JCCLSY ViR W7 A
R DOFGEE « B ITAR D ERIEDWIE « 5 1% DO

N E] @%AB%E%
Tl T DI HNX L

—HRY: TR
(/N H B &R R R )
o)

HFF‘!

2020F1 H22H  HT



AHDOANR

. BRARMRERM GRS - EREOREES [RKRR
ﬁOD B WAL T A N ER S IEB O/

g & EQAOD}HQZIKEI’J HIA DR
CLIA 881233 1F HPT/EQA
ISO 156189 TPT/EQAIZ E o SN TV AH )N ?
SIEVE TR D 5TV HPT/EQA
TN ENZIIT DPT/EQAD & B R &

O1r = W DD

HEANRICEEL., ARIANECOBERICHIEEFEIHY FEA, T, BERABIIBADRAEICE DL
boThY., FIET 2EBEFICIEERD Y TEA,



20144E4 8 L W (R REREHEE EERBRZBESTUTOT —~ TR
DD OEREBEICRK D S D E « VERE « K5 M OME (L o FEYETL(F
@ T FED < S M OMRBRAEE L o B4

20164FE11H16H. 47 AEBEEBHOF-ODO L FEfs RO S EREE & R A+ A4
=] (BRBREESR) 22EABEWIRESEHAIZEL D TBEBER - EVRAZIY &< ER
a5 2 DR FH RIS

H LUV T, 20156 11D S (4 MESE AV EREOEFCHEESY 227 74— %] 5
ERITB B G T EERE DM  HEORKR] &5t EE s i,

20164£12H5H EERBRZEZES BERBREONE - BEREICET 2/NERELF -HamkbhE
ORI DS EZ TR DO It L b ANX RO
Q@ THERBEONE « BEESFHICET 2L 1[CRB 1 A8 « VS I %

VA Ay 7 AR S, AARERREERERMS (B . (B CGI. AAEGMHREHS
(JAB) . HAREMZ (HE) o7 VU 7 &% LT,

V (BB EONPEESERE S 0/ I5 | 2 BEICEBREIZHEIL- 70l T AT RETH D,
vV B FEEREDONTBEEEERE S 0/ T LDB[ENERORETHD,
v BEZBEN)—F — o T ERETRETHD,




AAREEIS A mm PR s OFXIVIREH [ Bin 2l - BlaFIaED
FLWERE—4FmmElosih6—]  (20164F5H) TOEGFHIRE
D AT S MB35 fata
FAWm%é@ﬁﬁ Hﬁfi%ﬂ%ﬂﬁﬁéﬁ))?w@EWﬁ%
WIFAE U720, FD7=8 . ERNOD bt insix. IS0 15189.
CAPEBREE IR MR A RGERL 7 7 7 F & (CAPY—o1) | um%@ﬁ%
DINHIRFERI I LA 2= 5 = kf\ﬁgﬂ%%bfméﬁﬁ
DERIEDOMEFRF 2RI H & & I, AT B kiax O E M 2 388
L’Cb\é L2xL. AR ZREILZ. 25T b EOERIEIZIERED
W IEMEDIRERICDS D ARETH U . F ORGERIE ., SiFf EEE Dk
RS ENC Lo TEfE I TR W T & BIRDEZ e E E =2 5,
ENOMEER DS B B OIS M A2 R 95 72 O IZ g O G RE BE 12 HE
H LM N—T, TNERLIQUVRAESEX DOV TIX, BEIR 2Bk
nﬁ@nq:ﬁﬂ ifib\ii foEOVC LF 9 A Qfﬁﬁ E%iixﬂﬁﬂik&')%
b, ORFIIEEICELD) |




Business Insider
(https://www.businessinsider.com/theranos-founder-ceo-elizabeth-holmes-life-story-bio-2018-4)

The rise and fall of Elizabeth Holmes, who started Theranos when she was 19
and became the world's youngest female billionaire but will now face a trial
over 'massive fraud' in July 2020

Avery Hartmans and Paige Leskin Jul 26, 2019, 10:33 PM
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Elizabeth Holmes leaves after a hearing at a federal court in San Jose, California, on July 17. Reuters/Stephen Lam
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External Quality Assurance/Proficiency Testing
for International Laboratories

Conducting the College of American Pathologists (CAP) External Quality Assurance (EQA)/Proficiency Testing
(PT) for all patient reportable tests demonstrates a commitment to quality improvement and provides an excellent
tool for learning and competency assessment.

For laboratories seeking CAP accreditation, enrollment is required for a minimum of six months prior to
requesting an accreditation application.



