The process of opening and splitting precessthe Sample and resealing of the remaining second fraction
shall be conducted in the-presence-efaccordance with ISL Arts. 5.3.4.5.4.8.7 and 5.3.4.5.4.8.10 as for
a customary “B” Sample opening, including an attempt to notify the Athlete that the opening of the Sample
to be split will occur on a specified date and time and advising the Athlete of the opportunity to observe
the process in person and/or AthAlete’sthrough a representative-anid/.

When the splitting procedure concerns blood Samples, which have been collected for Analytical Testing
on the blood serum/plasma fraction, the sealed, intact (“‘A” or ef-ar—appeinted-Independent-Withess
inaceordance—withISL-Article 5-3-4-5-4-7 below:'B”) Sample shall be centrifuged as soon as
practical after Laboratory reception to obtain the serum or plasma fraction. The centrifuged Sample shall
be stored frozen in the sealed Sample collection tube according to established protocols until the Sample
opening/splitting procedure. The opening of the Sample for the splitting of the serum/plasma fraction and
resealing of the second fraction shall be carried out as described immediately above.

53465.3.1.7 In cases where the Laboratory receives two (2) urine Samples, which are linked
to a single Sample Collection Session from the same Athlete according to the DCF(s), the Laboratory
shall analyze both Samples collected, unless otherwise instructed by the Testing Authority.

The Laboratory may combine Aliquots from the two (2) Samples, if necessary, in order to have sufficient
volume to perform the required Analytical Testing Procedure(s).

5.3-475.3.1.8 In cases where the Laboratory receives three (3) or more urine Samples, which
are linked to a single Sample Collection Session from the same Athlete according to the DCF(s), the
Laboratory shall prioritize the analysis of the first and last Samples collected:

« The Laboratory may conduct analyses on the intermediary Samples collected, if deemed necessary,
with the agreement of the Testing Authority;

e The Laboratory may combine Aliguots from multiple Samples, if necessary, in order to have sufficient
volume to perform the required Analytical Testing; Procedure(s);

« With the agreement of the Testing Authority, the Laboratory may store the intermediary Samples for
Eurther Analysis;
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e Samples not subject to analysis shall be reported as “Not Analyzed” in ADAMS, and the reason(s)
for not analyzing the Sample shall be specified (e.g. intermediate Sample of Sample Collection Session

SN

5.3.2  Storage of Samples 25

5.3.2.1 Storage of Urine Samples

5.3.2.1.1 In order to maintain the stability and integrity of the_urine Samples, the Laboratory shall
implement Sample storage procedures that minimize time of storage at room and refrigerated
temperatures as well as Sample freeze/thaw cycles.

5.3.2.1.2 Urine “A” Samples should be frozen after Aliquots are taken for the Initial Testing
Procedure(s)-) to minimize risks of Sample microbial degradation.

Urine “B” Samples shall be stored frozen after reception until analysis, if applicable.

5.3.2.1.3 All urine Samples retained for storage in the Laboratory shall be stored frozen in a secure
location under continuous chain of custody. The Laboratory shall keep all chain of custody and other
records (either as hard-copy or in digital format) pertaining to those Samples.

5.3.2.1.4 Urine Sample(s) without an Adverse Analytical Finding or Atypical Finding

The Laboratory shall retain the “A” and “B” urine Sample(s) without an Adverse Analytical Finding or
Atypical Finding for a minimum of three (3) months -after reporting the final analytical result in ADAMS,
or for a maximum of ten (10) years®” after the Sample collection date, if the long-term storage of the
Sample(s) has been requested, in writing, by the relevant Testing Authority or WADA .

n wp

26 This refers to “A” and “B” Samples stored in Sample collection containers (see footnote 18).

28 The Laboratory may charge storage costs to the Testing Authority or WADA, as applicable, for the storage of

Samples for periods longer than the stated minimum storage times.
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5.3.2.1.5 Urine Samples with Irregularities

The Laboratory shall retain the “A” and “B” urine Sample(s) with irregularities for a minimum of three (3)
months after reporting in ADAMS, or for a longer period as determined by the Testing Authority, Results
Management Authority or WADA “*.

5.3.2.1.6  Urine Sample(s) with an Adverse Analytical Finding or Atypical Finding

The Laboratory shall retain the “A” and “B” urine Sample(s) with an Adverse Analytical Finding or Atypical
Finding for a minimum of six (6) months after reporting the final analytical result (for the “A” or the “B”
Sample, as applicable) in ADAMS 2°, or for a longer period as determined by the relevant Testing
Authority, Results Management Authority or WADA 2%,

The Laboratory shall retain the “A” and “B” urine Samplée(s) with an Atypical Finding for a minimum of
three (3) months after reporting the "A” Sample test result in ADAMS, or for a longer period as determined
by the relevant Testing Authority, Results Management Authority or WADA .

5.3.2.1.7 Urine Samples under challenge, dispute or investigation

If the Laboratory has been informed by the Testing Authority, the Results Management Authority or
WADA (in writing and within the applicable storage period as defined in ISL Arts. 5.3.2.1.4 t0 5.3.2.1.6
above) that the analysis of a urine Sample is challenged, disputed or under investigation, the Laboratory
shall retain both the “A” and “B” Samples H

aore e O ange A hort h in

g—a o
’ .

part—of—the—Sample’'s—documentationuntil further notice by the Testing Authority, the Results
Management Authority or WADA, as applicable 21

535174 WA VB ina © /
. A A . "

2% This provision requires that the Confirmation Procedure of the “B” Sample shall be performed within three (3)-
months of the Laboratory reporting the Adverse Analytical Finding for the “A” Sample in ADAMS. If the “B” Sample
Confirmation Procedure is not performed, the Laboratory may dispose of both the “A” and “B” Samples within six
(6) months after reporting the “A” Sample analytical result. However, if the “B” Sample Confirmation Procedure is
performed, then the Laboratory shall retain both the “A” and “B” urine Sample(s) for a minimum of six (6) months
after reporting the “B” Sample analytical result.
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5.3.2.2 Storage of Blood Samples

5.3.2.2.1 Samples for which Analytical Testing is to be performed on blood serum/plasma fraction only
(not on cellular components):

The Laboratory shall follow the applicable Technical Document(s), Technical Letter(s) or Laboratory
Guidelines for the obtaining and storage of Sample serum or plasma fractions

Blood Samples (“A” and “B” Samples) should be centrifuged as soon as is—practical after Laboratory
reception to obtain the serum or plasma fraction 3°

The “A” Sample serum or plasma fraction (contained in the “A” Sample collection tube) and/or the “A”
Sample serum or plasma Aliquots may be stored refrigerated for a maximum of 24 hours (but not
surpassing the maximum allowed time from Sample collection established in the applicable Technical
Document, Technical Letter or Laboratory Guidelines) or frozen until analysis. In all circumstances, the
Laboratory shall take the appropriate steps to maintain the integrity of the Sample

“A” Sample serum or plasma Aliquots used for “A” Confirmation Procedures shall be analyzed as soon
as possible after thawing

The “B” Sample serum or plasma fractions shall be immediately stored frozen in the “B” Sample collection
tube according to established protocols until analysis, if

All serum or plasma Samples retained for storage in the Laboratory shall be stored frozen according to
established protocols in a secure location under continuous chain of custody. The Laboratory shall keep
all chain of custody and other records (either as hard-copy or in digital format) pertaining to those
Samples.

5.3.2.2.1.1 Serum/plasma “A” and “B” Samples without an Adverse Analytical Finding or Atypical
Finding

The Laboratory shall retain the serum/plasma “A” and “B” Samples without an Adverse Analytical Finding

or Atypical Finding for a minimum of three (3) months after reporting the final analytical result in ADAMS,

or for a maximum of ten (10) years after the Sample collection date, if the long-term storage of the

Sample(s) has been requested by the relevant Testing Authority or WADA

5.3.2.2.1.2 Serum/plasma Samples with irregularities

30 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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The Laboratory shall retain the serum/plasma Samples with irregularities for a minimum of three (3)

months after reporting the final analytical result in ADAMS, or for a longer period as determined by the
Testing Authority, Results Management Authority or WADA “*.

5.3.2.2.1.3 Plasma/serum “A” and “B” Sample(s) with an Adverse Analytical Finding or Atypical Finding

The Laboratory shall retain “A” and “B” plasma/serum-—~A"and-"B” Sample(s) with an Adverse Analytical
Finding or Atypical Finding for a minimum of six (6) months after reporting the final analytical result_(for
the “A” or the “B” Sample, as applicable) *? in ADAMS or for a longer period as determined by the relevant
Testing Authority, Results Management Authority or WADA; “.

The Laboratory shall retain the “A” and “B” plasma/serum:Sample(s) with an Atypical Finding for a
minimum of three (3) months after reporting the “A” Sample test result in ADAMS, or for a longer period
as determined by the relevant Testing Authority, Results-Management Authority or WADA 2L,

5.3.2.2.1.4 Plasma/serum “A” and “B” Sample(s) under challenge, dispute or investigation

If the Laboratory has been informed by the Testing Authority, the Results Management Authority or
WADA (in writing and within the applicable storage period as defined in ISL Arts. 5.3.2.2.1.1t05.3.2.2.1.3
above) that the analysis of a serum/plasma Sample is challenged, disputed or under investigation, the

Laboratory shall retain both the “A” and “B” Samples and-allrecords pertaining to-that Sample shall
be-stored-until completion—ofany—chalengeerinvestigation—Fhefurther notice by the Testing

Authority shalHrstruet-theLaberatery-in—writingabeut-the dispesal-ef sueh-Samples—whieh
shall—be—recordedResults Management Authority or WADA, as part—ef—the—Sampfe’s
deeumentationrapplicable 2.

5.3.2.2.2 Samples for which Analytical Testing is to be performed on cellular fractions of whole blood

Whole blood Samples shall be maintained refrigerated and shall be analyzed according to established
protocols. After Aliquots have been taken for analysis (if applicable), Samples shall be returned to
refrigerated storage. These Samples shall not be frozen. In all circumstances, appropriate steps to ensure
the integrity of the Sample(s) shall be taken by the Laboratory.
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The Laboratory shall retain the whole blood Samples without an Adverse Analytical Finding or Atypical
Finding stored refrigerated in a secure location under continuous chain of custody for a minimum of one
(1) month after reporting the final analytical result in ADAMS;.

If, after completion of analyses on the cellular components of whole blood, the Sample is centrifuged to
obtain the plasma fraction for additional analyses (e.g. Agents Affecting Erythropoiesis—Stimuating
Agents), then thisthe plasma Sample shall be stored according to ISL ArticleArt. 5.3.2.2.1.
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5.3.2.3 Long-term Storage of Samples

5.3.2.3.1 At the direction of the Testing Authority or WADA, any urine or serum/plasma Sample may
be stored in long-term storage for up to ten (10) years after the Sample collection date. The Laboratory
shall ensure that Samples are stored according to established protocols in a secure location under
continuous chain of custody. The written request from the Testing Authority or WADA for long-term
storage of Samples shall be properly documented.

5.3.2.3.2 The Testing Authority shall retain the Sample Collection records pertaining to all stored
Samples for the duration of Sample storage.

5.3.2.3.3 The Laboratory shall retain all Laboratory Internal Chain of Custody and technical records
(as per ISO/IEC-17025) pertaining to a stored Sample for the duration of Sample storage, either as hard-
copy or in digital format. In addition, the Laboratory may retain Sample analytical data which would allow
retrospective analysis of such data, for example, for the purpose of identifying signals for novel
Metabolite(s) of Prohibited Substances(s) or Marker(s) of Prohibited Substances(s) or Prohibited
Method(s) (e.g. full-scan mass spectrometry data) —refer—teas provided for in ISL ArticleArt.
5.3.4.5.5.10-below9.

5.3.2.3.4  Samples may be transported for long-term storage to a secure, specialized Sample storage
facility, which dees-not-belongteis located outside the Laberateryl aboratory’s permanent control, or
to a different Laboratory. The transfer of the Samples to the long-term storage facility or Laboratory shall
be decumented-—recorded.

5.3.2.3.5 If Samples are transported to another Laboratory for long-term storage, the existing Sample’s
external chain of custody and other non-analytical records (e.g. DCF), available to the transferring
Laboratory, shall also be transferred, immediately or upon later request, to the Laboratory storing the
Samples or to the Testing Authority, either as originals or copies.

53-23-45.3.2.3.6 Samples transferred for long-term storage purposes are not subject to
individual inspection by the receiving Laboratory until a Sample has been selected for Further Analysis.

5:3-2.3:55.3.2.3.7 If Samples are to be stored at a location outside the secured area of the
Laboratory which first analyzed the Samples, the Laboratory shall secure the “A” Samples to be shipped
either by re-sealing individual “A” Sample containers with a famper—Evidenttamper-evident sealing
system, which has similar capabilities for security and integrity as the original sealing system 3!, or by
sealing the box in which the Samples are shipped in a manner that maintains Sample integrity and chain
of custody. Neither the Athlete nor his or her representative nor an Independent Witness is required to
be present for this procedure.

“B” Samples to be shipped shall be individually sealed, either in the original, sealed “B” Sample container
or, if previously opened, by re-sealing the individual “B” Sample container with a Tamper

31 For example, Samples may be resealed with «resealing systems (e.q. “green-»" caps—Saps) produced by the
manufacturer of the appropriate sample collection equipment. The resealing system of shipped “A” Samples need
teshall be FamperEvident—They-do-not-reed-to-be-individuathy-pumberediamper evident.

20490 IS \Version—10-0 o4
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Evidenttamper-evident sealing system, which has similar capabilities for security, and integrity as the
original sealing system*”system ?*. The resealing of the “B” Sample, if necessary, shall be witnessed
by either the Athlete or his/her representative or by an appointed Independent Witness (see ISL
ArtieleArt. 5.3.4.5.4.78.10 below).

5.3.2-3-65.3.2.3.8 During transport and long-term storage, Samples shall be stored at a
temperature appropriate to maintain the integrity of the Samples. In any Arti-Beping—Rule
Vielatieranti-doping rule violation case-based-en—theFurtherAnalysis—of a-stered-Sample, the
issue of the Sample’s transportation or storage temperature at-which-the-Sample-was-transperted

or-stored-shall-enly be considered where failure to maintain an appropriate temperature could have
caused the Adverse Analytical Finding or other result upon which the Anti-Beping-Rule-Vielationanti-
doping rule violation is based.

53.23#5.3.2.3.9 The long-term storage facility shall maintain security requirements
comparable to the security requirements applicable to a Laboratory’s short-term storage of Samples-{see

ISt-Article-5-2-3-2abeve)-.

5.3.3 Use, Transfer or Disposal of Samples

5.3.3.1 AfterWhen the minimum applicable Sample storage period as—defined—abevehas expired
and neither the Testing Authority, the Results Management Authority nor WADA have requested the long-
term storage of the Sample for the purpose of Further Analysis or have informed the Laboratory that a
challenge, dispute, or longitudinal study is pending, the Laboratory shall do one of the following with the
Sample(s):
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« Dispose of the Sample(s);urless-etherwise-instructed-by-theFesting-Autherity-or WADA)

32.

« If consent has been obtained from the Athlete, the Samples may be retained by the Laboratory for
research purposes®®. Samples used for research purposes shall have any means of identification
removed or the Sample shall be transferred into an anonymous container such that the contents cannot
be traced back to a particular Athlete,-sport-or-country-. Research Samples may be transferred to
other Laboratories or third parties (e.g. other research groups).

The use of anonymized Samples for quality assurance, quality improvement of existing analytical anti-
doping methods, development or evaluation of new analytical anti-doping methods for Prohibited
Substances or Prohibited Methods included in the Prohibited List at the time of Sample collection, or
to establish reference population ranges or Thresholds or other statistical purposes shall not be
considered as research and therefore do not require Athlete’s consent. As such, these Samples may
be used by the Laboratory or transferred to other{Laboratories or to third parties for these purposes.

5.3.3.2 The Laboratory shall maintain Standard Operating-ProcedureSOP(s) {SOP)-pertaining to

the retention, use for research or quality assurance, transfer and disposal of Samples and Aliquots.

32 Disposal and long-term storage of Samples shall be conducted and recorded under the Laboratory Internal Chain
of Custody.
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5.34 Sample Analysis
5.3.4.1 Sampling-and-Preparationof-AliguetsAliquoting for Analysis

H5ee roenst 335 einteg E.7E E.EEE ple-te-g—security tape-o E.E.EEE
shal-be-decumented:

5344253411 In—erder—to—render—the—process—ef —Sample—aliqueting—mere
reproducible—and—expeditious,—itlt is recommended that the Laboratory assigns specific staff

member(s) to this—eperationSample aliguoting, and that the process of aliquoting is performed in a
specifically designated area (see ISL ArticleArt. 5.2.3.2.4-above).

534135.34.1.2 The Aliquot preparation procedure for any |Initial Testing Procedure or
Confirmation Procedure shall minimize the risk of contamination of the Sample or Aliquot-{e-g-—by-tsing

dispesable,non-reusable-tipsforeach-Sample-erAliguet)-. The Laboratory shall use new material

(e.q. new test tubes) to take Aliquots for Confirmation Procedures.

For urine Samples, it—is—+ecommended—thatthe Laboratory shall obtain, following proper
homogenization of the Sample, an initial Aliquot containing enough Sample volume for all analytical
procedures (e-g-—all Initial Testing Procedures),—is-ebtaired or all intended Confirmation Procedures,
as applicable), by decanting the Aliquot from the urine Sample container into a separate—test
tubesecondary container (e.g. a Falcon tube). Procedure-specific Aliquot(s) shewtdshall then be taken
from the initiab-Aliggetsecondary container.

For blood Samples, the Laboratory shall obtain Aliquot(s) from the blood Sample container by using
disposable pipettes or pipettes with disposable, non-re-usable tips.

5:3:41:45.3.4.1.3 The Laboratory shall measure the pH and Specific Gravity (SG) of urine
Samples during the Initial Testing Procedure and the Confirmation Procedure(s) (“A” and “B” Samples)
34, Other tests that may assist in the evaluation of adulteration or manipulation may be performed if

34 The repeat of the pH and SG measurements during the “A” and “B”- Confirmation Procedures may serve, for
example, to establish differences between the “A” and “B” Samples, indicate necessary adjustments of the Sample
preparation protocol(s), or to detect microbial contamination during Sample storage. Determination of Sample SG

is necessary for adjustment of DeC|S|on Limits for Threshold Substances if appllcable—élﬁef-er—te—thelD—DL—)—
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deemed necessary by the Laboratory- (refer to the Technical Document on Endogenous Anabolic
Androgenic Steroids Measuring and Reporting, TD EAAS).

5.3.4.2 Selection of Analytical Testing Procedures

Standard methods are generally not available for Doping Control analyses. The Laboratory shall select,
validate, document and include in their Scope of ISO/IEC- 17025 scepe-of-acereditationAccreditation
Analytical Testing Procedures, which are Fit-for-Purpose for the analysis of representative target
compounds of Prohibited Substances and Prohibited Methods.

..... -, and is described in detail in the Technical Document on
Decision Limits for the Confirmatory Quantification of Threshold Substances, TD DL.
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5.3.4.3  Measurement Traceability

5.3.4.3.1 Reference Materials

When available, Reference Materials of substances traceable to a national standard or certified by a body
of recognized status (e.g. USP, BP, Ph.Eur-;. WHO) or a Reference Material producer accredited to ISO-
Guide 34:2009" or ISO 17034 should be used.

When a Reference Material is not certified, the Laboratory shall verify its identity and check its purity by
comparison with published data and/or by chemical characterization.

5.3.4.3.2 Reference Collections

Samples or isolates may be obtained from in vitro or in vivo sources ard-shall-betraceableto—=

Prohibited b REE-6 Prohibited-Method—providin

to-validate-theidentityof the Analyte:[e.q. (i) an external quality control sample, (ii) an isolate from
a urine or blood sample after an authenticated administration, or (iii) an “in-vitro” incubation with liver
cells, microsomes or biological fluids] and be used as Reference Collections.

Reference Collections shall be traceable to a Prohibited Substance or a Prohibited Method, and the
analytical data shall be sufficient to establish the identity of the Analyte.

