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What is EQA —what does it do?
—what can it do?

 The challenge of laboratory procedures with specimens of known but
undisclosed content
 EQA provides assessment of:

— the overall standard of performance (state of the art; comparison with other
participants)

— the influence of analytical procedures (methods, reagents, instruments,
calibration)

— individual laboratory performance
— proficiency of staff
— the specimens distributed in the scheme

* Educational stimulus to improvement
* Provide an insight into the quality of the routine work of the laboratory

* Provide reassurance that all the components of the quality system are
working

o [S017025/15189 participation in EQA is required to document quality as
a part of the accreditation process (NA/DANAK)
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Source material of UK NEQAS serology specimens

The main matrix Is serum

« National Blood Service
plasma positive for a marker e.g. anti-HCV, anti-HIV, anti-T pallidum...

plasma negative for anti-HCV, anti-HIV and HBsSAQ:
. screened and characterised for common markers (CMV IgG, VZV IgG...)

. used as diluent for other markers (eg CMV DNA)

e Other commercial sources
Acute disease state plasma such as Rubella IigM, Acute EBV markers and PB19 IgM

= Thrombinised into serum, bronidox 0.05%, screen for IM&RF

= Specimen preparation:
* Neat/undiluted
 Dilution/pool
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How do we establish our values
and what instruments are used?

Instruments & Assays
* Pre-distribution testing: specimens are tested with a panel of different
assays.

 Assays: the most popular manual and automated assays that reflects our
participants practice (regularly reviewed)

 Reference/gold standard assay by a reference laboratory, where
applicable

— e.g. SRH (single radial hemolysis) to establish Rubella IgG potency by NIBSC
(National Institute for Biological Standards and Control)

Intended results

e The values / intended results are established from the results obtained
during pre-distribution testing.

« If pre-distribution testing shows discrepancies (‘not designated’) a
decision is made on whether the specimen should be scored.
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Report formats / Intended results:
how do we establish our values?

Qualitative / serology schemes anti-HIV, anti-HAV, Rubella IgM...
Intended positive or negative

Semi-quantitative anti-HBs, Rubella IgG
Intended / < or > cut-off international unit

Rubella IgG < or 2 101U/mL
Anti-HBs <10 or 10-100 or >100mIU/mL

Scoring is based on qualitative results

Quantitative / molecular schemes viral load of HCV, HIV-1, HBV &
CMV

Pre-distribution results are only an indication for the intended result
Intended result = A consensus of the participants results
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How do we confirm specimen stability?

Returns as a function of pre-distribution testing
Specimen mIU/mL comparison
HBV Ab POS
o Returns/pre-distribution ~— Equivalence line
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Process for investigation of suspected assay failure

...where an assay gives discrepant results in comparison to other assays results
and for a significant number of participants.

*Report to the manufacturer listing anonymously for each result:
Qualitative result
Batch number
Cut-off
Read out (OD/index/copies)
Average-SD-
Average-SD for 2 or 3 other assays

Manufacturer: investigations on the specimen and on any changes in the assay
(feed back from participants)

UK NEQAS & Manufacturer to establish the cause and whether this affects only
EQA specimen or may affect clinical sample analysis as well

*Possible implications for clinical sample analysis: contact the MHRA e.g. batch issue
MHRA: Medical & Healthcare products Regulatory Agency
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Schemes (introduction year) = YEAR / changes to schemes

Syphilis serology (1978)
Hepatitis B serology (1978)

Rubella IgG serology (1979)

HIV serology (1986)
Hepatitis C serology (1994)
Anti-HBs detection (1996)
Immunity screen (1996)

Diagnostic serology / exanthema screen (2001)
Diagnostic serology / hepatitis screen (2001)

Blood Borne Viruses (2004)

Measles IgG serology (2009)

HIV Point of Care testing (2011)