Irish ; National Accreditation Board

Policy on Proficiency Testing

2) Terminology

2.1) Proficiency testing (PT) is the evaluation of
participant (testing or calibration laboratory)
performance against pre-established criteria by means
of inter-laboratory comparisons. (ISO/IEC 17043 3.7)

2.2) External Quality Assurance (EQA) is considered to
be equivalent to Proficiency Testing. Inter Laboratory
comparison (ILC) is the organisation, performance,
evaluation of calibrations/tests (measurements) on the
same or similar calibration / test items by two or more
laboratories in accordance with predetermined
conditions.

|0. Assessment—

external quality
assessment

Definition of
EQA

The term EQA is used to describe a method that allows for comparison of
a laboratory’s testing to a source outside the laboratory. This comparison
can be made to the performance of a peer group of laboratories or to the
performance of a reference laboratory. The term EQA is sometimes used
interchangeably with proficiency testing; however, EQA can also be carried
out using other processes.

EQA is here defined as a system for objectively checking the
laboratory’s performance using an external agency or facility.
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Type of Certificate Test Complexity
Certificate of Waiver waived tests?

Certificate of Provider waived and PPMPD) tests
Performed Microscopy

(PPM)

Certificate of Compliance waived, PPM and moderate

Certificate of Accreditation | @nd/or high complexity tests

a) Hi CIEMEICEM TE, A% I AT A AReMENEH T 51T I
WIRES T, JRIREFEBRR, RS, JRIEERE, £oMOFEEH
REZ2ENTGEN, FHHHEICE 22 DOHNBRDLND,

b) Moderate complexity testsiZ/pZHIILAH D, T2 LT2BRD
PRICIERRAL 70 & OBASERE 2 VN TIT 9 L, BB ICER BN H D,
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American Association of Blood Banks (AABB)

American Association for Laboratory Accreditation (A2LA)
American Osteopathic Association (AOA)

American Society for Histocompatibility and Immunogenetics (ASHI)
COLA

College of American Pathologists (CAP)
Joint Commission on Accreditation of Healthcare Organizations (JCAHO)




Code of Federal Regulations

Title 42 - Public Health

Volume: 5
Date: 2018-10-01

Original Date: 2018-10-01

Title: PART 493 - LABORATORY REQUIREMENTS
Context: Title 42 - Public Health. CHAPTER IV - CE|
SUBCHAPTER G - STANDARDS AND CERTIFICA

Pt. 493

Subpart A—General Provisions

Sec.

493.1 Basis and scope.

453.2 Definitions.

493.3 Applicability.

493.5 Categories of tests by comple
493.15 Laboratories performing waive
493.17 Test categorization.

493.19 Provider-performed microscog
493.20 Laboratories performing tests
493.25 Laboratories performing tests

Subpart B—Certificate of Waiver

493.35 Application for a certificate of
493.37 Requiremeants for a cerificate
493.39 Motification requirements for I3

Subpart C—Registration Certificate, Certificate f

493.43 Application for registration cen
493.45 Requirements for a registratio
493.47 Requirements for a cerificate
493.49 Requirements for a cerificate
493.51 Metification requirements for I3
493.53 Metification requirements for I3

Subpart H—Participation in Proficiency Testing for Laboratories Performing Nonwaived Testing

493.801 Condition: Enrollment and testing of samples.
493.803 Condition: Successful participation.
493.807 Condition: Reinstatement of laboratories performing nonwaived testing.

Proficiency Testing by Specialty and Subspecialty for Laboratories Performing Tests of Moderate Complexity (Including the
Subcategory), High Complexity, or Any Combination of These Tests

493.821 Condition: Microbiology.

493.823 Standard; Bacteriology.

493.825 Standard; Mycobacteriology.

493.827 Standard; Mycology.

493.829 Standard; Parasitology.

493.831 Standard; Virology.

493.833 Condition: Diagnostic immunology.
493.835 Standard; Syphilis serology.

493.837 Standard; General immunology.

493.839 Condition: Chemistry.

493.841 Standard; Routine chemistry.

493.843 Standard; Endocrinology.

493.845 Standard; Toxicology.

493.849 Condition: Hematology.

493.851 Standard; Hematology.

493.853 Condition: Pathology.

493.855 Standard; Cytology: gynecologic examinations.
493.857 Condition: Immunohematology.

493.859 Standard; ABO group and D (Rho) typing.
493.861 Standard; Unexpected antibody detection.
493.863 Standard; Compatibility testing.

493.565 Standard; Antibody identification.

Subpart I—Proficiency Testing Programs for Nonwaived Testing

493.901 Approval of proficiency testing programs.
493.903 Administrative responsibilities.
493.905 Monapproved proficiency testing programs.
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MICROBIOLOGY
Bacteriology
Mycobacteriology
Mycology

Parasitology

Virology

DIAGNOSTIC IMMUNOLOGY
Syphilis Serology
General Immunology
CHEMISTRY

Routine Chemistry
Endocrinology
Toxicology
HEMATOLOGY
IMMUNOHEMATOLOGY
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CLIA-approved PT Programs

10.

ACCUTEST, INC.