5.3.4.4 Validation of Analytical Testing Procedures 3% 36

This Article applies only to the validation of Laberatery-Analytical MethedsTesting Procedures , and
not to the review of the analytical results for any Athlete Sample(s).

5.3.4.4.1 Validation of Analytical Testing Procedures for Non-Threshold Substances

" until 30 November 2019.

3 Validation results for Analytical Testing Procedures shall be summarized in a validationrepertvalidation Report
and supported by the necessary documentation and analytical data. The vaticatienrepertvalidation Report shall
indicate whether the Analytical Testing Procedure is Fit-for-Purpose and shall be approved by the Laboratory
Director and the Laboratory Quality Manager.

36 The Laboratory shall define and document the conditions that would trigger the revalidation of an Analytical
Testing Procedure (e.g. change of internal standard, modified extraction procedure or chromatographic
methodology, change in detection technique) or a partial re-assessment of the validation process (e.g. replacement

or upgrade of instrument, addition of new Analyte to the anabytical-methodAnalytical Method).
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The Laboratory shall develop, as part of the method validation process, acceptableappropriate standard
solutions for detection and/or identification and estimation of the concentration of Non-Threshold
Substances using Reference Materials. In the absence of suitable Reference Materials, Reference
Collections may be used: for detection and identification.

5.3.4.4.1.1 Validation of Initial Testing Procedures for Non-Threshold Substances

«The Laboratory shall establishvalidate the Selectivity—ane
: T : : -

Procedure;
o The Laberatery shall-estimatethe, Repeatability and Limit of Detection (LOD) for the Initial
Testing Procedure from the analysis of an adequate number (at least 6) of representative samples
prepared in the appropriate matrix of analysis-curing-method-validation—Fhe. For chromatography-
mass spectrometry based Analytical Methods, the Initial Testing Procedure shall allow the detection of
each Non-Threshold Substance or its representative Metabolite(s) or Marker(s) at 50 % or less of the
Minimum Required Performance Levels (MRPL) (see the Technical Document on Minimum Required
Performance Levels, TD MRPL);

e AWhen there is no available Reference Eellection-may-be-used-foridentificationand-in-such
casesMaterial, an estimate of the detection capability of the [nitial Testing Procedure (i.e. the LOD) for
the Non-Threshold Substance or its representative Metabolite(s) or Marker(s) may be provided by
assessing a representative substance from the same class of Prohibited Substances with a similar
chemical structure.

5.3.4.4.1.2 Validation of Confirmation Procedures for Non-Threshold Substances

Factors to be investigated in the method validation procedure to demonstrate that a Confirmation
Procedure for Non-Threshold Substances is Fit-for-Purpose include, but are not limited to:

e Selectivity: The ability of the Confirmation Procedure to detect and identify only the substance of
interest, witheutiaking into account interferences from the matrix or from other substance(s) present
in the Sample. Selectivity shall be determined and documented from the analysis of an adequate
number of representative samples prepared in the matrix of Sample analysis, in compliance with the
Technical Document on Minimum Criteria for Chromatographic-Mass Spectrometric Confirmation of
the Identity of Analytes for Doping Control Purposes (TD IDCR) or other applicable Technical
Document, Technical Letter or Laboratory Guidelines. The Confirmation Procedure shall be able to
discriminate between compounds of closely related structures;

. ) ) : : ~onfi )
should-aveid-interference-in-the-detectionLimit of Prehibited
S Y ite(s. N ;
cempenents-ef-the-Samplermatrix:
e |dentification Capability:—Sinee(LOl): When the resulis—feranalyses of Non-Threshold
Substances are guatitative,rot-quantitative,the Laboratery shalestablish—eriteriaforthe
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International Standard for Laboratories — Version 10.0 — December 2018 Page 100 of 177




WORLD
ANTI-DOPING
AGENCY

play true

based on chromatographlc mass spectrometrlc techmquesenswmg%he

; i igeh . the Laboratory shall determine the
lowest concentration at which each Non-Threshold Substance or its representative Metabolite(s) or

Marker(s), for which a Reference Material is available, at-orbelow-the-MRPL is consistently identified
(in_compliance with the TD IDCR or other applicable Technical Document, Technical Letter or
Laboratory Guidelines). The LOI shall not exceed the applicable MRPL 37;

e Robustness: The Confirmation Procedure shall be demonstrated to produce similar results with
respect to minor variations in analytical arnd-Sample-conditions, which may affect the results of the

analysis (e.g. pH;—matrix—variationspH, temperature and time of hydrolysis). Those conditions that
are critical to reproducible results shall be considered;

e Carryover: The conditions required to eliminate carryover of the substance of interest from Sample

37 The TD MRPL mandatory requirement #1-the FD-MRPL forthat the LOD, estimated during method validation,
toshall be equal to or less than 50 % of the MRPL, is applicable to the Initial Testing Procedures and not to the
Confirmation Procedures. This ensures iaitialthe detection of the Non-Threshold Substance (or its representative
Metabolite or characteristic Marker, as applicable) at the MRPL 100%-ofthe-time-(l.e—in-any-Sample-analyzed);
triggeringat all times, which thereby triggers the subsequent performance of a Confirmation Procedure.
Due to inherent differences between the procedures (e.g. Sample preparation) and identification requirements (e.g.
number of diagnostic ions or precursor-product ion transitions) applicable to Initial Testing Procedures and
Confirmation Procedures, their estimated LODs may differ. Therefore, it may occur that a Sample is reported as an
Adverse Analytical Finding for a Non-Threshold Substance when—the—estimated-—ceoncentration—during—the
Confirmation-Procedure-isat concentrations lower than the estimated LOD of the Initial Testing Procedure.
Furthermore, since LOD values are estimations mage-during-methodbased on Analytical Method validation Based
on-the-anabysis-efwith a limited number of representative samples, a Laboratory may be able to effectively confirm
the presence of a target Non-Threshold Substance (or its representative Metabolite or characteristic Marker) in a
given Sample at levels below the validated LOD (e.g. in a cleaner Sample with less matrix interferences).
WhaHsressemmHepaA Confirmation Procedure to-be-Fit-for-Purpose-when-applied-to-the-analysis-and
for a Non-Threshold Substance:—s-that-it-rust shall allow the
unequivocal identification of the Non-Threshold Substance (or its representative Metabolite or characteristic Marker)
in compliance with the TD IDCR. If successfully identified, an LOD estimated during Method Validation shall not

exclude the identification-can-be-achieved;-theresult—even-ifpossibility to report a Non-Threshold Substance
identified at a concentration below the estimated LOD-s-vatidand-shall-be-reperted.
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to Sample during processing or instrumental analysis shat-be-determined-and-implemented®®;39,

5.3.4.4.2 Validation of Analytical Testing Procedures for Threshold Substances

As part of the validation process for chromatography-mass spectrometric Analytical Methods applied to
the analysis of Threshold Substances, the Laboratory shall develop acceptable standard solutions for
identification of Threshold Substances using Reference Materials. For Confirmation Procedures, Certified
Reference Materials should be used for quantification, if available.

For the application of affinity-binding assays to the analysis of Threshold Substances, the Laboratory
shall follow the applicable Technical Document (e.q. Technical Document on human Growth Hormone
Isoform Differential Immunoassays for Doping Control Analyses, TD.GH) or Laboratory Guidelines.

5.3.4.4.2.1 Validation of Initial Testing Procedures for Threshold Substances

e The Laboratory shall validate metheds-for-the-Initial Testing PrecedureProcedures that are Fit-
for-Purpose, in accordance with relevant WADA Technical Document(s), Technical Letter(s) or

Laboratory Guidelines};;

e FheFor chromatography-mass spectrometry based Initial Testing Procedures, the Laboratory shall

establishvalidate the Selectivity, Repeatability and abseneeLOD from the analysis of an adequate
number (at least 6) of representative samples prepared in the appropriate matrix interferences;,—as

e The Laboratory shall determine the levels, based on the estimated concentrations of Threshold

39 Elimination of ‘injection memory’ effect is demonstrated by injecting a negative control sample for the Analyte in

question, prepared in the same matrix as the Sample, immediately prior to the Sample of interest.

40 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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Substances, which will require quantitative Confirmation Procedure:(s) 341,

e The estimation of Measurement Uncertainty (MU) is not required during the validation of Initial
Testing Procedures 42,

L . .
¢ Laboratory shall dete ¢ thelevels of estimated
- EE.EE.EE; EE. - st S 55;437 : Sqenre

5.3.4.4.2.2 Validation of Quantitative Confirmation Procedures for Threshold Substances

Factors to be investigated in the method validation procedure to demonstrate that a_quantitative
Confirmation Procedure for a Threshold Substance is Fit-for-Purpose include but are not limited to:

4! In order to account for a possible underestimation of concentrations of Threshold Substances during non-
quantitative Initial Testing Procedures; the Laboratory shall establish, and document in the method’s SOP, criteria
(e.g. concentration cut-offs), determined during the Initial Testing Procedure method validation, to evaluate initial
results as a Presumptive Adverse Analytical Finding and ensure that all potentially positive Samples are subjected
to quantitative Confirmation Procedures.

42 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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iy X . .

i i 44.
I

Selectivity, LOI, Robustness, Carryover (see ISL Art. 5.3.4.4.1.2);

Limit of quantification (LOQ): The Laboratory shall demonstrate that a quantitative Confirmation

Procedure has an established LOQ of no more than 50 % of the Threshold value or in accordance with
the LOQ values required in relevant Technical Document(s) or Laboratory Guidelines;

Dynamic/Linear Range: The range of the quantitative Confirmation Procedure shall be documented
from at least 50 % to 200 % of the Threshold value®*.

Repeatability (sr): The_guantitative_Confirmation Procedure shall allow for the reliable repetition of
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the results over a short time, using a single operator, item of equipment, etc. Repeatability at the
Threshold shall be determined;

e Intermediate Precision (sw): The_guantitative_Confirmation Procedure shall allow for the reliable
repetition of the results at different times and with different operators and instruments, if applicable,
performing the assay. Intermediate Precision at the Threshold shall be determined;

e Bias (b): The Bias of the measurement procedure shall be evaluated either using Certified
Reference Materials or traceable Reference Materials, if available, or from comparison with a reference
method or with the consensus values obtained from an inter-Laboratory comparison study or EQAS
participation. Bias at the levels close to the Threshold shall be determined;

o Measurement Uncertainty (MU): The MU associated with the results obtained with the quantitative
Confirmation Procedure shall be estimated in accordance with the Technical Document on Decision
Limits for the Confirmatory Quantification of Threshold Substances (TD DL) or other applicable
Technical Document, Technical Letter or Laboratory Guidelines. At least, MU at levels close to the
Threshold shall be determined.

S : Cortifi Ref M :
Pharmacopeia—Reference—Standards—shoeuldbeusedfor
ificationif .

5.3.4.4.2.3 Estimation of Measurement Uncertainty for Quantitative Analyses

e MU of quantitative results, particularly at or close to the Threshold, shall be addressed during the
validation of the guantitative Confirmation Procedure;

e MU is further addressed in the TD DL and other relevant Technical Document(s) (e.g. TD BEGH)
and Laboratory Guidelines;

e Confirmation Procedure method validation data (including the estimation of MU-fer—quantitative
ConfirmationProcedures) is evaluated during the assessment process for apprevalinclusion of the
guantitative method-for-its—ineclusion—nConfirmation Procedure within the Laboratory’s Scope of

ISO/IEC-_17025 scepe—of-accreditationAccreditation. Therefore, a Laboratory is not required to
produce Confirmation Procedure method validation data or other evidence of method validation in any
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legal proceeding.

5.3.4.5 Application of Analytical Testing Procedures

5.3.45.1 At minimum, all Laboratories are required to implement all mandatory Analytical Testing
Procedures %%, as determined by WADA in specific Technical Document(s), Technical Letter(s) or
Laboratory Guidelines. Laboratories may implement additional methods, provided they are validated and
included in the Laboratory’s Scope of ISO/IEC- 17025 acereditedAccreditation, notably for the analysis
of particular Prohibited Substances or Prohibited Methods.

méedeehﬂ+tk}edﬂ%ﬁeqtested#m4v%a44estmq—memi“~mboratones may apply additional

aceredited-Analytical Testing Procedures, which are included within the Laboratory’s Scope of ISO/IEC
17025 Accreditation, to analyze Samples for Prohibited Substances or Prohibited Methods te-Samples
{ret-withinthe scope-of theclient's requested-test-ment)not included.in the standard Analytical
Testing menu or in the Technical Document for Sport Specific Analysis (TD SSA), if the additional work
is conducted at the Laboratory’s expense and this-does not significantly affect the possibility to submit
the Sample-to-FurtherAnalysis,-when, as such identified by the Testing Authority or WADA, to Further
Analysis. Results from any such analysis shall be reported in ADAMS and have identified-the-Sampie

46 Mandatory Analytical Testing Procedures are those Analytical Methods for which all Laboratories shall have
available analytical capacity, in compliance with relevant Technical Document(s), Technical Letter(s) or Laboratory
Guidelines, and therefore shall have the methedAnalytical Method included in their Scope of ISO/IEC- 17025 seepe
ofacereditation-Accreditation. However, this—does—not—mean—that-based on an In-Competition or Out-of-
Competition Analytical Testlnq menu, amandatory Analwcal Testing Procedur has%e#aels not necessarlly applied

appicable. For some Prohibited Substances or Prohibited Methods, Testing Authorme s may decide to request
Analytical Testing for specific Samples only;-an¢-this. These requests shall be detailed in the Sample BEFchain
of custody. On occasions, however, certain Analytical Testing Procedures (e.g. gene doping) or the analysis of
certain Prohibited Substances (e.g. some large peptides) or Prohibited Methods (e.g. homologous blood

transfusion) with a given Analytical Testing Procedure may not be mandatory for all Laboratories. H—is—the

Laberatory’s—ebligation—toThe Laboratory shall report its Analytical Testing menu in ADAMS to inform s
chientsthe Anti-Doping Organizations about Hs—existing—anahytical—capacityavailable Analytical Testing

Procedures.
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—the same validity and Consequences as any other test result *8.

48 This does not apply to the analysis of Prohibited Substances, which are prohibited In-Competition only (as defined
in_the Prohibited List), if the Sample has been collected during the Out-of-Competition period. For Out-of-
Competition Testing, Laboratories shall analyze Samples only for those Prohibited Substances and Prohibited
Methods that are prohibited at all times (as defined in the Prohibited List), as well as for those relevant non-
prohibited substances that are included in the WADA Monitoring Program or which are analyzed for result
interpretation purposes (e.g. confounding factors of the “steroid profile”, non-prohibited substances that share
Metabolite(s) with Prohibited Substances), if applicable.

20490 1< \arcion—31-0-0 107
ZUTJ 1O vCTrSion—1Too

International Standard for Laboratories — Version 10.0 — December 2018 Page 107 of 177




WORLD
ANTI-DOPING
AGENCY

play true

5.3.4.5.3 Application of Initial Testing Procedures

5.3.453.1 The Initial Testing Procedure(s) applied shall be decumentedrecorded, as part of the
Sample (or Sample batch) record, each time it is conducted.

5.3.4.5.3.2  The Initial Testing Procedure(s) shall be performed on Aliguot(s) taken from the container
identified as the “A” Sample 4°.

5.3.4.5.3.3  The Initial Testing Procedure(s) shall be Fit-for-Purpose.

5.3.45.3.4  The objective of the Initial Testing Procedure is to obtain information about the potential
presence of Prohibited Substance(s) or Metabolite(s) of Prohibited Substance(s), or Marker(s) of the Use
of a Prohibited Substance or Prohibited Method.

5.3.45.35 Results from Initial Testing Procedure(s) can be included as part of longitudinal studies
(e.g. endogenous steroid or haematological profiles}), provided that the method is Fit-for-Purpose.

5.3.45.3.6  -All batches undergoing an Initial Testing Procedure shall include appropriate negative
and positive quality controls prepared in the matrix of analysis_°C.

5.3.45.3.7  -The Initial Testing Procedures for Non-Threshold Substances shall include appropriate
controls of representative substance(s) at or below the MRPL.

5.3.4.5.3.8 The Initial Testing Procedures for Threshold Substances shall include appropriate
controls at or below the Threshold®*Threshold °7.

5.3.45.3.9 Results from Initial Testing Procedures are not required to consider the associated
w?’%MU 37.

5.3.4.5.3.10 The Laboratory shall establish criteria, based on its method validation and in accordance
with its SOP, to evaluate results from an Initial Testing Procedure as a Presumptive Adverse Analytical
Finding, which would trigger confirmation analyses. However, a Presumptive Adverse Analytical Finding
from an [nitial Testing Procedure is not a necessary condition to perform Confirmation Procedures (e.g.
GC/C/IRMS analysis may be performed upon request from the Testing Authority or WADA).

5.3.45.3.11 A Confirmation Procedure for a Non-Threshold Substance with a reporting limit may also
be performed if the result estimated from the Initial Testing Procedure is lower than the applicable
reporting limit, as determined by the Laboratory in accordance with the methoed’sAnalytical Method’s
validation results.

5.3.4.5.3.12 A result obtained in the Initial Testing Procedure for a Threshold Substance higher than

4 |In cases when the “A” Sample cannot be used for the Initial Testing Procedure(s){&-g—when-the“ASample

sufficientvelumefortheconductoftheanalysis), the Initial Testing Procedure may be performed on an Aliguot

of the first bottle of the split “B” Sample-, which is to be used as the “A” Sample (see ISL AfticleArt. 5.3.1.6).

50 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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the Threshold requires a Confirmation Procedure, even if this result is below the relevant Decision Limit
51, A Confirmation Procedure may also be performed if the result obtained in the Initial Testing Procedure
is lower than the Threshold, as determined by the Laboratory in accordance with the method’s validation
results (see ISL ArticleArt. 5.3.4.4.2.1-above) or as specifically required by the Testing Authority.

5.3.4.5.3.13 Performance of a Confirmation Procedure can always be decided by the Laboratory or
upon instruction from the Testing Authority. Irregularities in the [nitial Testing Procedure(s) shall not in
any event invalidate an Adverse Analytical Finding when such is adequately established inby a
Confirmation Procedure.

5.3.4.5.4 Application of Confirmation Procedures

534541 Confirmation Procedures shall be decumentedrecorded, as part of the Sample (or
Sample batch) record.

5.3.45.42  The objective of the Confirmation Procedure is to obtain definitive—infermation—to
supperta result, which supports or not the reporting of an Adverse Analytical Finding or Atypical Finding.

5.3.4.5.4.3 The Confirmation Procedure(s) shall be Fit-for<Purpose, including the estimation of the
MU associated with a quantitative Confirmation Procedure.

5.3.4.5:4.35.3.4.5.4.4 The Confirmation Procedure shall have equal or greater selectivity
andSelectivity than the Initial Testing Procedure and shall provide rere-accurate quantification results
(applicable to Threshold Substances}—than—thetritial-Testing). The Confirmation_Procedure ane
should incorporate, when possible and adequate, a different Sample extraction protocol and/or a different

analytical methodology®= %,

e Mass spectrometry (MS) coupled to chromatographic separation (e.g. gas or liquid
chromatography) is the analytical technique of choice for confirmation of most Prohibited Substances,
Metabolite(s) of a Prohibited Substance, or Marker(s) of the Use of a Prohibited Substance or Prohibited
Method. These are acceptable methods for both the Initial Testing Procedure and the Confirmation
Procedure if Fit-for-Purpose;

o Affinity-Binding-Assays-binding assays (e.g. Immunoassays), electrophoretic methods and other
analytical methods are also routinely used for detection of macromolecules in Samples;

o Affinity—Binding—~Assays-binding assays applied for the Initial Testing Procedure(s) and

51 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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Confirmation Procedure(s) shall use affinity reagents (e.g. antibodies) recognizing different epitopes of
the macromolecule analyzed, unless a purification (e.g. immunopurification) or separation method (e.g.
electrophoresis, chromatography) is used prior to the application of the Affinity-Binding-Assayalffinity-

binding assay to eliminate the potential of cross-reactivity. The Laboratory shall document, as part of
the method validation, the Fitness-for-Purpose of any such purification or separation method,;

e In assays which include multiple affinity reagents (such as sandwich immunoassays), erlyat least
one (1) of the affinity reagents (either applied for capture or detection of the target Analyte) used in the

Affirity—Binding—Assaysaffinity-binding assays applied for the Initial Testing Procedure(s) and
Confirmation Procedure(s) must differ. The other affinity reagent may be used in both

mrmuaReassaysaffinity-binding assays;

e For Analytes that are too small to have two (2) independent antigenic epitopes, two (2) different
purification methods or two (2) different anatytical-methoedsAnalytical Methods shall be applied.