Representation of Architect assays within schemes

Scheme Marker 2009 2011 2012,% 2012,n
Anti-HBs detection HBs Ab 40%  45% 64% 198 @@=
HBV serology HBe Ab 44%  50% 50% 140
HBV serology HBe Ag 44%  50% 50% 137
Syphilis serology Tp Ab 31% 43% 49% 175
HBV serology HBc IgM na 46% 48% 119
Immunity screen HAV IgG 34% 43% 46% 108
HBV serology HBc Ab 37%  46% 46% 194

Dg serology / hepatitis screen HAV IgM 32% 42% 44% 131
Rubella IgG serology Rubella 1IgG 23% 31% 36% 140
HBV serology HBs Ag qual. 31% 36% 34% 206
HCV serology HCV Ab/ Ag 29% 33% 34% 199
Blood Borne virus HBsAg,HCVAb,HBVAbL 30% 35% 31% ~4] €=
Immunity screen CMV IgG 15% 28% 29% 85

HIV serology HIV Ab (21%) 21% 25% 27% 207

Dg serology / exanthema screen Rubella gV 10%  19% 25% 49

Dg serology / hepatitis screen CMV IgM 12% 20% 22% 68
Toxoplasma serology Toxo IgG 9% 27
Toxoplasma serology Toxo IgM 8.5% 14
Toxoplasma serology Toxo IgG avidity 7.7% 4 <=
Dg serology / exanthema screen ASO 2.1% 3.8% 4.7% 6

Dg serology / exanthema screen ASD na

Dg serology / exanthema screen PB19 IgM na

Dg serology / hepatitis screen VCA IgM na

Immunity screen VZV IgG na

Measles IgG serology Measles IgG na

Mumps IgG serology Mumps IgG na
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HIV serology scheme — June 2012

Specimen : 0999  Apti HIV2 positive
UK (%) Al (%) Your Report : Anti-HIV2 positive
Your Score - 2
BioRad : HIV Ag/Ab 4 20 (9.3) 40 (5.2)
O Innogenetics: INNO-LIA 0]« 10 (3.2) 82 (10.8)  Overall Results UK Al Score
hioMerieux : Vidas II | & 83 (26.7) 125 (16.4)
Architect HIV Ag/ab (] | & 61 (19.6) 207 (27.2) | positive 122 281 2
Prism HIY Ag/Ab 4 (1.3) 12 (1.6}  Equivocal 0 3 1
ocD : VITROS 2 {06) 15 (20}  Negative 0 1 -1
O BioRad : LAY blot | 1 (0.3) 15 (2.0} Positive (HIV1) 1 G -1
O MFP diagnostics HIY Blot 1 {0.3) 17 (2.2} Positive (HIVZ) 35 116 2
AxSYM HIV Ag/ab 7 23 18 (2.4)
Siemens:ADVIA Centaur 13 {4.2) 24 (31)  Total 158 407
Roche : Cobas analyser 14 {4.5) 25 (3.3)
Immunocomb Bispot 35 (11.3) 36 (4.7)
[ I | I I ]
0 50 100 150 200 250
Mumber of Reports
[ ] positive [ ] Equiveesl [ ] negative B =i [ ] Hivz
Specimen : 0999  AptiHIV2 positive
B Envgp3s [ [ M +
ENY gpd1/45 [[]
BWENYgp105 | T T [+ O BiocRad : LAY blot |
ENY gp120/110 O BioRad : LAY hiot Il
EMY gp160 0O BioRad:Pepfi-LAY 1/2
GAG p17TM18 O Genelabs | WB
GAG p24/25 | - 4+ O Innogenetics INMO-LIA
GAG p26 O OCD : Chiron RIBA
GAG pa3/sh H MFP diagnostics HI Blot
POL p31/32/34 [ + m Mikrogen recomline
POL p51/52/66
POL pBE
| I I I | ]
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HCV serology
HCV A

April 2013

6 serum specimens

3 distributions per year

scheme

Specimen : 1670

Anti-HCV positive

Your Report : Anti-HCV positive

Ag Ab %
Al 37 294 13%
Finland 1 100%
Republic of Ireland 14 50%
Sweden 19 47%
Switzerland 13 15%
United Kingdom 13 150 9%
Italy 49 8%
Portugal 1 48 2%