AAFP-PT

AMERICAN ASSOCIATIONOF
BIOANALYST

AMERICAN PROFICIENCY
INSTITUTE (API)

THE COLLEGE OF AMERICAN
PATHOLOGISTS (CAP) -
SURVEYS

MEDICAL LABORATORY
EVALUATION (MLE) PROGRAM
COMMONWEALTH OF
PENNSYLVANIA Department of
Health Bureau of Laboratories
PUERTO RICO PROFICIENCY
TESTING SERVICE Public Health
Laboratories of Puerto Rico

WSLH Proficiency Testing (PT)
AMERICAN SOCIETY FOR
CLINICAL PATHOLOGY
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R o Medical Laboratory accreditation (ISO 15189)

and Laboratories UKAS provides accreditation to the internationally recognised standard ISO 15189 Medical

Laboratories - requirements for quality and competence.
- Accreditation - Delivering 9 a y P

patient safety UKAS accreditation covers the following disciplines: i
D Apply for accreditation + Clinical Biochemistry - Toxicology - Endocrinology
= What are the costs of + Haematology - Blood Transfusion
accreditation? + Microbiology - Virology - Parasitology - Serology - Mycology
: < L 4

5 1S0 15189 + Histopathology - Cytology - Mortuaries

+ Immunology
=) Assessor Recruitment :

+ Genetics
= Medical Laboratories + Andrology
> Publications relating to + Histocompatibility & Immunogenetics

accreditation of Laboratories

= The Route To

ezt Medical laboratories can also be accredited as an External Quality Assurance Provider (EQA) to
Accreditation

ISO/IEC 17043. Conformity Assessment — General requirements for proficiency testing.



Proficiency Testing Providers (PTP)

Animal and Plant Health Agency0004

Cardiff and Vale University Health Board, operating as WEQAS4301

EffecTech Limited4719

External Quality Assessment Services for Cancer Diagnostics CIC 7833 UK NEQASICC & ISH
Fera Science Limited0009

Forensic Access Ltd (Trading as FPTS)6791

Forensic Focus Limited7952

Frimley Health NHS Foundation Trust operating Qpoint External Quality Assessment Scheme10311
Frimley Health NHS Foundation Trust, operating UK NEQAS for Trace Elements7496

Health and Safety Executive - Science Division5254

Home Office Forensic Information Database Services (FINDS)0005

LabXCell Ltd, operating UK NEQAS for Cellular Pathology Technique8268

LGC Limited0001

Maidstone and Tunbridge Wells NHS Trust, operating South East England General Histopathology EQA
Scheme7808

Manchester University NHS Foundation Trust operating as European Molecular Genetics Quality Network
(EMQN)4367

Manchester University NHS Foundation Trust, operating UK NEQAS for Reproductive Science8228
Narcolytical Limited Trading as Tackler Analytical6702

NHS Greater Glasgow and Clyde, operating UK NEQAS Cardiac Markers8560

NHS Lothian, operating UK NEQAS [Edinburgh]8505

NHS Tayside, operating Scotland and Northern Ireland EQA Scheme in General Histopathology8431



https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0004Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/4301Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/4719Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7833Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0009Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/6791Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7952Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/10311Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7496 Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/5254ProficiencyTesting Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0005Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8268Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0001Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/4367Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8228Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/6702Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8560Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8505Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8431Proficiency Testing Single.pdf

Proficiency Testing Providers (PTP)

NPL Management Ltd0O016

Oxford University Hospitals NHS Foundation Trust, operating GenQA7872

Public Health England - National Infection Services0006

Public Health England, operating NHSCSP EQA Scheme for Gynaecological Cytopathology 7597
Public Health England, operating UK NEQAS for Parasitology7512

Quality Control for Molecular Diagnostics (QCMD)4385

Randox Laboratories Limited0010

Sheffield Teaching Hospitals NHS Foundation Trust, operating UK NEQAS Blood Coagulation7873
Sheffield Teaching Hospitals NHS Foundation Trust, operating UK NEQAS for Immunology, Immunochemistry
& Allergy7795

Sheffield Teaching Hospitals NHS Foundation Trust, operating UK NEQAS for Leucocyte
Immunophenotyping/804

UK NEQAS for Microbiology operated by Public Health England4715

University Hospitals Birmingham NHS Foundation Trust, operating Birmingham Quality 7860

Velindre NHS Trust operating Welsh Assessment of Serological Proficiency Scheme (WASPS)7715
Velindre University NHS Trust, operating UK NEQAS for Histocompatibility and Immunogenetics8351
Viapath Analytics LLP, operating The Vitamin K External Quality Assurance Scheme (KEQAS)8595
West Hertfordshire Hospitals NHS Trust, operating UK NEQAS Haematology and Transfusion 7805



https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0016Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7872Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0006Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7597Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7512Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/4385 ProficiencyTesting Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/0010Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7873Proficiency Testing Multiple.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7795Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7804Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/4715Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7860Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7715Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8351Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/8595Proficiency Testing Single.pdf
https://www.ukas.com/wp-content/uploads/schedule_uploads/00013/7805Proficiency Testing Single.pdf
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