Multiplexed Affinity—Binding-Assaysalffinity-binding assays, protein chips, and similar simultaneous
multi-Analyte testing approaches may be used,;

e Antibodies may also be used for specific labelling of cell components and other cellular
characteristics. When the purpose of the test is to identify populations of blood constituents, the
detection of multiple Markers on the cells as the criteria for an Adverse Analytical Finding replaces the
requirement for two (2) antibodies recognizing different antigenic epitopes.

[Comment: An example is the detection of surface Markers on red blood cells (RBCs) using flow
cytometry. The flow cytometer is set up to selectively recognize RBCs. The presence on the RBCs of
more than one surface Marker (as determined by antibody labelling) as a criterion for an Adverse
Analytical Finding may be used as an alternative to multiple antibodies to the same Marker].

5.3.4.5.4.7.1 The “A” Confirmation Procedure shall be performed using new Aliquot(s) taken from the

201915} \ersion—1-0-0 110
TOoT vETrSTOn——1TUo7o I

International Standard for Laboratories — Version 10.0 — December 2018 Page 110 of 177




WORLD
ANTI-DOPING
AGENCY

play true

container identified as the “A” Sample®® °*. At this point, the link between the Sample external code as
shown in the Sample container and the Laboratory internal Sample code shall be verified.

5:3-4.5:4.6:25.3.4.5.4.7.2 If the presence of more than one (1) Prohibited
Substance, Metabolite(s) of a Prohibited Substance, or Marker(s) of the Use of a Prohibited Substance
or Prohibited Method is detected by the Initial Testing Procedure(s), the Laboratory shall confirm as many
of the Presumptive Adverse Analytical Findings as reasonably possible (such decision should take into
account the volume available in the “B” Sample).

The decision-on-theprieritization-for-the-confirmation(s) shall-be-made-te prioritize the identification
of the Prohibited Substance(s) or Prohibited Method(s) that carry the longest potential period of
Ineligibility. The decision should be made in consultation with the Testing Authority and
deeumentedrecorded.

5.3.4.5.4.7.3 When there is a Presumptive Adverse Analytical Finding for Amfetamine, Methylphenidate,
Beta-2 Agonists or Glucocorticoids, or for any other Prohibited Substance or Prohibited Method whose
Use has been declared by the Athlete on the DCF, the Laboratory may contact the Testing Authority to
enquire whether an approved Therapeutic Use Exemption (TUE) exists for the Prohibited Substance(s)
detected °> °°. When possible, the Laboratory should provide the concentration of the Analyte(s) as
estimated during the Initial Testing Procedure. Any such contact with the Testing Authority shall be
confirmed in writing—_(for further quidance, refer to the Guidelines on TUE enquiries).

The instruction by the Testing Authority on whether the Laboratory shall proceed or not with the
confirmation based on an approved TUE; shall be cenfirmedprovided to the Laboratory in writing. In the

54 In cases when the “A” Sample cannot be used, the “A” Confirmation Procedure may be performed on an Aliguot

of the split “B” Sample (see ISL Article ’5.3.1.6).

55 |n principle, the enquiry by Laboratories regarding the existence of an approved TUE for a Beta-2 Agonist may
be applied not only to those Beta-2 Agonists which are prohibited under any condition, but also to those which are
considered Threshold Substances and are permitted by inhalation only up to a maximum dose (e.qg. salbutamol,
formoterol and salmeterol). In such cases, the Laboratory may enquire about the existence of an approved TUE for
the use of a prohibited route of administration or a supra-therapeutic inhalation dose.

56 However, unless there is a prior agreement between the Testing Authority and the Laboratory, contacting the
Testing Authority in such cases does not constitute an absolute requirement for the Laboratory. The Laboratory
may proceed to confirm the Presumptive Adverse Analytical Finding for Amfetamine, Methylphenidate, Beta-2
Agonists, Glucocorticoids or a declared Prohibited Substance or Prohibited Method and report an Adverse
Analytical Finding in ADAMS according to the confirmation results obtained. In such cases, the existence or not of
an approved TUE shall be taken into consideration during the results management process.

2691 st—vefsiob 96— ——- —— — — — ———————————————————————4111¢
International Standard for Laboratories — Version 10.0 — December 2018 Page 111 of 177




WORLD
ANTI-DOPING
AGENCY

play true

latter situation, the Testing Authority shall provide WADA with a copy of the approved TUE~"7>%-

No final Fest-Reperttest report incorporating a Presumptive Adverse Analytical Finding shall be issued
22 In cases when the Testing Authority confirms to the Laboratory the existence of an approved TUE for
the Prohibited Substance, the Laboratory shall report the result as a Negative Finding as instructed by
the Testing Authority.

In cases of a resulting Adverse Analytical Finding or Atypical Finding, the existence or not of an approved
TUE (or the possibility to obtain a retroactive TUE) shall be taken into consideration during the results
management process.

5:345:46-35.3.4.5.4.7.4 The Laboratory may repeat the Confirmation
Procedure for an “A” Sample if appropriate (e.g. quality control failure). In that case, the previous test
result shall be nullified. Each repeat confirmation shall be performed using (2) new Aliguot(s) taken from
the “A” Sample container and shall be decumentedrecorded.

5.3.4.5.4.7.5 “A” Sample Confirmation Procedure for Non-Threshold Substances

For Non-Threshold Substances without reporting limits, Adverse Analytical Finding or Atypical Finding
decisions for the “A” Sample results shall be based on the identification of the Non-Threshold Substance
or its characteristic Metabolite(s) or Marker(s), as applicable, in compliance with the TD IDCR and/or
other relevant Technical Document (e.g. ¥2-EPS,-TD MRPL), Technical Letter or Laboratory Guidelines.

-For Non-Threshold Substances with reporting limits as specified in the TD MRPL, Adverse Analytical
Finding decisions for the “A” Sample results should be based on the identification of the Non-Threshold
Substance or its characteristic Metabolite(s) or Marker(s), in compliance with the TD IDCR, at an

estimated concentration greater than the reporting limit,-ir-complance-with-the TBD-IDCER.

59 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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5.3.4.5.4.7.6 “A” Sample Confirmation Procedure for Threshold Substances

For Threshold Substances, Adverse Analytical Finding or Atypical Finding decisions for the “A” Sample
results shall be based on the meanconfirmed identification (in accordance with the TD IDCR, applicable
to Confirmation Procedures based on chromatography-mass spectrometry) of the Threshold Substance
and/or_its Metabolite(s) or Marker(s) and their quantitative determination in the Sample at a level
exceeding the value of the relevant Decision Limit, which is specified in the TD DL or other applicable
Technical Document(s) (e.g. TD GH) or Laboratory Guidelines. By determining that the test result
exceeds the Decision Limit, the quantitative Confirmation Procedure establishes that the Threshold
Substance or its Metabolite(s) or Marker(s) is present in the Sample at a level greater than the Threshold,
with a statistical confidence of at least 95 % (for more information, refer to the TD DL).

5:3-4-5-4-6-4-Quantitative Confirmation Procedures for
Threshold‘Substances shall.be based on the determination
of the mean of measured analytical values (e.g.
concentrations}, chromatogram peak heights or areas) or the
ratio/score calculated from the mean(s) of the measured
analytical values ée—g—eeﬂeeﬁ%Faﬂeﬂs—eh%ema%egFam
peak-heights er areas)of three (3) “A” Sample Aliquots®®

$hat—meaﬂ—va4ﬁe—sha44—e*eeed—t-he+e+e\+aﬁt—9ees+eﬂ

51, 1f insufficient Sample volume exists to analyze three (3) Aliquots, the maximum number of Aliquots

that can be prepared should be analyzed iFhe—FepeFHﬁg—eHdvere—Aﬁa%eal—Fmdmgs—feF

5.3:4.5-4.6.5For endogenous Threshold Substances,
Markers of the “steroid profile”, or any other Prohibited
Substance that may be produced endogenously at low
levels, Adverse Analytical Finding decisions for the “A”
Sample results may also be based on the application of any
Fit-for-Purpose Analytical-TestingConfirmation_Procedure
that establishes the exogenous origin of the Prohibited
Substance or its Metabolite(s) or Marker(s) (e.g.
GC/C/IRMS).

Atypical Findings may result from non-conclusive determinations of the origin (endogenous vs.
exogenous) of the Prohibited Substance or its Metabolite(s) or Marker(s).

For some exogenous Threshold Substances, which are identified as such in the Prohibited List and the
TD DL, Adverse Analytical Finding decisions for the “A” Sample do not require a quantification procedure

o Unless otherW|se specified in a WADA Technical Document, Technlcal Letter or Laboratory Gwdellnes
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if detected in the presence of any Prohibited Substance classified under Section S5. “Diuretics and
Masking Agents” of the Prohibited List. In such cases, the identification (in accordance to the TD IDCR)
of the Threshold Substance and/or its Metabolite(s) in the Sample is sufficient to conclude an Adverse

Analytical Finding.
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5:3-4.5:4.75.3.4.5.4.8 “B” Sample Confirmation

5.3.4.5.4.8.1 A“B’ Confirmation Procedure shall be performed using Aliquot(s) taken from the container defined as
the “B” Sample 52.

5.3.4.5.4.8.2 The “B” Sample confirmation shall be performed in the same Laboratory as the “A” Sample
confirmation, unless there are exceptional circumstances, as determined by WADA and with i£sWADA's
prior written approval, which prevent the “B” Sample confirmation from being performed in the same
Laboratory.

5.3.4.5.4.8.3 It is the responsibility of the Testing Authority and/or Results Management Authority, as
applicable, to inform the Laboratory whether the Athlete has reguestedwaived his/her right to the
analysis of the “B” Sample and, therefore, whether or not the “B” Confirmation Procedure shoeuldwill be
performed-er-ot.

The Testing Authority and/or Results Management Authority may decide to proceed with the “B” Sample
analysis, and inform the Laboratory accordingly, even when the Athlete waives his/her right to the “B”
Sample analysis or does not answerrespond to requests on his/her decision to perform the “B” Sample
analysis.

5.3.4.5.4.8.4 The_ Testing Authority or Results Management Authority should contact the Laboratory to
provide information and/or instructions in writing regarding the “B” Sample analysis within ten (10)
working days following the notification of an “A” Sample Adverse Analytical Finding by the Laboratory.

5.3.4.5.4.8.5 The “B” Sample confirmation should be performed as soon as possible, and no later than
three (3) months, following the reporting of the “A” Sample Adverse Analytical Finding.

5.3.4.5.4.8.6 The following non-Laboratory Persons shall be authorized to attend the “B” Sample
opening-and-Confirmation Procedure:

e The Athlete and/or one representative 3 of the Athlete or, in the absence of the Athlete and/or

e cannot be used for Analytical Testing-{e-g—when-the“B”-Sample-containeris

the unopened, sealed “A” Sample may be split (see ISL Article 5.3.1.6) and the “B” Confirmation Procedure(s), if
needed, may be performed on an Aliguot taken from the split, resealed “A” Sample fraction designated as the “B”
Sample.

8 Only-theThe Athlete and/or one (1) designated representative-shat-be-alewed-to—witness, and/or the
Independent Witness have the Analytical Testingfundamental right to attend the “B” Sample opening, aliquoting
and resealing procedures. These Persons may also have reasonable opportunity to observe other steps of the “B”
Sample—_Confirmation Procedure, as long as their presence in the Laboratory does not interfere with the
Laboratory’s routine operations or Laboratory safety or security requirements.
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representative, an Independent Witness %4;

e Atranslator (if applicable);

e Arepresentative of the Testing Authority or the Results Management Authority (if requested by the
Testing Authority or the Results Management Authority, respectively);

e A representative of WADA or of WADA's Independent Observers (I0) Team for Major Events (if
requested by WADA or the 10 team, respectively).

o  ThefollewingRersonsA representative of the National Olympic Committee and/or National Sport
Federation and/or International Federation, as applicable, may also attend the “B” Sample opening
procedure, upon request and with prior approval by the Laboratory Director:.

1 -A+representative-of- the National-Ofympic - Committee

aRrdfor—Natienal—Spert—Federation——andfer
5.3.4.5.4.8.7 If the Athlete declines to be present in Perserperson and/or through a representative, or
does not respend-to-the-irvitationindicate whether he or she requests the “B” Sample analysis, or if
the Athlete will not attend (in person or-and/or through a representative) once a date and time for the
analysis has been proposed or if the Athlete or the Athlete’s representative claims not to be available on
the date or at the time of the opening of the “B” Sample, despite reasonable attempts to find an alternative
date_and time convenient both to the Athlete and to the Laboratory, the Testing Authority or Results
Management Authority or WADA, as applicable, shall instruct the Laboratory to proceed regardless and
appoint an Independent Witness to verify that the “B” Sample container shows no signs of Tampering
and that the identifying numbers match that on the Sample collection documentation. An Independent
Witness may be appointed even if the Athlete has indicated that he/she will be present and/or
represented.

At a minimum, the Laboratory Director or representative and the Athlete or his/her representative and/or
the Independent Witness shall sign the Laboratory documentation attesting to the above. A refusal of the
Athlete and/or his/her representative, or of the Independent Witness to sign, and the reasons of the
refusal, shall be recorded.

5.3-4.5:4.8.75.3.4.5.4.8.8 The  timing of  the “B” confirmation
anatysisConfirmation Procedure may be strictly fixed atin the short term with no postponement possible,
when circumstances so justify it. This can notably and without limitation be the case in the context of
Testing during or immediately before or after Major Events, or when the further postponement of the “B”
Sample analysis could significantly increase the risk of Sample degradation.

5.3-4.5:4-8.85.3.4.5.4.8.9 The Laboratory Director may limit the number of

The Athlete may however be represented or assisted by a maximum of two (2) representatives during the initial
phase of the “B” Sample opening procedure.

64 An Independent Witness may also attend even if the Athlete is present and/or represented.
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individuals in Controlled Zones of the Laboratory based on safety or security considerations. Persons
attending shall not interfere with the "B” Sample opening or the Aralytical-Testing B” Confirmation
Procedure process in any way at any time, and shall strictly follow the instructions of the Laboratory. The
Laboratory may have any Person removed, including the Athlete or Athlete’s representative, if they are
not following the instructions, disturbing or interfering with the “B” Sample opening or the Analytical
Testing process. Any behavior resulting in removal shall be reported to the Testing Authority and/or
Results Management Authority, as applicable. Interference may further be constitutive of an Anti—Doping
Rule Violation in accordance with ArticleCode Art. 2.5—ef-the—Code, “Tampering, or Attempted
Tampering with any part of Doping Control”.

5:3-45-4-8-95.3.4.5.4.8.10 The Laboratory shall ensure that, after opening and
taking Aliguots for the “B” eenfirmationConfirmation Procedure, the “B” Sample is properly resealed in
the presence of the Athlete or his/her representative or the Independent Witness, as applicable, who
shall all sign the Laboratory documentation attesting to the above. A refusal of the Athlete and/or his/her
representative, or of the Independent Witness to sign, and the reasons of the refusal, shall be recorded.

If present, the Athlete or the Athlete’s representative shall be offered the opportunity to select caps
forthe resealing equipment for the “B” Sample container from several identical/sealed items-—Fhis-shatt

be-deseribed-in—theLaberatery's- SOP—Hewever;_and to witness the Athlete-er+epresentative
shattretinrterfere—withtransfer of the “B” eenfirmation—process—established-by—thetaboratery
any-way-at-any-time-Sample Aliquot for analysis.

5.3.4.5:4.8105.3.4.5.4.8.11 -If more than one (1) Prohibited Substance,
Metabolite(s) of a Prohibited Substance, or Marker(s) of the Use of a Prohibited Substance or Prohibited
Method has been confirmed in the “A” Confirmation Procedure, the Laboratory shall confirm as many of
the Adverse Analytical Findings as possible given the “B” Sample volume available. The decision on the
prioritization for the confirmation(s) shall be made to prioritize the analysis of the Prohibited Substance(s)
or Prohibited Method(s) that carry the longest potential period of Ineligibility. The decision should be
made in consultation with the Testing Authority and documented.

5.3.4.5.4.8.12 “B” Sample Confirmation Procedure for Non-Threshold Substances and exogenous
Threshold Substances

For Non-Threshold Substances and exogenous Threshold Substances, the “B” Sample results shall only
confirm the “A” Sample identification (in compliance with the TD IDCR) for the Adverse Analytical Finding
to be valid_°°. No quantification or reported estimation of concentrations of such Prohibited Substance,
or its Metabolite(s) or Marker(s) is necessary.

5.3.4.5.4.8.13 -“B” Sample Confirmation Procedure for endogenous Threshold Substances

For endogenous Threshold Substances, Adverse Analytical Finding or Atypical Finding decisions for the

“B” Sample result—shallbe—based—on—themean—of measured—analyticalvalues{eg-

65 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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Aliguots®®results shall be based on the confirmed identification (in accordance with the TD IDCR,
applicable to Confirmation Procedures based on chromatography-mass spectrometry) of the Threshold
Substance or its Metabolite(s) or Marker(s) and their guantitative determination in the Sample at a level
exceeding the value of the relevant Threshold as specified in the TD DL or other applicable Technical
Document(s) or Laboratory Guidelines. The mean value determined in the “B” Sample does not need to
be identical to the mean value determined in the “A” Sample.

“B” Sample quantitative Confirmation Procedures for endogenous Threshold Substances shall be based
on the determination of the mean of measured analytical values (e.g. concentrations, chromatogram peak
heights or areas) or the ratio/score calculated from the mean(s) of the measured analytical values of
three (3) “B” Sample Aliguots *’. If insufficient Sample volume exists to analyze three (3) Aliquots, the
maximum number of Aliguots that can be prepared should be analyzed.

53-4-54.812—For endogenous Threshold Substances,
Markers _of the “steroid profile”, or any other Prohibited
Substance that may be produced endogenously at low levels,
Adverse Analytical Finding decisions for the “B” Sample
results may also be based on the application of any Fit-for-
Purpose Analytical Testing Procedure that establishes the
exogenous origin of the Prohibited Substance and/or its
Metabolite(s) or Marker(s) (e.g. GC/C/IRMS).

_Atypical Findings may result from non-conclusive determinations of the origin (endogenous vs.
exogenous) of the Prohibited Substance or its Metabolite(s) or Marker(s).

For some exogenous Threshold Substances, which are identified as such in the Prohibited List and the
TD DL, Adverse Analytical Finding decisions for the “B” Sample do not require a quantification procedure
if detected in the presence of any Prohibited Substance classified under Section S5. “Diuretics and
Masking Agents” of the Prohibited List. In such cases, the identification (in accordance to the TD IDCR)
of the Threshold Substance and/or its Metabolite(s) in the Sample is sufficient to confirm the Adverse

Analytical Finding.

20419 1< \ercion—10-0 119
[\ = S N j AALE=AAA N EN= v rav EE el
International Standard for Laboratories — Version 10.0 — December 2018 Page 118 of 177




WORLD
ANTI-DOPING
AGENCY

play true

5:3-4.5:4.8-435.3.4.5.4.8.14 The Laboratory may repeat the Confirmation
Procedure for a “B” Sample if appropriate (e.g. quality control failure, chromatographic peak
interferences, inconclusive “B” confirmation results). In that case, the previous test result shall be nullified.
Each repeat confirmation shall be performed using rew-Aliguot(s) takendifferent from the re-sealed

wp o

d 7 d ofraa P Samvay O O

53-4-5-4-7=andone(s) already analyzed. Each Aliquot used shall be deeumentedrecorded.

5:3-4.5:4.8-145.3.4.5.4.8.15 If the final “B” Sample confirmation results are
negative, the testAnalytical Testing result shall be considered a Negative Finding. The Laboratory shall
notify the Testing Authority and WADA immediately. The Laboratory shall conduct an internal
investigation of the causes of the discrepancy between the “A” and “B” Sample results and should report
its outcomes to the Results Management Authority and WADA within five (5) working days ©7.

5.3.4.5.5 Further Analysis

5.3.455.1 Samples—held—in—long-term-—stoerage may be selected for Further Analysis at the
discretion of the Testing Authority. WADA may also direct the Further Analysis of stored Samples at its
own expense.

5.3.45.5.2  The choice of which Laboratory will conduct the Further Analysis will be made by the
Testing Authority or WADA, as applicable.

5.3.455.3 Requests to the Laboratory for Further Analysis shall be made in writing and be recorded
as part of the Sample’s documentation.

5.3.455.4 Further Analysis of Samples shall be performed under the ISL, Technical Documents,
Technical Letters and Laboratory Guidelines in effect at the time the Further Analysis is performed.

5.3.455.5 Further Analysis shall, as a matter of principle, be aimed at detecting all the Prohibited
Substance(s) or Metabolite(s) of Prohibited Substance(s), or Marker(s) of the Use of a Prohibited
Substance or Prohibited Method included in the Prohibited List in force at the time of the collection of the

Sample(s). However, Further Analysis shall not be applied-teaimed at detecting substances or methods,

7 Target Analytes [e.g. parent compound, Metabolite(s), Maker(s)] used to conclude the presence of a given
Prohibited Substance or Use of a Prohibited Method may differ between the Confirmation Procedures of the “A”
and the “B” Samples. This does not mean that the “B” confirmation results are negative, as long as the Analyte(s)
targeted allows the unequivocal and conclusive identification of the Prohibited Substance or Prohibited Method in
the “B” Sample.
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which are no longer prohibited at the time of Further Analysis.

[Further Analysis may not be applied on a Sample, which is the subject of an ongoing Hearing Process, after the
responsible Anti-Doping Organization has notified the Athlete that the Sample is a basis for an asserted Code Art.
2.1 anti-doping rule violation, without the consent of the Athlete or approval from the hearing body.

For all other situations (i.e. for Samples reported as Negative Findings or after results management for a Code Art.
2.1 anti-doping rule violation in relation to the Sample has been completed), and to the extent that such analysis
can be excluded from the Further Analysis test menu, when an Adverse Analytical Finding has been previously
reported in relation to a Sample and a Code Art. 2.1 anti-doping rule violation has been asserted against the Athlete
Further Analysis should not seek to detect the Prohibited Substance(s) or Prohibited Method(s) that were the basis
of the previously asserted anti-doping rule violation. Therefore, the Qrganization requesting the Further Analysis
should inform the Laboratory of any previous Adverse Analytical Finding reported for the Sample(s) subject to
Further Analysis. If previously reported Prohibited Substance(s) or Prohibited Method(s) are detected during the
Initial Testing Procedure of Further Analysis, there is no need.to conduct the corresponding Confirmation Procedure.
However, if the Confirmation Procedure is conducted, and the previously reported Prohibited Substance(s) or
Prohibited Method(s) are confirmed, there is no need to report these results again %8, If the results are nevertheless
reported, this issue shall be addressed by the Results Management Authority during the results management

process|.

5.3.4.5.5.6 Further Analysis includes notably but without limitation the application of newly developed
or more sensitive Analytical Testing Procedures and/or the analysis of new target Analytes of Prohibited
Substance(s) or Prohibited Method(s) [e.g. Metabolite(s) and/or Marker(s)], which were not known or not
tested during the initial Analytical Testing of the Sample.

Depending on the circumstances, and alse-with-a—view-to ensure an effective and targeted use of the
available Sample volume, priorities may be set and/or the scope of the Further Analysis restricted to
specific analyses (in particular, anatysisbut without limitation, to analyses based on new or improved
Analytical Testing Procedures).

5.3.455.7 Further Analysis shall proceed as follows:
e Use of the “A” Sample

Even-if-use-of the A" Samplesheuld-be-thenorm;—at-its-diseretion;—theThe Testing Authority
or WADA may instruct the Laboratory to ret-use the “A” Sample for Further-Analysis{(ferexample;

han hara no—rom ninag “AY M o A ant “A” M5

53453 abeve)orfor-both the Initial Testing Procedure(s) and the “A” Confirmation Procedure(s}

58 The result should have been already reported in ADAMS and should not be reported again. In the absence of
initial instructions, the Laboratory shall seek instructions from the Testing Authority or WADA, as applicable.
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1SE —), to use it only for the Initial Testing Procedure(s) or not
to use the “A” Sample for Further Analysis at all.

If the Laboratory has been instructed to perform only Initial Testing Procedure(s) on the “A” Sample,
any suspicious analytical result obtained from the “A” Sample shall be considered as a Presumptive

Adverse Analytical Finding, which—should—trigger—confirmation—analysesirrespective of the

Analytical Testing Procedure applied, and shall be confirmed using the split “B” Sample (see below};).

When a Confirmation Procedure is performed on the “A” Sample and an Adverse Analytical Finding is
reported on this basis, the reguiar“B” Sample Confirmation Procedure shall be applicable (as per ISL
ArtieleArt. 5.3.4.5.4.7abevel).

e Use of the split “B” Sample

-When the “A” Sample is used only for the Initial Testing Procedure(s) or is not used at all during Further
Analysis, the “B” Sample shall be split and used for analysis. The “B” Sample shall be split into two
fractions, in accordance with ISL ArticleArt. 5.3.1.6-abeve—Fortheavoidance of doubtitisnoet
required—that-—the. The Athlete and/or a representative of the Athlete attendshould be invited to
witness the splitting procedure;—altheugh-theymay-be-invitedat-the discretion-of the Testing
Autherity—As. At a minimum, the splitting process shall be conducted in the presence of an appointed
Independent Witness.

For the further avoidance of doubt, even if invited-te—attendpresent during the splitting procedure,
and-unlessse-decided-by-the Festing-Authority;—the Athlete and/or a his/her representative has

no right to attend the Analytical Testing efProcedures to be performed on the first split fraction of the
“B” Sample®?-_(unless the Testing Authority requests otherwise) ’°. In the event an Adverse Analytical
Finding is notified based on the results of the-analysisa Confirmation Procedure of the first fraction of

70 Since the first split fraction of the “B” Sample is considered as an “A” Sample, analysis of Aliquots taken from this

Sample may include the performance of Initial Testing Procedure(s) and “A” Confirmation Procedures or “A”
Confirmation Procedures only (if the Initial Testing Procedure(s) was/were already performed using the “A” Sample).
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the “B” Sample, the second split fraction of the “B” Sample shall be deemed as the “B” Sample. If

applicable, a “B” confirmation shall be decided and performed in accordance with ISL ArticleArt.

5.3.4.5.4. 7 —=aboeve,—including—regarding—the attendance—by—the Athleteandfor—histhe

5.3.4.55.8 Further Analysis may be performed on stored Samples that were previously reported as
having Adverse Analytical Findings or Atypical Findings. Any new Prohibited Substance or Prohibited
Method detected shall be reported even if the Athlete was already sanctioned for a different Adverse
Analytical Finding "*.

5.3.4.55.9 Previously acquired Initial Testing Procedure data may also be re-evaluated for the
presence of Prohibited Substances or their Metabolites(s) or Markers(s) of Prohibited Substances or
Prohibited Methods, at the initiative of the Testing Authority, the Results Management Authority, WADA
or the Laboratory itself. The results of such re-evaluation, if suspicious, shall be communicated to the
Testing Authority, the Results Management Authority or WADA, as applicable, and may lead to Further
Analysis.

5.3.4.5.6 Alternative Biological Matrices

Any negative Analytical Testing results obtained from hair, nails, oral fluid or other biological material
shall not be used to counter Adverse Analytical Findings or Atypical Findings from urine or blood
(including whole blood, plasma or serum).

71 See ISL Article 5.3.4.5.5.5 with respect to the reporting of Prohibited Substance(s) or Prohibited Method(s)
previously reported as an Adverse Analytical Finding.
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5.3.5  Results Management

5.3.5.1 Review of Results

5.3.5.1.1 A minimum of two (2) qualified Laboratory analysts shall conduct an independent review of all
Initial Testing Procedure raw data and results. The review process shall be recorded.

5.3.5.1.2 A minimum of two (2) Certifying Scientists shall conduct an independent review of all Adverse
Analytical Findings and Atypical Findings before a repertiest result is issuedreported. Evidence of the
review and approval of the analytical run/batch shall be recorded.

5.3.5.1.3 At a minimum, the review of Adverse Analytical Findings and Atypical Findings shall include:

e Documentation linking the Sample external code (as specified in the DCF) to the Laboratory internal
sampteSample code;

e Laboratory Internal Chain of Custody documentation;

o Analyticatinitialinitial and confirmatory analytical data and calculations;
e Quality control data;
e Completeness of technical and analytical documentation supporting the reported findings;

e Compliance of test data with the Analytical Testing Procedure’s validation results (e.g. MU);

e Assessment of the existence of significant data or information that would cast doubt on or refute

the Laboratory findings {-e—the-identity,the presence-or—whererelevant,the-concentration

e When the Confirmation Procedure result(s) are rejected as Adverse Analytical Finding(s) or Atypical
Finding(s) based on the results review, the reason(s) for the rejection shall be recorded.

5.3.5.2 Documentation and Reporting

or-Phase-H-Metabolites:

73 The Laboratory should consider the prevailing scientific knowledge regarding, for example, the possibility of

Sample or Aliquot contamination, the presence of analytical artifacts, the possible natural occurrence of the Analyte
at low concentrations, microbial or chemical degradation, the detection of Metabolites which may be common to
non-prohibited substances or the absence of characteristic Phase-I or Phase-Il Metabolites.
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5.3.5.2.1 The Laboratory shall have documented procedures to ensure that it maintains a record related
to each Sample analyzed. In the case of an Adverse Analytical Finding or Atypical Finding, the record
shall include the data necessary to support the conclusions reported as set forth in and limited by the
Technical Document on Laboratory Documentation Packages (TD LDOC).

5.3.5.2.2 Each step of Analytical Testing shall be traceable to the staff member who performed that step.
5.3.5.2.3 Significant variance from thea written SOP shall be decumented-as—part-of-therecord

fe-g—memorandumfor-therecord)recorded.

5.3.5.2.4 Where instrumental analyses are conducted, the operating parameters for each run shall be
included as part of the record.

5.3.5.2.5 Reporting of “A” Sample results should occur in ADAMS within fifteen (15) working days of
receipt of the Sample.

The reporting time required for specific occasions (e.g. Major Events) may be substantially less than
fifteen (15) working days.

The reporting time may be altered by agreement between the Laboratory and the Testing Authority. The
Testing Authority should be informed of any delay in the reporting of “A” Sample results.

5.3.5.2.6 Test Report

5.3.5.2.6.1 The Laboratory shall decumentrecord the test result for each individual Sample in
ADAMS?# with the mandatory information stipulated, in compliance with the relevant Technical
Document, Technical Letter or Laboratory Guidelines, the items stipulated in ISO/IEC- 17025, and the
following:

e The name of the Results Management Authority, if provided,;

« Relevant comments if necessary for proper interpretation of the test result or recommendations to
the Testing Authority (for example, for Target Testing of the Athlete) — see ISL ArticleArt. 5.3.5.2.6.56
below;

« Specific tests performed, in addition to the Laboratory routine test menu (e.g. ESA, GC/C/IRMS,
hGH, blood transfusions, DNA, genomic profiling, etc.);

e Any irregularities noted on Samples.

5.3.5.2.6.2 The Laboratory is not required to provide any additional Test Report, either in hard copy
or digital format, other than the submission in ADAMS (except as described in ISL Arts. 5.3.5.2.6.8 and
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5.3.5.2.6.12). All Code-compliant Testing Authorities shall be able to access the Test Reports of their

Samples in ADAMS. The Laboratory should record the ADAMS Test Report as part of the Sample’s
documentation.

¢ “A” Sample Test Report

The Laboratory is not required to report concentrations for Non-Threshold Substances. The Laboratory
shall report the actual Prohibited Substance(s) and/or its Metabolite(s), or Marker(s) of the Use of
Prohibited Substance(s) or Prohibited _Method(s) present (i.e. identified, as per the TD IDCR) in the
Sample and in accordance with the reporting requirements established in the TD MRPL 75,

However, where the detected level of the Non-Threshold Substance(s), its Metabolite(s), or Marker(s)
ismay be relevant to the results management of an anti-doping case, the Laboratory should provide
estimated concentrations, when possible and for information purposes only, if requested by the Testing
Authority, Results Management Authority or WADA. In such instances, the Laboratory may indicate the
estimated concentration while making it clear to the Testing Authority, Results Management Authority or
WADA that this concentration was obtained by an Analytical Testing Procedure, which has not been
validated for quantitative purposes.

o “B” Sample Test Report

For Non-Threshold Substances, the Laboratory report for the “B” Sample shall only establish the
presence (i.e. the identity) of the Prohibited Substance(s) or its Metabolite(s) or Marker(s) in accordance
with the TD IDCR 3.

However, where the detected level of the Non-Threshold Substance(s), its Metabolite(s), or Marker(s)
may be relevant to results management, the Laboratory should provide estimated concentrations, when
possible and for information purposes only, if requested by the Testing Authority, Results Management
Authority or WADA. In such instances, the Laboratory may indicate the estimated concentration while
making it clear to the Testing Authority, Results Management Authority or WADA that this concentration
was fet-obtained by an Analytical Testing Procedure, which has not been validated for quantitative
purposes. Differences.in the estimation of the detected levels of Non-Threshold Substance(s), its
Metabolite(s), or Marker(s) between the “A” and “B” Confirmation Procedures do not affect the validity of
the reported results.

5 When applicable, the Laboratory shall Hstrecord in the Comments-section-of-the ADAMS Test Report Whatthe
specific Metabolite(s) or Marker(s) of the Non-Threshold Substance that were identified in the Sample.
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¢ “A” Sample Test Report

For Threshold Substances, the Laboratory repertTest Report for the “A” Sample shall establish that the
identified Prohibited Substance(s) or its Metabolite(s) or Marker(s) is present at a concentration and/or
ratio and/or score of measured analytical values greater than the DL, and/or that the Prohibited
Substance(s) or its Metabolite(s) or Marker(s) is of exogenous origin.

Foer-seme-exogenousin the event that the Threshold Substarees;Substance(s), which are identified
as such in the Prohibited List and the TD DL, ifis (are) detected in the presence of (a) diuretic(s) or
masking agent;(s), the Laboratory report—forthe A" Sample-shall establish the presence (i.e. the
identity) of the Prohibited Substance(s) and/or its Metabolite(s) in accordance with the TD IDCR and the
TD DL-_and report it at any level, in addition to the reporting of the masking agent(s). In such cases, the
Laboratory is—net—+reguired—te—should report either-the estimated concentration of the Threshold
Substance(s), indicating that the levels detected may have been impacted by the presence of the

diuretic(s) or the-associated-Measurement-Uncertainty-masking agent(s).

o “B” Sample Test Report

For exogenous Threshold Substances, the Laboratory repoertTest Report for the “B” Sample shall only
establish the presence (i.e. the identity) of the Prohibited Substance(s) or its Metabolite(s) or Marker(s)
in accordance with the TD IDCR.

For endogenous Threshold Substances, the Laboratory reportTest Report for the “B” Sample shall
establish that the_identified Prohibited Substance(s) or its Metabolite(s) or Marker(s) is present at a
concentration and/or ratio and/or score of measured analytical values greater than the Threshold, and/or
that the Prohibited Substance(s) or its Metabolite(s) or Marker(s) is of exogenous origin.

In the event that the Threshold Substance(s), which are identified as such in the Prohibited List and the
TD DL, is (are) detected in the presence of (a) diuretic(s) or masking agent(s), the Laboratory shall
establish _the presence (i.e. the identity) of the Prohibited Substance(s) and/or its Metabolite(s) in
accordance with the TD IDCR and.the TD DL and report it at any level, in addition to the reporting of the
masking agent(s). In such cases; the Laboratory shall report the estimated concentration of the Threshold
Substance(s), indicating that the levels detected may have been impacted by the presence of the
diuretic(s) or masking agent(s).

as:
« Adverse Analytical Finding; or

e Atypical Finding; or
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Metabolite(s)—er—Marker(s)—eftheirUse—were—detected

e Negative Finding; or

e Not-Analyzed: whenr—theany Sample isreceived at the Laboratory and not subject to Analytical
Testing for a valid, documented reason such as Sample irregularities (as per ISL ArticleArt. 5.3.1.5.4
above3d), intermediate Samples (as per ISL ArticleArt. 5.3.1.8 above), etc.

interpretation of data. An opinion or interpretation may be included in the ADAMS Test Report provided
that the opinion or interpretation is clearly identified as such. The basis upon which the opinion has been
made shall be documented.

[Comment: An opinion or interpretation may include, but not be limited to, recommendations on how to use results,
information related to the pharmacology, metabolism and pharmacokinetics of a substance, whether the observed
results may suggest the need for additional investigations regarding potential environmental contamination causes
and/or Further TestingAnalysis and whether an observed result is consistent with a set of reported conditions.]

reporting an Adverse Analytical Finding or Atypical Finding. Such requests for second opinions €anrmay
be required by specific WADA Technical Document(s), Technical Letters or Laboratory Guidelines,
demanded by WADA from certain Laboratory(-ies};) for all or for specific Analytical Testing Procedures
under specific circumstances (e.g. following a period of Laberatery-Suspension or Analytical Testing
Restriction), or requested at the discretion of the Laboratory (e.g. for firstly detected Analytes or for
difficult to interpret findings). In any case, the request for a second opinion shall be made in writing and
recorded as part of the Sample’s documentation. Any transfer of data and information necessary for the
second opinion shall be made securely and respecting the confidentiality of the analytical data and any
other information.

The responsibility ffor the result is—atways-that-shall be of the Laboratory that performed the analysis
and issued the final Test Report.

WADA-a summary of the results of analyses performed#h&FepeFHVH%reMGe%s&mma%we#aﬂy
Sampiles—rejectedfor-Analytical Testingand-the reasenfor-therejection_in a format specified
by WADA.

5.3.5:2.6.85.3.5.2.6.9 Confidentiality of the analytical data and Athlete’s identity shall be
respectedobserved by all parties (e.g. Laboratory, Testing Authority, Results Management Authority,
WADA, other parties informed including, where different, International Federations, National Olympic
Committees, National Federations).

5:3-5:2:6:95.3.5.2.6.10 -Requests for information by the Testing Authority, Results Management
Authority or WADA to the Laboratories shall be recorded in writing.

5.3.5:2.6:105.3.5.2.6.11 Presumptive Adverse Analytical Findings (when applicable — see ISL
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ArtieleArt. 5.3.4.5.4.67.3-abeve), Adverse Analytical Findings and Atypical Findings shall be reported
in writing.

Information sent by a facsimile is acceptable provided itthat the correct facsimile number is verified that
the—prior to transmission and the receipt is verified after the facsimile has been transmitted—te—the

Encrypted emails or documents shall be used for reporting or discussion of Adverse Analytical Findings
or Atypical Findings if the Athlete can be identified or if any information regarding the identity of the Athlete
is included.

5:3-5-2.6:115.3.5.2.6.12 -The Laboratory shall also provide any information requested by WADA in
relation to the Monitoring Program (ArticleCode Art. 4.5-6f the-Code).

5.3.5.2.7 Laboratory Documentation Package and Certificate of Analysis

535271 Laboratory Documentation Packages and EertificateCertificates_of Analysis shall be in
compliance with the TD LDOC.

5.3.5.2.7.2 Laboratories are-not required to produce a Laboratory. Documentation Package for a
Sample in which no Prohibited Substance or Prohibited Method or their Metabolite(s) or Marker(s) was
detected.

provided by the Laboratory only to the relevant Results Management Authority or WADA upon request
and should be provided within ten-{16&fifteen (15) working days of the request, unless a different deadline
is agreed with the Results Management Authority or WADA, respectively.
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5.4 Management Requirements

54.1 Organization

5.4.1.1 Within the framework of ISO/IEC- 17025, the Laboratory shall be considered as a testing
laboratory.

5.4.1.2 The Laboratory Director shall have the responsibilities of the Chief Executive of the Laboratory,
unless otherwise noted.

5:4-35.4.2 Assuring the Quality of Analytical Results
54315.4.2.1 The Laboratory shall participate in the WADA EQAS.

54.3:25.4.2.2 Analytical performance shall be monitored by operating quality control schemes
appropriate to the type and frequency of Analytical Testing performed by the Laboratory. The range of
quality control activities include, but are not limited to:

« Appropriate positive and negative quality control samples (QCs) shall be included in every analytical
run both for the Initial Testing Procedure(s) and Confirmation Procedure(s) 76;

« Appropriate internal standard(s) shall be used for chromatography methods;

o For Threshold Substances, quality control charts (QC-charts) referring to appropriate control limits
depending on the Analytical Testing Procedure employed (e.g. +/- 2SD; +/- 3SD; +/- Ugse), shall be
regularly used to monitor method performance and inter-batch variability (when applicable).

54.3:35.4.2.3 Internal Quality Assurance Scheme (iQAS)

54-3-3:45.4.2.3.1 The Laboratory shall establish a functional and robust iQAS program, in
accordance with the requirements of ISO/IEC-_17025, thatwhich challenges the entire scope of the
Analytical Testing process (i.e. from Sample accessioning through result reporting). The Laboratory shall
implement a procedure that prevents the submission of iQAS results into ADAMS.

54-3-3:25.4.2.3.2 The iQAS plan shall include the proficiency testing of as many Laboratory
procedures as possible, including the submission of a sufficient number of test samples on a regular

6 Unless otherwise specified in a WADA Technical Document, Technical Letter or Laboratory Guidelines.
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basis (e.g. monthly) and shall incorporate as many categories of Prohibited Substances and Prohibited
Methods as possible.

5:4.3.3.35.4.2.3.3 A—robust1QAS—programThe Laboratory shall have a dedicated SOP
incorporatingfor _the IOAS program, which incorporates a detailed procedure for the planning,
preparation, (blind and/or double-blind) introduction of the IQAS samples as—well—as—forand
management of the iQAS results (reviewing and follow-up of ren-cenfermitiesnonconformities).

54.345.4.2.4 -Internal Audits

Internal audits shall be completed in accordance with the requirements of ISO/IEC- 17025, and shall
have a dedicated SOP incorporating a detailed procedure for the planning and performance of the audits,
the training and selection of internal auditors, specification of their auditing activities, as well as for
management of the internal audit conclusions (reviewing and follow-up of nenR-
eenfermitiesnonconformities).

Internal Audit responsibilities may be shared amongst personnel provided that any Person does not audit
his/her own area.
Internal audits rrayshall be carried out by persennel-whe-are-gualified Laboratory staff members. In

addition, qualified members of the Laberatery—er—of-the Laboratory's host organization of—the
Laboeratery-(e.g-.. university, institute, company;-) may also be included in the internal auditing teams.

5.4.3.55.4.2.5 External Audits

Laboratories may also consider having their procedures and systems audited by other Laboratory
Directors or external auditing experts. However, this shall not replace the performance of internal audits

by the Laboratory.
5.4.3.65.4.2.6 All quality control procedures shall be documented by the Laboratory.

5.4.45.4.3 -Management Reviews

Management reviews will be conducted to meet the requirements of ISO/IEC- 17025.

5.4.55.4.4 Document Control

The control of documents that make up the Quality-Management System shall meet the requirements
of ISO/IEC- 17025.

5.4.5.15.4.4.1 The Laboratory Director (or designee) shall approve the Quality-Management System
documentation and all other documents used by staff members involved in Analytical Testing.

5:4.5.25.4.4.2 The Laboratory shall implement a procedure in its-Q«ality Management System to ensure
that the contents of ISL, WADA Technical Documents, Technical Letters and Laboratory Guidelines are
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incorporated into the Laboratory’'s SOPs by the applicable effective date and that implementation is
completed, assessed, audited and recorded. If this is not possible, the Laboratory shall send a written
request for an extension beyond the applicable effective date for consideration by WADA. Any failure by
the Laboratory to implement mandatory requirements by the established effective date, without a prior

approval by WADA, shall be consider a rer-cemplianeenoncompliance and may affect the Laboratory
accreditation status.

5.4-65.4.5 Control and Storage of Technical Records

5.4.6-15.4.5.1 A copy of all Samples’ records-{(hardcopy-or-electroniccopy),as-defined-inthe 1B
EBOE, including Sample and Aliguot chain of custody, instrument records, electronic—analytical

data;steroid-profile,—calculations, etc-};., shall be kept in a secure storage for a minimum of two (2)
years. After two (2) years, and up to ten (10) vears, the relevant records shall be kept in secure storage

disposalj-.

54.6.25.4.5.2 Whenever—peossible,—anAn electronic copy of the analytical raw data and any data
analysis review files sheuldshall be stored for ten (10) years for all Samples.

5.4.75.4.6_Control of Ner-conformitiesNonconformities in Analytical Testing

54-715.4.6.1 The Laboratory shall have policies and procedures that shall be implemented when any
aspect of its Analytical Testing does not comply with set requirements.

5.4.7.25.4.6.2 Any nen-conformitiesnonconformities in Analytical Testing shall be recorded and kept
as part of the documentation of the Sample(s) involved.

5.4.7.3—Corrective-and Preventive Actions

5.4.6.3 _Risk Minimization

Laboratories shall take corrective arnd-preventive—actions in accordance with ISO/IEC- 17025 and
WADA Laboratory Guidelines for Corrective Action Investigation and Reporting.

When repertingconducting a corrective action_investigation, the Laboratory shall pay—particular
attention—te-theperform a thorough Root Cause Analysis of the ren-cenfermitynonconformity.

5.4-7-45.4.6.4 Improvement

The Laboratory shall maintain, and when appropriate —improve, the effectiveness of its Quality
Management System in accordance with ISO/IEC- 17025.

5.4.85.4.7 Reviewing of Requests, Tenders and Contracts

Review of legal documents or agreements related to Analytical Testing shall meet the requirements of
ISO/IEC-17025.
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5.4-95.4.8 Subcontracting of Analysis

54.9.15.4.8.1 A Laboratory or WADA-Approved Laboratory for the ABP shall perform all work with
qualified personnel and equipment within its accredited or approved facility, respectively.

5.4.9.25.4.8.2 A Laboratory may subcontract an analysis to another Laboratory, in consultation with the
Testing Authority (for example, in the case of a specific technology or Analytes that are not within the
Laberatery—secopelaboratory’s Scope of aeereditationISO/IEC 17025 Accreditation, an Analytical
Testing Restriction decision, or as a result of urfereseen+easensother justifications such as a need for
higher sensitivity or specific equipment or expertise, workload; or temporary technical incapacity-er-reed
for-further-expertise). In exceptional circumstances, WADA may elect to grant specific authorization
to subcontract analyses using a-special-technigue-notrequired-inLaberateriesspecific methods,
to an ISO/IEC- 17025-accredited laboratory approved by WADA, which has this technique within its
seopeScope of acereditationrISO/IEC 17025 Accreditation (for example, DNA analysis or genomic
profiling). Other specific investigations, such as, without limitation, forensic.examinations which need to
be performed in the course of the Analytical Testing process may also be subcontracted by the Laboratory
7, In all such cases, assurance of the maintenance of the appropriate chain of custody throughout the
entire Analytical Testing process is the responsibility of the Director of the Laboratory subcontracting the
analysis, who shall properly instruct the operating laboratory. Such arrangements shall be clearly
recorded as part of the Sample’s documentation and included in the Laboratory Documentation Package,
if applicable.

5.4-9.35.4.8.3 When subcontracting_an analysis, Laboratories should follow the WADA Laboratory
Guidelines on “Conducting and Reporting Subcontracted Analysis and Further Analysis for Doping
Control”.

5.4-105.4.9  Purchasing of Services and Supplies

54-10-154.9.1 Chemicals and Reagents

54-10:445.49.1.1 Chemicals and reagents shall be Fit-for-Purpose and be of appropriate
purity. Documentation indicating the purity of Reference Materials/Standards shall be obtained when
available and retained in the ©MSManagement System documents. Chemicals, reagents and kits
labelled e.g. “Research Only” or “Forensic Use Only” may be utilized for the purposes of Doping Control
as long as they are demonstrated to be Fit-for-Purpose by the Laboratory and/or WADA.

54-10-425.49.1.2 In the case of rare or difficult to obtain Reference Materials, or Reference
Collections;—particutarhy for use in qualitative Analytical Testing Procedures, the expiration date of the
solution can be extended if adequate documentation exists confirming that no significant deterioration
has occurred or that appropriate purification or verification of Fitness-for-Purpose has been performed.
The process to extend the expiration date of a Reference Material, Reference Collection, or solution shall

77 Or directly contracted by the Testing Authority. In this case, the Laboratory shall nevertheless be in charge of
ensuring the Sample chain of custody in connection with the transfer of the Sample to the other Laboratory or expert
as the case may be.
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be described in the Laboratory’s QMS-decumentsManagement System documentation.

54-10:435.4.9.1.3 The Laboratory shall maintain control and proper records of use of controlled
chemicals and reagents in accordance with national laws and other relevant regulations.

54-10:1.45.49.1.4 Waste disposal shall be in accordance with national laws and other relevant
regulations. This includes biohazard materials, chemicals, controlled substances, and radioisotopes, if
used.

54-10-455.4.9.1.5 Environmental health and safety policies shall be in place to protect the staff,
the public, and the environment.

5.4.10 ServieetoCooperation with Customers and. with WADA

5411.15.4.10.1 Cooperation with customers shall be handled in accordance with ISO/IEC- 17025.

54-141.25.4.10.2 Ensuring Responsiveness to WADA
The Laboratory Director or his/her designee shall:
e Ensure adequate communication with WADA in a timely manner;
e Provide complete, appropriate and timely explanatory information as requested by WADA,

e Report to WADA any unusual circumstances or information with regard to Analytical Testing,
patterns of irregularities in Samples, or potential Use of new substances;

e Provide documentation to WADA [e.g. Quality—Management System documentation, SOPs,
contracts (not including commercial or financial information) with Eede-Signatory-Testing Authorities,
which are Code-compliant Anti-Doping Organizations, as determined by WADA, or Sample Collection
Authorities working on behalf of Code-Sigratery testingAutherities {(netincludingcommercial
er-financiatinformation)i-compliant Anti-Doping Organizations] upon request to ensure conformity
with the rules established under the Code as part of the maintenance of WADA accreditation. This
information shall be treated in a confidential manner.

54-1135.4.10.3 Ensuring Responsiveness to Testing Authority and/or Results Management
Authority

The Laboratory Director shall be familiar with the Testing Authority rules and the Prohibited List.

The Laboratory Director shall interact with the Testing Authority with—+espectand/or Results
Management Authority in regards to specific timing, report information, or other support needs. These
interactions should occur in a timely manner and should include, but are not limited to, the following:

e Communicating with the Testing Authority and/or Result Management Authority concerning any
significant question of Analytical Testing needs or any unusual circumstance in the Analytical Testing
process (including delays in reporting);
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e Providing complete, timely and unbiased explanations to the Testing Authority and/or Result
Management Authority when requested or when there is a potential for misunderstanding of any aspect
of the Analytical Testing process, Laboratory Test Report, Certificate of Analysis or Laboratory
Documentation Package;

o If requested by the Testing Authority, the Laboratory shall provide advice and/or opinion to the
Testing Authority regarding the Prohibited Substances and Prohibited Methods included in the
Analytical Testing Procedures that are incorporated in the Laboratory’s Scope of ISO/IEC- 17025

scope-of-acereditationAccreditation;

e Providing evidence and/or expert testimony on any test result or report produced by the Laboratory
as required in administrative, arbitration, or legal proceedings;

e Responding to any complaint submitted by a Testing Authority or Results Management Authority
concerning the Laboratory and its operation.

54-41.3-45.4.10.3.1 As required by ISO/IEC-_17025, the Laboratory shall actively monitor the
quality of the services provided to the relevant artiAnti-doping attheritiesOrganizations, including the
introduction of an annual questionnaire to clients to assess their satisfaction (or otherwise) with the
performance of the Laboratory. There should be documentation that the Testing Authority or Results
Management Authority concerns have been incorporated into the Laboratory’s Management System
where appropriate.

54-425.4.11 -Complaints
Complaints shall be handled in accordance with ISO/IEC- 17025.
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6.0 WADA External Quality Assessment Scheme (EQAS)

WADA regularly distributes urine or blood External Quality Assessment Scheme (EQAS) samples to
Laboratories and, when applicable, to probationary laboratories. The WADA EQAS is designed to
continually monitor the capabilities of the Laboratories and probationary laboratories, to evaluate their
proficiency, and to improve test result uniformity between Laboratories. EQAS samples are used to
assess Laboratory routine analytical capacity and performance, reporting turn-around times and overall
compliance with WADA Laboratory standards (e.g. ISL, Technical Documents and Technical Letters), as
well as other, non-analytical performance criteria. At the same time, the EQAS also represents, via its
educational components, a source of continuous improvement for the effectiveness of the Analytical
Testing procedures.

6.1 Types of EQAS

6.1.1-_Blind EQAS

The Laboratory will be aware that the sample is an EQAS sample since it is delivered by WADA’s EQAS
sample provider. However, the Laboratory will not know the content of the sample.

6.1.2- Double-Blind EQAS

The Laboratory will not be aware that the sample is an EQAS sample since it is delivered by a Testing
Authority and is indistinguishable from routine Samples.

6.1.3- Educational EQAS

Educational EQAS samples may be provided as open (in which case the content of the EQAS sample is
known), blind or double-blind samples. This approach is used for educational purposes or for data
gathering.

As part of the educational EQAS, WADA may provide Laboratories with new Reference Materials,
Reference Collections or quality control (QC) samples for a prompt implementation of existing or new
Analytical Testing Procedures.

WADA may require the successful participation of Laboratories in an educational EQAS for

specific Analytical Testing Procedures in order for Laboratories to seek an extension
of the ISO/IEC- 17025 by
Accreditation Body (see ISL 44.2.1 ) before the subsequent application of

the Analytical Testing Procedure to the routine analysis of Samples.
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6.2 EQAS Sample Number and Composition

6.2.1- Number of EQAS Samples

The actual composition and number of EQAS samples supplied to different Laboratories may vary;
however, within any calendar year, all Laboratories participating in the EQAS are expected to have
analyzed the minimum total number of EQAS samples.

Each year, the EQAS program will consist of:
o At least fifteen (15) blind EQAS samples, distributed by WADA in multiple rounds;

o At least five (5) double-blind EQAS samples distributed by various Testing Authorities in several
rounds;

o At least three (3) of the above EQAS samples will contain Threshold Substances.

544216.2.1.1 As partof WADA's Laboratory monitoring activities, and with the main purpose of assisting Laboratories
in their continuous improvement of performance, WADA may increase the number of annual EQAS
samples (mainly for educational purposes) for certain Laboratories, according, but not limited, to the
following criteria:

¢ Monitoring the effectiveness of corrective action implementation after questionable or unsatisfactory
performance in WADA EQAS or in routine Analytical Testing;

e Substantiated intelligence information received by WADA indicating questionable or unsatisfactory
Laboratory performance;

e Laboratories which do not receive enough Samples (< 100 annual Samples) to be analyzed with
specific Analytical Testing Procedure(s), which are not part of the Laboratory’s routine Analytical
Testing menu;

e As part of WADA Laboratory on-site assessments.

6.2.2- Composition of EQAS Samples

EQAS samples may or may not contain Prohibited Substance(s) and/or Metabolite(s) of
Prohibited Substance(s) and/or Marker(s) of Prohibited Substance(s) or Prohibited Method(s). Each
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Laboratory shall examine these samples using their routine Initial Testing Procedures and Confirmation
Procedures.

6.2.2.1 Blank EQAS Samples

Blank EQAS samples do not contain Prohibited Substances or their Metabolites or Markers of Prohibited
Substances or Prohibited Methods.

6.2.2.2 Adulterated EQAS Samples

Adulterated EQAS samples are those which have been deliberately adulterated by the spiking of non-
characteristic Metabolite(s) or by the addition of extraneous substances designed to dilute or concentrate
the sample, degrade or mask the Analyte prior to or during the analytical determination. Adulterated
EQAS samples may also be obtained from the controlled administration or the addition of non-prohibited
substances, which share common Metabolite(s) with Prohibited Substance(s).

6.2.2.3 EQAS Samples Containing Prohibited Substance(s), their Metabolite(s) or Marker(s), or the
Marker(s) of Prohibited Method(s)

The concentration(s) of selected Analyte(s) are those that may be encountered in the urine or blood after
Use of Prohibited Substance(s) or Prohibited Method(s). For some Analytes, the EQAS sample may
contain the parent Prohibited Substance and/or its Metabolite(s) and/or its Marker(s);).

EQAS samples may be spiked with Prohibited Substance(s) and/or their Metabolite(s) or Marker(s) but
would be preferably prepared from controlled administration studies. The EQAS sample composition shall
reflect as closely as possible the target Analyte Metabolite pattern and concentrations usually found in
Samples 78:.

An EQAS sample may contain more than one Prohibited Substance, Metabolite(s), or Marker(s) of a
Prohibited Substance or Prohibited Method. It is also possible that the sample will contain multiple
Metabolites or Markers of a single Prohibited Substance or Markers of a Prohibited Method, which would
represent the presence of a single Prohibited Substance or the Use of a single Prohibited Method.

8 To the extent possible (in consideration, for example, of ethical constraints, availability of the pharmaceutical

grade substance, etc.), double-blind EQAS samples containing Prohibited Substance(s) and/or Metabolite(s) of

Prohibited Substance(s) and/or Marker(s) of Prohibited Substance(s) or Prohibited Method(s) should be prepared

from controlled administration studies.
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6.2.2.4 Blood EQAS Samples for the Anralysisanalysis of theVariables—oftheHematological
; ; ABP)-_blood Markers

These EQAS samples are distributed to Laboratories and WADA-Approved Laboratories for the ABP on
aregular basis (e.g. monthly) with the purpose of evaluating their proficiency in the analysis and reporting
of the variablesblood Markers that constitute the hematological module of the ABP.

6.2.2.5 For Non-Threshold Substances, the concentration in the EQAS sample will be guided by, but not
limited to, one of the following criteria:

e Concentrations of the Prohibited Substance and/or its Metabolite(s) or Marker(s) equal to or greater
than the applicable MRPL (refer to TD MRPL);

e Concentrations of the Prohibited Substance and/or its Metabolite(s) or Marker(s) between 50 % of
the MPRL and the MRPL (applicable only to Non-Threshold Substances prohibited at all times and
with no reporting limits, as per TD MRPL);

e For-Non-Threshold Substances with reporting limits as stated in the TD MRPL (e.g. substances
prohibited In-Competition only), they-will normally be present in estimated concentrations greater than
120 % of the applicable reporting limit”?;

¢ Concentrations of the Prohibited Substance and/or its Metabolite(s) or Marker(s) below 50 % of the
applicable MRPL (for Non-Threshold Substances prohibited at all times with no reporting limits, for
educational purposes).

6.2.2.6 For Threshold Substances, the concentration in the EQAS sample will be guided by, but not
limited to, one of the following criteria:

e Greater than 50 % of the Threshold as established in the relevant Technical Document(s) or
Laboratory Guidelines;

¢ At less than 50 % of the Threshold for those exogenous Threshold Substances specified in the TD
DL whose presence shall be reported if detected in the presence of diuretics or masking agents.

6.2.2.7 Laboratories shall determine the Markers of the “steroid profile” in all urine EQAS samples (unless
specifically not required in an educational EQAS sample).

6.3 Laboratory Analytical Testing Procedures Used in EQAS

All procedures associated with the Analytical Testing of the EQAS samples by the Laboratory are to be
carried-outconducted in a manner similar to that applied to routine Samples, unless otherwise specified
by WADA. No effort shall be made to optimize instrument (e.g. change multipliers or chromatographic
columns) or method performance prior to analyzing the EQAS samples unless it is a scheduled
maintenance activity. Only validated Analytical Testing Procedures described in the Standard

S LEore nple—N
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Laboratory’s SOPs} and included in the Laboratory’s Scope of ISO/IEC-17025
Accreditation are to be employed in the analysis of EQAS samples (i.e. using
Analvtical Testing Procedures applied in routine Analytical Testing).

the

6.4 Reporting of EQAS results

The purpose of the EQAS program is to ensure that all Laboratories maintain proficiency in the
performance of their Analytical Testing Procedures and report the results to WADA and the Testing

Authority in a timely manner-{see-ISEL-Article 5-3-5-2-5)-.

A Laboratory shall not communicate with other Laboratories regarding the identity or content of
substances present in or absent from blind EQAS samples prior to the submission of EQAS results to
WADA. This prohibition also applies to Laboratory requests for second opinions, which shall not be
requested for blind EQAS samples.

Contact between Laboratories regarding any aspect of blind EQAS analysis (including the results
obtained) prior to reporting by all Laboratories to WADA will be considered an attempt to circumvent the
system. Engaging in such discussions will subject the Laboratories involved to disciplinary procedures,
which may lead to Suspension or Revocation of WADA accreditation.

For double-blind EQAS samples, which are indistinguishable from routine Samples, consultation between
Laboratories before reporting such EQAS results to WADA may occur. However, such consultation shall
not involve identifying the sample as a WADA double-blind EQAS sample (in cases when, 5yfor any
reason, the Laboratory identifies the EQAS nature of the sample).
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6.4.1- Reporting Blind EQAS Results

The Laboratory shall report the results of blind EQAS samples to WADA in ADAMS in the same manner
as specified for routine Samples (see ISL ArticteArt. 5.3.5.2.56) unless otherwise notified by WADA. For
some blind EQAS samples or sample sets, additional information may be requested from the Laboratory

(e.g. Limits—ef Detection,Limits-of Quantification, Measurement-UneertaintyLODs, LOQs, MU

estimations, etc.).

The results of the blind EQAS shall be submitted to WADA on or before the specified date unless an
extension is granted by WADA for valid reasons. For a failure to report results of blind EQAS samples
within the established deadline, without prior approval by WADA, the Laboratory shall receive two (2)
penalty points, and an additional two (2) penalty points per week beyond the applicable deadline (refer
to the |SL Points System Table in ISL-ArticleArt. 7.43).

6.4.2- Reporting Double-Blind EQAS Results

6-4-2-1-The Laboratory shall report the results of double-blind EQAS samples in ADAMS as specified
forroutine-Samples{seeper ISL ArticleArt. 5.3.5.2)-.6.

6-4-2-2-Reporting of results should occur within fifteen (15) working days of receipt of the samples,

unless the-Labeoratery-has,inadvanee,—an agreementextension has been agreed with the Testing
Authority erafter the Laboratory has fermedprovided the Testing Authority efwith a valid reason for

athe delay in the reporting_of the results.

6-4-23-FeraSubject to an extension of the above deadline by agreement or otherwise, or to a request
made on a justified ground, failure to report results of double-blind EQAS samples in ADAMS within thirty
(30) calendar days of receipt of the samples, witheutpriornotificationte-eragreement-with-the
Testing-Authority,the Laberatery shall-receiveshall carry two (2) penalty points and an additional
two (2) penalty points per week beyond the applicable deadline (refer to the |ISL Points System Table in
ISL-ArtieleArt. 7.43).

6.4.3-_Reporting Educational EQAS Results

The Laboratory shall report the results of open or blind educational EQAS samples on or before the
specified reporting deadline and in a format specified by WADA. Results received after the deadline will
not be included in the assessment of EQAS results nor in the subsequent educational EQAS report.

6.4.4- Reporting Results for EQAS Samples Containing Non-Threshold Substance

6.4.4.1 Unless otherwise specified by WADA (for example, for educational EQAS), the report of EQAS

results for Non-Threshold Substances shall include all the Analytes whose presence in the EQAS sample

has been confirmed by the Laboratory in accordance with the TD IDCR, including the Prohibited

Substance(s) (i.e. parent compound(s), if applicable) and all identified Metabolite(s) and/or Marker(s) of

the Prohibited Substance(s) or Marker(s) of Prohibited Method(s). WADA may also require that the
Laboratory report the estimated concentrations of the confirmed Analyte(s).

6.4.4.2 For open educational and blind EQAS samples, the Laboratory shall report the Limits—of
Detection{LOB)LODs of the identified Non-Threshold Substance(s) and/or Metabolite(s) and/or
2089 St—VersioRr t66Hn-n—0———————————————————————————— 1406
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Marker(s), or of the identified Marker(s) of Prohibited Method(s), as estimated during method validation
of the Initial Testing Procedure.

6.4.5-_Reporting Results for EQAS Samples Containing Threshold Substances

6.4.5.1 For educational and blind EQAS samples, the report of EQAS results for Threshold Substances
shall include the values measured for each Aliquot analyzed, whenever the measured mean value of all
replicates is greater than or equal to 50 % of the applicable Threshold.

Unless otherwise specified by WADA (for example, for educational purposes), this provision does not
apply to EQAS samples containing those exogenous Threshold Substances specified in the TD DL
whose presence shall be reported, without the need for quantitative confirmation, if detected in the
presence of diuretics or masking agents.

6.4.5.2 For double-blind EQAS samples, the Laboratory shall report the quantitative results in ADAMS
as done for routine Samples, in accordance with the relevant Technical Document(s), Technical Letter(s)
or Laboratory Guidelines.
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Seetion-7—.0 Evaluation of Laboratory EQAS and Routine Analytical Testing
Performance

Resultsfrom-ecach-round®®-of the EQAS —excluding-cducational EQAS—will-be-assessed-by
The WADA aceerding-to-the Peints SystemTable-system of Laboratory EQAS and routine Analytical
Testing performance (see I1SL ArtielePoints Scale Table in ISL Art. 7.43 below)—) has been developed
by the WADA LabEG with the objective of setting a transparent and balanced procedure for evaluation
of Laboratory and probationary laboratory operations. It is based on the principle of proportionality and is
focused on improving Laboratory’s Analytical Testing capabilities and, in the case of probationary
laboratories, their readiness for obtaining WADA accreditation. It is ultimately aimed at maintaining the
confidence in and strengthening of the anti-doping Laboratory system to benefit clean Athletes.

7.1 _Evaluation of EQAS Results

Satisfactory EQAS performance in single EQAS rounds ! and over a consecutive

12-month period ®? is necessary for maintaining WADA accreditation.

In—addition,—unsatisfactoryUnsatisfactory performance in an educational EQAS for a WADA-
approvedspecific 8 Analytical Testing Procedure witimay prevent the Laboratory from seeking an

81 EQAS Round — A distribution of EQAS sample(s) to the Laboratories and the probationary laboratories for

Analytical Testing.

82 The 12-month period to aceount for the total number of penalty points accumulated by a Laboratory or
probationary laboratory according to the ISL Points Scale Table is defined as the most recent consecutive 12-month
interval starting from the date that the Laboratory or probationary laboratory is informed of the assignment of penalty
points in writing by WADA. Any assigned penalty points will expire after a 12-month period; however, the total
number of penalty points within any consecutive 12-month period shall not reach the maximum allowed number of
penalty points established in the ISL Points Scale Table.

83 Some Analytical Testing Procedures are not eligible for a Flexible Scope of ISO/IEC 17025_Accreditation, and
require specific WADA approval before the Laboratory can apply the procedure to the analysis of Samples. WADA
approval will be based on its assessment of the Fitness-for-Purpose of the Analytical Testing Procedure, S
validation by the Laboratory, and the successful Laboratory participation in an inter-laboratory collaborative study
or WADA EQAS round. WADA will communicate which Analytical Testing Procedures fall into this category to the
Laboratories and to the Accreditation Bodies (see 2ls6-ISL Article 4.4.2.1:1.2).
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extension of the ISO/IEC 17025
for the Analytical Testing Procedure (see ISL 4.42.1 ) and
from its application in routine Analytical Testing. The Laboratory only apply the newly WADA-

approved method or procedure for routine Sample analysis when it properly corrects the deficiencies
identified in the educational EQAS (as determined by WADA) and the method is included in the
of ISO/IEC- 17025

7.1.1 EQAS Samples Containing Non-Threshold Substances

7.1.1.1 When a qualitative determination of a Non-Threshold Substance has been reported, the
Laboratory result will be evaluated on the basis of the correct reporting of the finding (e.g. Adverse
Analytical Finding, Negative Finding) as intended in the preparation of the EQAS sample.

7.1.1.2 The results for any Non-Threshold Substance and/or its Metabolite(s) and/or Marker(s) at
concentrations greater than the MRPL (or exceeding 120 % of the reporting limit, when applicable) shall
be evaluated in accordance with the Points Scale Table

7.1.1.3 The results for any Non-Threshold Substance and/or its Metabolite(s) and/or Marker(s) at
concentrations between 50 % of the MRPL and the MRPL (or less than 120 % of the reporting limit, when
applicable) shall not be considered for evaluation for the purposes of the EQAS points system. However,
WADA may require an internal investigation and Corrective Action Report from the Laboratory.

7.1.1.4 The results for any Non-Threshold Substance and/or its Metabolite(s) and/or Marker(s) at
concentrations below 50 % of the applicable MRPL in an_EQAS sample shall not be evaluated for the
purposes of the EQAS points system. Nonetheless, the Laboratory should report their finding(s) if the
analyses are compliant with its validation data, SOPs, the ISL and the TD IDCR. Laboratories unable to
report such substance(s) are encouraged, on receipt of the EQAS report, to consider re-assessment of
their Analytical Testing Procedure.

7.1.2 EQAS Samples Containing Threshold Substances

7.1.2.1 For EQAS samples containing Threshold Substances at levels greater than 50 % of the
Threshold, the quantitative determination will be statistically evaluated to determine the compatibility of
the reported result with the assigned value (reference, nominal or consensus value, as applicable)
through e.g. -z-score, degree of equivalence analysis. Results shall be evaluated as per the Points
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SystemScale Table-inISE-Article7-484 85,

This provision does not apply to the reporting of results for certain exogenous Threshold Substances,
identified in the TD DL, if detected in the presence of diuretics or masking agents. In such cases, the
detection and identification of the exogenous Threshold Substance shall be reported in accordance with
the TD DL. The failure to report the presence of the Threshold Substance(s), as applicable, will be
considered as a False Negative Finding.

A Laboratory is to achieve a satisfactory statistical evaluation of quantitative results reported based on
the mean of three (3) replicate determinations. The overall evaluation of the quantitative performance is
based on the criteria indicated in the effective version of the TD DL or other relevant Technical Document,
Technical Letter or Laboratory GuidelineGuidelines.

7.1.2.2  Unsatisfactory Quantitative Result (absolute z-score >= 3-6r<—33) %°

Laberateries) The main criterion applied for the evaluation of EQAS results for the guantification of Threshold

Substances is the compatibility of the reported Laboratory result with the assigned value. Therefore, the incorrect
reporting of an EQAS sample as a Negative Finding or as an Adverse Analytical Finding, as applicable, when the
assigned value of the Threshold Substance in the EQAS sample is close to the Decision Limit, is not considered as
a False Negative Finding or False Adverse Analytical Finding, respectively, if the absolute z-score for the Laboratory
quantitative result is < 3. [see footnote 70]

86 The z—score is calculated according to the following formula:

y-3
zZ= —"—
0
Where:

y_is the mean value of the Laboratory’s replicate determinations; y_is the assigned value (reference, nominal or
consensus value, as applicable); § is the target standard deviation (e.g. Uc max OF robust Reproducibility sg of results
from all participant Laboratories).
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The Laboratory shall provide WADA with a satisfactory Corrective Action Report 87 for an unsatisfactory
quantitative result. The Corrective Action Report shall be submitted within ten (10) working days of
receiving a written notification about the unsatisfactory result from WADA. Failure to submit a satisfactory
Correction Action Report or the late submission of the Correction Action Report without prior approval by
WADA shall result in the additierimposition of further penalty points as—perin accordance with the ISL
Points SystemScale Table-intSEArtiele 74,

7.1.2.3 Questionable Quantitative Result (absolute z-score > 2 and =< 3)

The Laboratory shall perform an internal investigation to determine the cause(s) of the questionable result
and implement appropriate corrective measures to resolve them.

87 A Corrective Action Report will be considered as satisfactory when it meets all of the following criteria, as
determined by the LabEG:

e Properly and concisely identifies the root cause(s) of the As-conformitynonconformity, following an
appropriate investigation into all the factors that may have caused the problem; (Root Cause Analysis);

e Leads to the documented implementation of effective corrective actiensaction(s) to solve the problem; and

e Leads to the documented implementation of appropriate preventive actions, if applicable, to avoid the
recurrence of the problem.

A satisfactory Corrective Action Report shall include atonly the necessary supporting documentation (e.g. raw
analytical data, data review files, evidence of procurement of Reference Materials) de#neﬂsﬁaﬂﬂgvvh\ch
demonstrates the Haplementation-of-theimplemented actions described in the Corrective Action Report.
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7.2 Evaluation of ResultsLaboratory Performance

7.2.1 False Adverse Analytical Finding Restt

7.2.1.1 A False Adverse Analytical Finding—Resuit is not acceptable for any blind or double-blind
EQAS sample or during the course of routine Analytical Testing conducted by a Laboratory.

7.2.1.2 False Adverse Analytical Finding during routine Analytical Testing

If the Laboratory discovers that it reported a False Adverse Analytical Finding is+eperted-during routine
Analytical Testing-and-is-identified-by-the Laberatery, the Laboratory shall inform WADA immediately

When athe False Adverse Analytical Finding is reported-duringroutine Analytical Testingand-is

identified by WADA, based on information received from a Testing Authority, a Results Management
Authority, through WADA’s own results management activities or through any other means, the

OFV h rovide lA/A DA

h he immeaed a nfarmand h ALA DA ha

inform the Laboratory immediately.

WADA-shall-reviewtheLaberatery's Reet-Cause-Analysis+eportin either case, the Laboratory
shall cease all Analytical Testing activities applied to the affected Analytical Testing Procedure(s) and/or
Laboratory process(es) (e.g. Sample aliquoting, reporting of results) as soon as it becomes aware or is
informed by WADA that a False Adverse Analytical Finding has been reported.

The Laboratory shall provide WADA with a-Corrective Action Report, including a Root Cause Analysis of
the incorrect results and the corrective action(s).implemented for its rectification, within five (5) working
days of informing WADA or been informed by WADA, as applicable.

The WADA LabEG shall review the Laboratory’s Corrective Action Report within five (5) working days,
or within a timeline otherwise determined by WADA, and establish the source of the errerincorrect result
as either a technical/methodological error or a clerical/administrative error.-1f

The Laboratory may be required by WADA determinesto analyze additional EQAS samples and/or to
review the analytical results and/or to re-analyze any relevant Samples previously reported as Adverse
Analytical Findings during the preceding twelve (12) months, within five (5) working days (unless informed
otherwise by WADA). Depending on the nature of the error that the—ReetCause-Analysisis—hot
satisfactorycaused the False Adverse Analytical Finding, this re-analysis may be limited to one Analyte,
a class of Prohibited Substances or Prohibited Methods, or may include any Prohibited Substance or
Prohibited Method. A statement signed by the Laboratory Director shall record this re-analysis. The
Laboratory will be required to inform all of its clients whose Analytical Testing results may have been
affected.
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7.2.1.2.1 False Adverse Analytical Finding with Consequences being imposed on an Athlete

If the reporting of the False Adverse Analytical Finding has resulted in Conseguences being imposed

against an Athlete, the Laboratory shall receive twe—{2)-penalty-pointsand-shalitwenty (20) penalty

points in_accordance with the ISL Points Scale Table, irrespective of the nature of the error
(technical/methodological or clerical/administrative) that led to the reporting of the False Adverse
Analytical Finding 88,

The LabEG, considering the nature of the error that caused the False Adverse Analytical Finding result,
shall make a recommendation to the Chair of the WADA Executive Committee to suspend the
Laboratory’s WADA accreditation or to impose an Analytical Testing Restriction against the Laboratory
for_a particular_Analytical Testing Procedure or for the analysis of a particular class of Prohibited
Substances or Prohibited Methods, as applicable 8°.

7.2.1.2.2 False Adverse Analytical Finding with No Consequences being imposed on an Athlete

e Technical or methodological error

If the Root Cause Analysis investigation performed by the Laboratory identifies the error as technical
or methodological, the Laboratory will be initially imposed twenty (20) penalty points in accordance with
the ISL Points Scale Table.

If the Laboratory’s Corrective Action Report is considered unsatisfactory by the LabEG, the LabEG
shall provide feedback to_the Laboratory and provide it with the opportunity to resubmit a revised
Corrective Action Report within_five (5) working days. If the Laboratory is unable to resubmit a
satisfactory revised Corrective Action Report in a timely manner, as determined by the LabEG, then
the LabEG shall make a recommendation to the Chair of the WADA Executive Committee to suspend
the Laboratory’s WADA accreditation or.to impose an Analytical Testing Restriction against the

8 WADA shall inform a Laboratory in writing about the imposition of penalty points, as decided by the LabEG and
in accordance with the ISL Points Scale Table. If the final decision regarding the number of penalty points to be
imposed is conditional.on the evaluation of corrective actions or other follow-up measures (e.g. analysis of further
EQAS samples) requested by the LabEG, WADA will only inform the Laboratory about the final number of penalty
points imposed at the end of the evaluation process [e.g. 5 penalty points at the end of the evaluation process of a
False Negative Finding resolved through the timely implementation of satisfactory corrective action(s)].

89 During the period of Suspension, the Laboratory shall follow the instructions provided in ISL Article 4.6.5.2 in
regards to Samples in Laboratory’s possession at the time of the Suspension. On the other hand, if Analytical
Testing Restriction has been imposed, the Laboratory shall subcontract the affected analyses as provided in ISL
Arts. 4.6.5.1 and 5.4.8.

During the Suspension or Analytical Testing Restriction period, WADA will conduct an on-site assessment of the
Laboratory’s activities, including the analysis of further EQAS samples.

The Suspension or Analytical Testing Restriction of the Laboratory shall be lifted only when the aforementioned
conditions are satisfactorily completed and the Laboratory provides sufficient evidence, as determined by WADA,
that appropriate steps have been taken to remedy the issue(s) that resulted in the Suspension or Analytical Testing
Restriction.
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Laboratory for a particular Analytical Testing Procedure or for the analysis of a particular class of
Prohibited Substances or Prohibited Methods, as applicable %4,

However, if the Laboratory is able to remedy the technical or methodological error through the
implementation of satisfactory corrective actions in a timely manner, as determined by the LabEG, the
Laboratory will be deducted ten (10) out of the twenty (20) initially assigned penalty points, in
accordance with the ISL Points Scale Table. Consequently, the Laboratory will be informed by WADA,
in writing, that it will receive ten (10) penalty points in connection with the reporting of the False Adverse
Analytical Finding ®3. Provided that the point total accumulated by the Laboratory for a 12-month 58
period does not exceed thirty (30) points, the Laboratory will'be able to resume Analytical Testing
activities following written notification by WADA.

e _Clerical/Administrative Error %°

If the Root Cause Analysis toWADA-withinfive{5)woerking—days:investigation performed by the

Laboratory identifies the error as clerical or administrative, the Laboratory will be initially assigned fifteen
(15) penalty points in accordance with the ISL Points Scale Table.

If the Laboratory’s Corrective Action Report is considered unsatisfactory by the LabEG, the LabEG shall
provide feedback to the Laboratory and provide it with the opportunity to resubmit a revised Corrective
Action Report within five (5) working days. If the Laboratory is unable to resubmit a satisfactory revised
Corrective Action Report in a timely manner, as determined by the LabEG, the Laboratory shall receive
an_additional five (5) penalty points in accordance with the ISL Points Scale Table. The LabEG,
considering the nature of the clerical/administrative error that caused the False Adverse Analytical
Finding result, shall make a recommendation to the Chair of the WADA Executive Committee to suspend
the Laboratory’'s WADA accreditation_or to impose an Analytical Testing Restriction against the
Laboratory, as applicable .

However, if the Laboratory is able to remedy the clerical or administrative error through the
implementation of satisfactory.corrective actions in a timely manner, as determined by the LabEG, the
Laboratory will be deducted five (5) out of the fifteen (15) initially imposed penalty points, in accordance
with the ISL Point Scale Table. Consequently, the Laboratory will be informed by WADA, in writing, that
it will receive ten (10) penalty points in connection with the reporting of the False Adverse Analytical
Finding 3. Provided thatthe point total accumulated by the Laboratory for a 12-month 8 period does not
exceed thirty (30) points, the Laboratory will be able to resume Analytical Testing activities following
written notification by WADA.

% For the purposes of Laboratory performance evaluation, clerical/administrative errors are defined as those
incidental, non-systematic errors of no technical or methodological origin, which have been committed by the
Laboratory during the performance of Analytical Testing (e.g. a typo when manually recording an analytical result).
The Laboratory shall bear no responsibility for clerical/administrative errors reflected in the Laboratory

documentation, which were made, for example, by the Sample Collection Authority or the Testing Authority.
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7.2.1.3 False Adverse Analytical Finding for blind or double-blind EQAS sample

In the event that a False Adverse Analytical Finding is reported during the EQAS, WADA will immediately
start an investigation to establish if the errer-orfacltincorrect result was caused by the EQAS sample
provider (blind and double-blind EQAS) or the Testing Authority (double-blind EQAS};).

If it is established that the False Adverse Analytical Finding result was caused by an error made by the
EQAS sample provider or the Testing Authority, the Laboratory will be informed by WADA and no further
action will be required from the Laboratory;.

«—If the WADA investigation indicates that the False Adverse Analytical Finding
was caused by an ircorrect-error made by the Laboratory anabysis-during the
Analvtical Testing of the EQAS sample(s), the Laboratory shall be informed by
WADA as soon as possible. The Laboratory shall provide WADA with a
satisfactoryCorrective Action Report, including a Root Cause Analysis
explairingof the reasenincorrect result(s) and corrective action(s)
implemented for the-errerits rectification, within five-{5ten (10) working days
of being informed by WADA (unless otherwise indicated by WADA);

addition, the Laboratory shalreceive—two—(2)penalty—peints—and-shat

resubrmit-a-satisfactory Root-Cause-AnalysistoWADAwithinfive{5)
working-days-

7214 TFeehnical-may be required by WADA to analyze additional EQAS samples
and/or to review the analytical results and/or methodelogical-error

or-methodological-errors

s . ) .
the—error—that—eaused—theFalse—to re-analyze any relevant
Samples previously reported as Adverse Analytical Frding
result—theProvisional-FindingsSuspensienmay-beappliedto
IE EE.EE;E g ‘E. cal Testing EEEEEEE. < 0 ;E e-Analytieal
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IEEMI ; shanp ealde_HHE;E Wikh'a CoFrectiveAcHion e_et “EJ ctio

f irdf during the preceding twelve

(12) months, within five (5) working days (unless informed

otherwise by WADA). Supperting—decumentation—shall-—be
X : X

prov d.EEI sHen—as —ar—qua CORQRE Erot—aata—fro E. y

a: ay - eaE;ls;aSEel et : E} uded E_e I a;|557 [5263 ;567 arytica

a h A

reported-as-Adverse-Analytical-Findings—Depending on the nature of the error that caused the false
Adverse Analytical Finding, this re-analysis may be limited to one Analyte, a class of Prohibited
Substances or Prohibited Methods, or may include any Prohibited Substance or Prohibited Method. A
statement signed by the Laboratory Director shall decumentrecord this re-analysis. The Laboratory will
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be required to retifyinform all of its clients whose Analytical Testing results may have been affected-5y
the-error;.

—DBuring-the-Suspension-period; The WADA will-conduct-an-on-
site—assessment—ofthe—LabEG shall review the Laboratory’s

ivities. inchudi o of f EOAS ;

8-—TFhe-Suspension—of-the Labeoratery shall-be lifted-only—when
: : it if -

Corrective Action Report-within ten (10) working days, or Wlthln a

timeline otherwise determined by WADA, thatappropriatesteps

have-beentakenteremedytheissue{s)thatresulted—in
S ) ¢ ‘o WADA

and establish the source of.the incorrect result as either a

S it - v A i,

9.—IH—the—Laberatory —is—able—to—remedy—the—technical—er
/methodologlcal error through—the —implementation—of
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o Clerical/AdministrativeErrer®* Technical or methodological error
If the Root Cause Analysis report-previdedinvestigation performed by the Laboratory identifies the error

as eleriealtechnical or administrativemethodological, the Laboratory shal—+eceive—ter—{10will be
initially imposed twenty (20) penalty points in accordance with the |SL Points Scale Table-inISEArticle

F4below.

WADA—the—Laberatery—may—centinte—operating—unti—the—If the
Laboratory’s Corrective Action Report is—evaluated—by—thetLabEG—and

feedbackisprevided-to-the Laboratery-inaccordance—with-ISL-Article

72143 Previsienal- Suspension-of WADA-acereditation-for Clerical-er
: N Vo E

11— the Roet-Cause-Analysis-ef-thethe technical or methodological

error is considered unsatisfactory by WAPA—and/or—if—the
Laberatery—is—unable—to—~correct—the—¢lerical—er
P ! iR ¢ !

notification—by—WADAthe LabEG, the LabEG shall make—a
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aJaJre—te—prowde feedback to the Laboratory and provide a—satisf-aeterlt Wlth the opportunity to resubmit
a revised Correctlve Action Report within a—FeaseHab+e—Hme—ﬁFame—afteFFeeeﬁﬁﬁg—feed-baeHFem

five (5) working

days. If the Laboratory is unable to resubmlt a satisfactory rewsed Correctlve Action Report in a timely
manner, as determined by the LabEG, then the LabEG shall make a recommendation to the Chair of the
WADA Executive Committee to suspend the Laboratory’s WADA accreditation or to impose an Analytical
Testing Restriction against the Laboratory for a particular Analytical Testing Procedure or for the analysis
of a particular class of Prohibited Substances or Prohibited Methods, as applicable 4.

Satist - ive ActionFR 55
H-the-Corrective-ActionRepert-is—satisfactoryand-However, if the Laboratory is able to remedy a
technical/methodological error gig—ret—restltthrough the implementation of satisfactory corrective
action(s) in any—Censequences-beinga timely manner, as determined by the LabEG, ten (10) out of
the twenty (20) initially imposed en-af-Athtetepenalty points below will be deducted, in accordance with
the ISL Point Scale Table. Conseguently, the Laboratory may—+esamewill be informed by WADA, in
writing, that it will receive ten (10) penalty points in connection with the reporting of the False Adverse
Analytical Finding 2.

e _Clerical/Administrative Error %°

If the Root Cause Analysis investigation performed by the Laboratory identifies the error as clerical or
administrative, the Laboratory will be initially imposed fifteen (15) penalty points in accordance with the
ISL Points Scale Table.

If the Laboratory’s Corrective Action Report is considered unsatisfactory by the LabEG, the LabEG shall
provide feedback to the Laboratory and provide it with the opportunity to resubmit a revised Corrective
2019-1SE—Version—10-0 153
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Action Report within five (5) working days. If the Laboratory is unable to resubmit a satisfactory revised
Corrective Action Report in a timely manner, as determined by the LabEG, the Laboratory shall receive
an_additional five (5) penalty points in_accordance with the ISL Points Scale Table. The LabEG,
considering the nature of the clerical/administrative error that caused the False Adverse Analytical
Finding result, shall make a recommendation to the Chair of the WADA Executive Committee to suspend
the Laboratory’s WADA accreditation or to impose an Analvytical Testing activities—upen—receipt—of

written-notification-by-WABA-Restriction against the Laboratory, as applicable %4,

However, if the Laboratory is able to remedy the clerical or administrative error through the
implementation of satisfactory corrective action(s) in a timely manner, as determined by the LabEG, five
(5) out of the fifteen (15) initially imposed penalty points will.be deducted, in accordance with the ISL
Point Scale Table. Consequently, the Laboratory will be informed by WADA, in writing, that it will receive
ten (10) penalty points in connection with the reporting of the False Adverse Analytical Finding 3.

The reporting of any False Adverse Analytical Finding Result, irrespective of whether it relates to routine
Analytical Testing or the EQAS, or whether or not it results in the Suspension of a Laboratory’s WADA
accreditation_or an Analytical Testing Restriction, may trigger a WADA Laboratory on-site assessment
and the requirement that additional EQAS samples be analyzed by the Laboratory.

7.2.2 False Negative Finding

Laboratories failing to identify and/or report a Prohibited Substance and/or its Metabolite(s) or the
Marker(s) of a Prohibited Substance or a Prohibited Method in a blind or double-blind EQAS sample or
during routine Analytical Testing shall be informed of the False Negative Finding as soon as possible by
WADA.

WADA will immediately start an investigation to establish whether the False Negative Finding was the
result of the Laboratory’s Analytical Testing procedure.

7-2-2-1—If WADA’s investigation determines that the False Negative Finding occurred
due to mistake(s) related to the Laboratory’s Analytical Testing procedure, the Laboratory
shatl-recetvewill be initially imposed ten (10) penalty points in accordance with the |SL
Points Scale Table-inISE-Article74-below-

. The aboratory shall provide WADA with a saHsﬁaeterCorrective Action Report®Report within ﬁve

The LabEG shall review the Laboratory’s Corrective Action Report within ten (10) working days, or within

a timeline otherwise determined by WADA, and take the following steps, where appropriate:

«If the Laboratory’s Corrective Action Report is considered te—be

satisfactory®®,no-further-action-needs-to-be-taken:
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e unsatisfactory by the LabEG, the LabEG shall provide feedback to the Laboratory and provide it
with the opportunity to resubmit a revised Corrective Action Report within five (5) working days. If the
Laboratory is unable to identify—and—remedy—the—error(s)—through—the—implementation
efresubmit a satisfactory eerrective—and-preventive—actionsrevised Corrective Action Report in a
mely manner, as determlned by the LabEG—er—#—t—he—Fewew—ef—pFeweus—da%a—Feveals—the

the ISL A-FHele—4—6—4—1—)—P0|nts Scale Table. In addition, WADA will request the Laboratory to analyze

additional (blind and/or double-blind) EQAS sample(s). Depending on the typenature of the error that
caused the False Negative Finding, the-Provisional-Suspensionthis re-analysis may be apphed-te
a-partictlarAnalytical-Festing Procedure,to-the-Analytical Testing ferapartieularlimited
to one Analvte, a class of Prohibited Substances or Prohibited Methods, or te-the-full-scope-of-the
Laberatery’'s WADA-acereditation-may include any Prohibited Substance or Prohibited Method.

Failure by the Laboratory to report correct results for the additional EQAS sample(s) will incur the
imposition of an additional five (5) penalty points. The LabEG, considering the nature of the error that
caused the False Negative Finding, shall make a recommendation to the Chair of the WADA Executive
Committee to suspend the Laboratory’s WADA accreditation or to impose an_Analytical Testing
Restriction against the Laboratory, as applicable 4.

o However, if the Laboratory is able to remedy the issue(s).that led to the reporting of the False
Negative Finding, through the implementation of satisfactory corrective actions in a timely manner, as
determined by the LabEG, five (5) out of the ten (10) initially imposed penalty points will be deducted,
in_accordance with the ISL Point Scale Table. Consequently, the Laboratory will be informed by
WADA, inwriting, that it will receive five (5) penalty points in connection with the reporting of the False
Negative Finding 3.

The reporting of False Negative Finding(s), irrespective of whether it relates to routine Analytical
Testing or the EOQAS, or whether or not it results in the Suspension of a Laboratory's WADA
accreditation or an Analytical Testing Restriction, may trigger a WADA Laboratory on-site assessment
and the requirement that the Laboratory analyses additional EQAS samples—be—satisfactorily

anatyzed-by-the-Laberatery.
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7.2.3 Further EQAS-Procedural Evaluations_ %2

If the LabEG considers that a Corrective Action Report is unsatisfactory, and the Laboratory is not able
to provide a satisfactory revised Corrective Action Report within a reasonable time frame after receiving
feedback from the LabEG, the Laboratory will receive two (2) penalty points-shat-be-applied.

Corrective Action Reports related, for example, to ren-cenformitiesnonconformities detected during
Laboratory on-site wisitsassessments, or to procedural or reporting frer-cemplianeesnonconformities
with the ISL, Technical Documents or Technical Letters, or unsatisfactory performance in the analysis of
EQAS samples (not related to a False Adverse Analytical Finding or False Negative Finding), shall be
submitted to WADA within thirty (30) calendar days of WADA'’s notification to the Laboratory. Late
submission of Corrective Action Reports-e+Rest-Cause-Analysis, as determined by the LabEG, will
result in the imposition— of one (1) additional penalty point for each week that passes beyond the
applicable deadline.

Unless otherwise agreed with WADA, the corrective and preventive action(s) reported to and approved
by WADA shall be implemented in the routine operations of the Laboratory immediately.

7.3 Overall Laboratory Evaluation

WADA shall evaluate Laboratory EQAS performance for each EQAS round, as well as Laboratory
performance for routine Analytical Testing, and assign penalty points for nen-
eemplianeesnonconformities or failures to perform as indicated in the |SL Points Scale Table-below.

The following situations shall prompt the WADA LabEG to make a recommendation to the Chair of the
WADA Executive Committee to impose a provisional Analytical Testing Restriction against the Laboratory
or to impose a Provisional Suspension of the Laboratory’s WADA accreditation, as applicable, pending

92 ThisISL Article 7.32.3 does not apply to the evaluation of Corrective Action Reports for False Adverse Analytical
Findings or False Negative Findings, which are covered in paragraphs|SL Arts. 7.32.1 and 7.32.2, respectively.
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a final determination of the Laboratory’s accreditation status by WADA or pending an agreement between

the Laboratory and WADA in accordance with ISL Art. 4.6.4.3.2:

o Accumulation of the maximum allowed number of penalty points for the EQAS and/or routine
Analytical Testing, as determined in the ISL Points Scale Table below, or

» The reporting of more than one (1) False Adverse Analytical Finding per EQAS round, or

» _The reporting of more than two (2) independent 23 False Negative Findings per EQAS round, or

« _The reporting of more than three (3) independent 87 False Negative Findings over any consecutive
12-month %8 period.

Any Laboratory whose WADA accreditation has been suspended or subjected to an Analytical Testing
Restriction will continue to participate in the regular blind and educational EQAS programs. In addition,
WADA may conduct on-site Laboratory assessment(s) and/or provide the suspended—Laboratory
subjected to a Provisional Suspension, Suspension or Analytical Testing Restriction with additional blind
EQAS samples for analysis. Satisfactory performance in the analyses of blind EQAS samples and
correction of any deficieneciesnonconformities detected during on-site assessments are mandatory

requirements that shall be satisfied by the Laboratory in order to have its WADA accreditation reinstated
or the Analytical Testing Restriction lifted, as applicable.

ISL Points Scale Table for Assessment of Laboratory and Probationary Laboratory Performance

% Independent False Negative Findings are those produced by different and unrelated fundamental causes, as
determined by WADA and based on the Root Cause Analysis investigation.
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EQAS round Administrative o+
Elerical error +5
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Testing
° Unsatisfactory CAR
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9 A Laboratory may only have one (1) False Adverse Analytical Finding per EQAS round.

9 A Laboratory may have a maximum two (2) independent False Negative Findings per EQAS round and three (3)

independent False Negative Findings per 12-month 8 period.
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97 When an unsatisfactory (|z-score| 2 3.0) quantification result leads to the misreporting of the EQAS sample as a

False Adverse Analytical Finding or as a False Negative Finding, then penalty points will be assigned in accordance

with ISL Articles 7.2.1 and 7.2.2, respectively.
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Point Total for single (blind or double-
blind****) EQAS round

Eorreetive
ISL or TD Nonconformity 2 Action
Report
Re-
bmissi
. " of
Unsatisfactory CAR )
ry CAR 2 -
Documentation®*** or Technical Action
Issue @M
L Y 1
Late Submission of CAR Per week beyond the applicable deadline
2
Late reporting of blind or Per week beyond the applicable deadline
double-blind EQAS results i i
Fechnical-Issue

Point Total for double-blind EQAS**** for
12--month period=*-*

Provisional Suspension
Or

Point Total for routine Analytical
Testing™** for 12--month period*=**

provisional Analytical

Testing Restriction
until final decision by

Point Total (blind and double-blind EQAS

and routine Analytical Testing})*** for
12--month period

WADA

#*_+ Based on a total of 6 determinations: Androsterone (A), Etiocholanolone (Etio), Testosterone (T),
Epitestosterone (E), 5a-androstane-3a,17p-diol (5aAdiol) and 5B-androstane-3a,17p-diol (58Adiol) per EQAS

sample.

FEE o per EQAS sample subjected to GC-C-IRMS analysis.

*** Documentation includes but is not limited to Laboratory Documentation Packages, Corrective Action Reports

and Test Reports.

**** Probationary laboratories are exempt from the double-blind EQAS program and routine Analytical Testing.
FAAF — Adverse Analytical Finding; CAR - Corrective Action Report, REA—Roet-CauseAnalysis

7.4
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The probationary EQAS is a part of the initial evaluation of a probationary laboratory seeking WADA
accreditation. In addition to providing blind EQAS samples, WADA may provide, upon request, samples
from past EQAS rounds in order to allow the probationary laboratory an opportunity to evaluate its
performance against the recorded performance of Laboratories. Composition of the probationary EQAS
samples corresponds to the criteria described in ISL ArticleArt. 6.2.2.

Successful participation in WADA probationary EQAS, based on the ISL Points Scale Table-feund-in
ISEArtiele74-abeve (less than twenty (20) points accumulated within a single blind EQAS round and
less than thirty (30) points for the most recent and consecutive twelve (12) month °° period) is required
before a probationary laboratory is eligible to be considered for WADA accreditation. The LabEG may
decide, based on its evaluation of the overall performance of the probationary laboratory, to extent the
probationary period of accreditation, even if the probationary laboratory did not reach the maximum
number of penalty points based on the ISL Points Scale Table. However, once a laboratory is granted
WADA accreditation, penalty points accumulated during the probationary period are annulled and are not
carried forward onto the accredited phase.

The blind EQAS samples shall be distributed in multiple rounds each year and will consist of a minimum
of fifteen (15) blind samples. At least three (3) blind EQAS samples will contain Threshold Substances.
Blank samples may also be included.

7.4.1 Analytical Testing Procedures Utilized by Probationary Laboratories for the Analysis of EQAS
samples

All procedures associated with the handling and analysis of the EQAS samples by the probationary
laboratory are to be earried-eutconducted using validated procedures in a manner identical to those
expected to be applied during routine Analytical Testing, unless otherwise specified by WADA.

7.4.2 False Adverse Analytical Finding Result

Any False Adverse Analytical Finding of a technical/methodological nature reported automatically
suspends a probationary laboratory from further consideration for WADA accreditation. The probationary
laboratory will only be eligible for re-instatement into the accreditation process upon providing
documentation to WADA that appropriate corrective and preventive actiensaction(s) have been
implemented. WADA may decide to send a set of EQAS samples and/or audit the probationary laboratory
prior to its re-instatement to the probationary status.

7.4.3 False Negative Finding

Any probationary laboratory reporting a False Negative Finding in a blind EQAS round shall be informed
by WADA as soon as possible. The probationary laboratory shall take and report proper corrective and
preventive action(s) within five—(5ten (10) working days of the date of the letter from WADA (unless
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informed otherwise by WADA). The corrective action, if approved by WADA, shall be implemented in the
routine operations of the probationary laboratory as soon as possible.

7.4.4 Threshold Substance Result

A probationary laboratory shall achieve satisfactory quantitative EQAS results reported based on the
mean of three (3) independent determinations.

7.4.5 Overall Probationary Laboratory Evaluation
WADA will evaluate probationary laboratory EQAS performance for each round and assign points for

each or failure to perform in accordance with the Points Scale
Table with the exception of the double-blind EQAS and routine analysis evaluation.

The Suspension period of a probationary laboratory’s participation in the EQAS shall be determined by
WADA.

Serious and repeated issues in the probationary EQAS shall result in the removal of the laboratory’s
status as a probationary laboratory by WADA.

When the performance of a probationary laboratory is considered to be satisfactory in the EQAS over the
most recent and consecutive twelve (12) month °° period (e.g. at least fifteen (15) blind EQAS samples),
and provided that all of other necessary conditions have been fulfilled, the laboratory will be audited by
an assessment team appointed by WADA.

This assessment will take place while the probationary laboratory is processing and analyzing a minimum
of a further fifteen (15) blind EQAS samples supplied by WADA as part of a Final Accreditation Test
(FAT). The results of the FAT will be evaluated by WADA as satisfactory if:

¢ No False Adverse Analytical Finding is reported;
¢ Less than twenty (20) penalty points are assigned for the EQAS samples tested;

e Any corrective actions required as a result of the on-site assessment and/or the analytical
performance and/or the presentation of the requested Laboratory Documentation Package(s) shall be
submitted within thirty (30) calendar days, unless otherwise specified by WADA, and shall be
considered satisfactory by WADA.

A suspended probationary laboratory wishing to re-enter the probationary EQAS is required to provide
documentation of corrective and preventive action(s) no later than thirty (30) calendar days prior to the
end of the Suspension period (unless otherwise indicated by WADA). Failure to do so will preclude the
laboratory from participating in the probationary EQAS.

Lifting of the suspension occurs only when proper corrective and preventive actions have been
implemented and reported to WADA. WADA may choose, at its sole discretion, to submit additional EQAS
samples to the laboratory and/or to require that the laboratory be re-assessed, at the expense of the
laboratory. Laboratories re-entering the probationary EQAS shall be considered as candidate
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laboratories and are subject to provide the applicable accreditation fee and the required documentation
to WADA (see ISL ArticleArt. 4.1).

PART THREE: ISL ANNEXES

ISL ANNEX A - EABORATORY-CODE OF ETHICS FOR LABORATORIES and WADA-
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APPROVED LABORATORIES FOR THE ABP

1.0 Confidentiality

Directors of Laboratories and WADA-Approved Laboratories for the ABP, their delegates and all
Laboratory staff shall respect and comply with Code Art. 14.3.5.

2.0 Research in Support of Doping Control

Laboratories shall participate in research programs, provided that the Laboratory Director is satisfied with
the their bona fide nature °8 and the program(s) have received proper ethical {e.g. human-subjects)
approval-, if applicable

The Laboratories are expected to develop a research and development program to support the scientific
foundation of Doping Control. This research may consist of the development of new methods or
technologies, the pharmacological characterization of a new doping agent, the characterization of a
masking agent or method, and other topics relevant to the field of Doping Control.

3412.1 Research on Human Subjects

The Laboratories and WADA-Approved Laboratories for the ABP shall follow the Helsinki Accords and
any applicable national standards as they relate to the involvement of human subjects in research.

Voluntary informed consent shall also be obtained from human subjects in any drug administration
studies for the purpose of development of a Reference Collection or proficiency testing materials.

322.2 Controlled Substances

The Laboratories are expected to comply with the relevant and applicable national laws regarding the
handling and storage of controlled (illegal) substances.

% The Laboratory shall not engage in any research activity that undermines or is detrimental to the World Anti-
doping Program.
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4-03.0Analysis

413.1 Analytical Testing for Anti-Doping Eertre/Organizations

The Laboratories and WADA-Approved Laboratories for the ABP shall accept Samples for Analytical
Testing only if all of the following conditions have been met:

e The Sample matrix is of the cerrectproper type (e.g. blood, urine) for the requested analyses;

e The Samples have been collected—ard, sealed in—appropriate containers—accordingand
transported to the International-StandardlLaboratory or WADA-Approved Laboratory for Festing
and-Investigations-ersimilarguidelinesthe ABP.in accordance with the IST];

« The collection is a part of an anti-doping program' and

below Anti- Dop|nq Organization.

4.23.2 Clinical or Forensic Analysis

4213.2.1 Occasionally the Laboratory may be requested to analyze a sample for a banned drug or
endogenous substance allegedly-coming from a hospitalized or ill perserPerson in order to assist a
physician in the diagnostic process. In such circumstances, the Laboratory Director shall agree to analyze
the sample only if the organization making the request provides a letter explaining the medical reason for
the test and explicitly certifying that the sample is for medical diagnostic or therapeutic purposes.

4.2.23.2.2 Work to aid in forensic and/or legal investigations may be undertaken but due diligence
should be exercised to ensure that the work is requested by an appropriate agency or organization. The
Laboratory should not engage in analytical activities or expert testimony that would intentionally question
the integrity of thean individual or the scientific validity of work performed in the anti-doping program-
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433.3 Other Analytical Activities

434331 The Laboratory or WADA-Approved Laboratory for the ABP shall not engage in any
analysis or activity that undermines or is detrimental to the World Anti-doping Program °°.

4.3.23.3.2 Laboratories and WADA-Approved Laboratories for the ABP shall not accept
Samples from individual Athletes on a private basis or from individuals or organizations acting on their
behalf.

3.3.3 If the Laboratory or WADA-Approved Laboratory for the ABP accepts Samples from any entity
that is not a Festing-Autherity recognized-by-the-Code-compliant Anti-Doping Organization, it is the
responsibility of the Laberatery-Director of the Laboratory or WADA-Approved Laboratory for the ABP
to receive assurance, in writing, that any Adverse Analytical Finding or Adverse Passport Finding will
follow an appropriate results management process and that the results cannot be used in any way by an
Athlete or associated Person to avoid the detection of doping.

4.3:3—The Laboratory shal-prevideor WADA-with-a-copy-of- theassurance-document
: . g A ™~
4.3:43.3.4 Fhe-Approved_Laboratory for the ABP shall not provide analytical services in a Doping
Control adjudication, unless specifically requested by the responsible Testing Authority, WADA or a
Hearing Body.

4.3.53.3.5 The Laboratory shall not engage in analyzing commercial material or preparations (e.g.

dietary or herbal supplements) unless specifically requested by an Anti-Doping Organization or WADA

as part of a research program or MH%WWM%W

seF\ﬁeesresuIts management process.

3.3.6 _If arequest pursuant to Art. 3.3.5 is made by an Athlete, the Laboratory may conduct the analysis
if agreed by the Anti-Doping Organization or WADA, which may also specify conditions that must be
followed prior to or during the analysis (e.qg. verification of original sealed packages). The Laboratory shall
not provide results, documentation or advice that, in any way, could be used as endorsement of products
or services.

Analytical activities performed under ArticlesArts. 3.2 and 3.3 above will not fall under the WADA
accredited or approved status of the Laberaterylaboratory. A Laboratory or WADA-Approved Laboratory
for the ABP shall only refer to its WADA accreditation or approval status, respectively, for an activity that

9 The World Anti-doping Program comprises the anti-doping programs of WADA and all Code Signatories, including
International Federations, National Anti-Doping Organizations, Regional Anti-Doping Organizations, Major Event
Organizations, the International Olympic Committee (IOC) or the International Paralympic Committee: (IPC).
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falls under thetheir scope ef-accreditation or approval for Analytical Testing for Code-compliant Anti-
Doping €entrel-purposesOrganizations.

443.4 Sharing of Knowledge

441341 When information on new doping substance(s), method(s), or practice(s) is known to the
Laboratory, such information shall be shared with WADA within sixty (60) calendar days'. When
possible, the Laboratories shall share information with WADA regarding the detection of potentially new
or rarely detected doping agents- as soon as possible. Immediately after having been notified of the Use
of a new substance or method as a doping agent, WADA will inform all Laboratories.

4.4.23.4.2 The Laboratory Director or staff shall participate in developing standards for best practice
and enhancing uniformity of Analytical Testing in the WADA accredited laboratory system.

5.04.0 conduetbDetrimental-Duty to Preserve the Integrity of the World Anti-Doping Program
and to Avoid any Detrimental Conduct

5:14.1 The Laberatery-personnel_of Laboratories and WADA-Approved Laboratories for the ABP_shall
not engage in conduct or activities that undermine or are detrimental to the World Anti-doping Program.
Such conduct could include, but is not limited to, fraud, embezzlement, perjury, etc. that would cast doubt
on the integrity of the anti-doping program.

5:24.2 All Laberatery-employees shalof Laboratories and WADA-Approved Laboratories for the ABP
shall strictly respect the confidentiality of Analytical Testing results, as well as of all other information
provided to the Laboratory or of Laboratories and WADA-Approved Laboratory for the ABP under
confidentiality by WADA.

5.34.3 No Laberatery-employee or consultant of Laboratories and WADA-Approved Laboratories for
the ABP shall provide counsel, advice or information to Athletes or others regarding techniques or
methods used to mask or avoid detection of, alter metabolism of, or suppress excretion of a Prohibited

100 Sharing of knowledge can occur in various ways, including but not limited to directly communicating with WADA,
participating in scientific meetings, publishing results of research, sharing of specific details of Analytical Methods,
working with WADA to produce and/or distribute new reference-substanceReference Material(s) or biological
excretion sample(s) or disseminating information regarding the chromatographic behaviour and mass spectra of
the Analytes.
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Substance or its Metabolite(s), or Marker(s) of a Prohibited Substance or Prohibited Method in order to
avoid an Adverse Analytical Finding.

Laberatery-No employee or consultant of Laboratories and WADA-Approved Laboratories for the ABP

shall provide information about a Test Method to an Athlete or Athlete Support Personnel, which could
be used to avoid the detection of doping;—te—an-Athlete-orAthlete SupportPersonnel.
5.54.5 Ne—Laberatery—staffNo staff of Laboratories and WADA-Approved Laboratories for the ABP

shall assist an Athlete in avoiding collection of a representative Sample (e.g. advice on masking strategies
or detection windows).

5:64.6 [Comment: ArtictesArts. 4.3 — 4.5 do not prohibit the publication and/or presentation of scientific research
results, general presentations to educate Athletes, students, or others concerning anti-doping programs and

Prohibited Substances or Prohlblted Methods—Sueh—ﬁFeW&reas—shaH—Femamﬂfaﬁd#e%a—ﬁ&ﬁH%&m—eﬁﬁwe—%}

5.74.7 If a staff member of a Laboratory staffor WADA-Approved Laboratory for the ABP is requested
to provide evidence in anti-doping proceedings, they are expected to provide independent, scientifically-
valid expert testimony.

5.84.8 The Laboratory or WADA-Approved Laboratory for the ABP shall not issue {publishany-public
waraingany statements related to the Laboratory analytical processes or findings-, unless otherwise
provided in Code Art. 14.3.5. The responsibility for evaluation of these findings with further action and

publication, if considered necessary, shall be left-te-a-political-decision-making-bedy{e-g-the sole
responsibility of the responsible Anti-Doping Organization;trternational-Federation(s) or WADA)-.

6:05.0Breach and Enforceability

A failure to respect any of the provisions of this Code of Ethics may result in the Laboratory or WADA-
Approved Laboratory for the ABP being subject to Disciplinary Proceedings instituted by WADA to either
suspend or revoke its WADA accreditation or its WADA approval, as applicable, in accordance with ISL
ArticleArt. 4.6.4.5.

In addition, a failure to respect any of the provisions of this Code of Ethics may result in staff of the
Laboratory staffor WADA-Approved Laboratory for the ABP being subject to disciplinary action by the
Laboratory or WADA-Approved Laboratory for the ABP, respectively, resulting in consequences beyond
those stipulated under the ISL, including potential termination of employment or, where applicable, the
imposition of criminal charges.
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ISL ANNEX B — PROCEDURAL RULES FOR THE DISCIPLINARY COMMITTEE OF THE
INTERNATIONAL STANDARD FOR LABORATORIES

Preamble

In accordance with ISL ArticleArt. 4.6.4.5-1 and subject to the exceptionexceptions provided in ISL
Article4-6-4-4-1Art. 7.2 and 7.3, WADA shall institute Disciplinary Proceedings against a Laboratory
to suspend or revoke its WADA accreditation or to impose an Analytical Testing Restriction whenever it
considers that the Laboratory failed to comply with the ISL and/or Technical Documents and/or Technical
Letters, as described in ISL ArticlesArts. 4.6.4.1-2 and 4.6.4.2-2,—+espectively, or whenever the
Suspension or Revocation of the Laboratory’'s WADA accreditation_or the imposition of an Analytical
Testing Restriction is necessary to ensure the full reliability and accuracy of Analytical Testing and the
accurate reporting of analytical test results.

These Procedural Rules for the Disciplinary Committee (DC) of the ISL (the “Procedural Rules”) outline

aceerdance—with—ISL-Artiele4-6-4-5-1process to be followed when a Laboratory is subjected to
Disciplinary Proceedings in accordance with ISL Art. 4.6.4.5 or, when and where applicable, Disciplinary
Proceedings are instituted against a WADA-Approved Laboratory for the ABP in accordance with ISL Art.
4.8.2.1. In such circumstances, any reference made to a Laboratory in these Procedural Rules shall be
understood as a reference to a WADA-Approved Laboratory for the ABP, unless such reference is not
applicable due to the circumstances, specific nature or rules indicated in this ISL in relation to WADA-
Approved Laboratories for the ABP.
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These Procedural Rules shall be considered as an integral part of the ISL.

PART | - Composition of the Committee

ArticleArt. 1

For each individual case, a DC shall be constituted. It shall be composed of three (3) members including
a Chairperson.

WADA'’s Director General shall appoint the three (3)-member-panel-ef-the DC for each case and decide
which one will serve as Chairperson.

The appointed members shall have a legal and/or scientific background with at least one member being
an anti-doping expert and one with legal training and education (including the Chairman). The Chairman
shall in any event have experience in the conduct of disciplinary or legal proceedings.

All members of an appointed DC paniel-shall be independentfrom-free of any conflict of interest with
WADA-and/or, the Laboratory concerned-—tt-is-clarified, or any other Laboratory, entity, organization
or_individual that could potentially benefit from the_concerned Laboratory’s Suspension, Revocation or
Analytical Testing Restriction, and must otherwise be impatrtial in relation to WADA and the Laboratory
concerned. The anti-doping laboratory expert(s) may be member(s) of the WADA Laboratory Expert
Group (LabEG), unless the case has been the subject of previous discussion or recommendation by the
LabEG.

All DC members shall sign a declaration in which they confirm their irdependeneeimpartiality and
mention any circumstance, which may be relevant in this respect.

ArticleArt. 2

If the independenceimpartiality of any member of the DC is challenged (for example, by the Laboratory),
the matter shall be decided by the Chairperson if he is not the concerned DC member or by the two other
DC members if the challenge concerns the Chairperson. In the event the two DC members cannot agree,
WADA'’s Director General shall make the decision.

The decision is not subject to an independent challenge.

PART Il - General Provisions

ArticleArt. 3

3.1 Once the DC is constituted, WADA will provide it with the complete case file, including all of the
evidence it wishes to submit in support of the disciplinary action being taken against the Laboratory.
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WADA may send the case file and any information to the
electronically or by registered mail.

Simultaneously, WADA shall notify the Laboratory of the disciplinary proceedings that have been
instituted against it and send the Laboratory the complete case file with all of the available supporting
evidence. WADA may send the case file and any information to the Laboratory electronically or by
registered mail.

Within five (5) business days of receiving notice from WADA of the institution of disciplinary
proceedings against it and receiving the full case file, the Laboratory may respond in writing and provide
all of its evidence to the DC and shall also simultaneously provide copies of all its submissions and
evidence to WADA'’s Legal Department. Any requests to extend this deadline shall be addressed by the
Laboratory to the Chairperson of the DC, who shall have the discretion to grant or reject the requested
extension.

Upon receipt of the Laboratory’s submissions and evidence, WADA shall have five (5) business days
to make rebuttal submissions to the Disciplinary Committee. Any requests to extend this deadline shall
be addressed by WADA to the Chairperson of the DC, who shall have the discretion to grant or reject the
requested extension.

If the Laboratory fails or chooses not to respond or provide evidence within the required time frame,
the disciplinary proceedings will continue on the basis of the evidence at the disposal of the DC.
4

Unless both parties agree otherwise or the Chairperson orders otherwise on the basis of exceptional
circumstances, the parties shall not be permitted to include additional material after the submission of

the final evidence packages in accordance with the procedure described in 3 above.
5
The working language of the shall be English.

The DC may accept documents in other languages at its discretion.

PART lll - Scope of the Committee’s Review

6

The DC shall have to review the evidence of the case and to make a
recommendation regarding the status of the Laboratory’s WADA accreditation.

To the extent not otherwise provided in these “Procedural Rules”, the Chairperson may issue
directions regarding procedural matters to the parties.

The DC shall have the right to appoint one or more independent expert(s) should it consider that
particular expertise is required in order for it to make its recommendation to maintain, suspend or revoke
a Laboratory’s WADA accreditation
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6.4 After consulting the parties, the DC may, if it deems itself to be sufficiently well informed, decide not
to hold a hearing and it may determine its recommendation based on the parties’ written submissions
and the available documents.

6.5 The DC shall make its recommendation in accordance with the applicable regulations, including the
i Code, the ISL and any relevant Technical Documents or Technical Letters, or
any other rules or law agreed to by WADA and the Laboratory, and by default, Swiss law.

6.6 The DC’s decisions, including #a—regareds—te—the content of its recommendation, shall be by
majority.

PART IV - Recommendation

ArticleArt. 7

6:47.1 The recommendation of the DC shall be issued in writing, with reasons 102, within fourteen (14) calendar
days of the conclusion of the hearing. If no hearing is held, the DC shall issue its recommendation within
fourteen (14) calendar days of the communication to the parties that no hearing will be held.

6.27.2 Where the DC considers that a Laboratory’s accreditation should be suspended, it shall
recommend a period of Suspension or Analytical Testing Restriction that is proportionate to the
seriousness of the reon-compliancenoncompliance(s) with the ISL and/or Technical Document(s)

and/or Technical Letters and the need to ensure accurate and reliable Analytical Testing of Samples.

6:37.3 The DC may recommend to the Chair of the WADA Executive Committee that a Laboratory’s
WADA accreditation be suspended or subjected to an Analytical Testing Restriction for a period of up to
six (6) months-_(with one possible extension of up to six (6) months). During this time, any ISL and/or
Technical Document and/or Technical Letter rer-complianeenoncompliance(s) identified within the
context of the Disciplinary Proceedings instituted against the Laboratory and resulting in the Suspension
of its WADA accreditation_or the imposition of an Analytical Testing Restriction, or during a subsequent
on-site assessment conducted by WADA during the Laboratory’s Suspension or during the period of the
Analvtical Testing Restriction, shall be corrected, documented, reported to WADA and determined to be
satisfactory by WADA. The DC shall also indicate any conditions that the Laboratory shall satisfy prior to
the reinstatement of the Laboratory’s WADA accreditation.

6:47.4 In cases where it considers that it is appropriate to do so, the DC may also recommend that
the Laboratory receive a warning with no period of Suspension or no imposition of an Analytical Testing
Restriction.

657.5 The recommendation of the DC shall be provided to the Chair of the WADA Executive
Committee without delay.

6.67.6 If the DC recommends the Suspension of the Laboratory’s WADA accreditation_or the
imposition of an Analytical Testing Restriction, the Chair of the WADA Executive Committee shall render

101 The decision may be summarily fetivatedreasoned.
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a final decision regarding the Suspension of the Laboratory’s WADA accreditation or the imposition of an
Analvtical Testing Restriction within ten (10) calendar days of receiving the DC’s recommendation.

6477 If the DC recommends the Revocation of the Laboratory’s WADA accreditation, the WADA
Executive Committee shall render a decision regarding the Revocation of the Laboratory’'s WADA
accreditation within ten (10) calendar days of receiving the DC’s recommendation.

6.87.8 If the DC recommends that the Laboratory shall maintain its WADA accreditation, the
Laboratory shall be informed accordingly by WADA within seven (7) calendar days of receiving the DC’s
recommendation.
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