UK (%) All (%) Your S 5
our Score :
OCD : EIA + HCV-Ab 10 (4.7) 19 (3.2)
BioRad : Monolisa 4+ 11 (51} 20 (34)  Overall Results UK Al Score
Innogenetics: INNO-LIA i+ 4 (1.9) 88 (14.8)
Abbott - Architect | + 64 (20.9) 222 (37.3)  pgsitive 146 379 2
Beckman 5 (23) 10 (1.7}  Equivocal 0 0 1
Abbott ; AxSYM 4 (1.9) 10 (1.7)  Negative 0 2 -1
Abbott : Prism 5 {23) 11 (1.8)
QCD : VITROS 4 (19) 19 (3.2)  Total 146 381
BioRad : HCV Ag/Ab 19 (89) 23 (3.9) o Cormrect 100 995
Siemens:ADVIA Centaur 17 (7.9) 35 (5.8)
hioMerieux : Vidas 33 (154) 37 (6.2)
Roche 22 (10.3) 39 (6.6)
[ I | | I |
0 50 100 150 200 250
Number of Reports
[] Posive [ Equivoca B regative
Specimen : 1670  antiHCV positive .
(0] HCV-Ab profile
Antigen C1 L
Antigen C2 4=
Antigen E2 O Unspecified
Antigen NS3 4+ ] BioRad : Deciscan
Antigen NS4 Lo 5] InnogeneticsIINNO-LIA
Antigen NS5 4+ ] Mikrogen recomLine
T T T T T 1
0 30 60 %0 120 150
Number of Reports
Specimen : 1670 Hcv Ag positive
HCV-Ag
Quantitative results reported in fmoliL by Abbott Architect users Your result - 816.2 fmoliL
n{UK)  range median 5%-835% ) Your Report - HCV Ag positive
. Specimen 1670 Your Score - 2
Abbott - Architect 37 (14) 375-968 774 548-937 :
1000 —
’fg 4—968 (Oyerall Resuis UK Al Score
Paositive 14 39 2
750+ g Equivocal 0 0 1
x2.5 (0.4 log) ; Negative a 0 -1
L]
500 + Total 14
% Correct 100 00
_ +4—379
Abbott - Architect 250

00101
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Blood Borne Virus scheme, HBsAg — May 2012

HBsAg

1:1000 dilution

Pre-distribution Architect HBsAg quanti 0.1 IU/mL
Assays to detect 0.05 IU/mL [NIBSC code: 07/286-xxx]

Specimen : 0929 |ptended resuilt
HBsAg positive (0.1 1UfmL)

UK (%) Al (%) Your Report - HEsAg positive
Your Score @ 2

Biokit : Bioelisa | 4 13 (12.6) 13 (7.4)
Architect HBsAg qual || | & 22 (214) 48 (274)  Overall Results UK Al Score
Meutralisation (all kits) 3 (2.9 6 (3.4)
Roche : Cobas analyser 5 (49 6 (34)  HBsAg positive 73 128 2
Abbott : Prism 4 (3.9) 6 (34)  HBsAg equivocal 2 4 1
_ Murex 5 (4.9) 7 (4.0} HBsAg negative 1 2 -1
Architect HEsAg qual |l 0 (0.0} 7 4.0
Abbott © AxSYM T {6.8) 11 (6.3} Total 76 134
Siemens:ADVIA Centaur 8 (7.8 14 (8.0} 9% Cormrect 05.1 955
bioMerieux : Vidas | 21 (20.4) 29 (16.6)
| T T T T |
0 10 20 30 40 50

Mumber of Reports

|:| Poaitive |:| Equivocal . Megative

== 1 ppt reported equivocal with positive read-out (4.1 S/CO)

The analytical sensitivity of the ARCHITECT HBsAg Qual Il assay is 0.017 to 0.022 IU/mL
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HBsAgQ quantitative results (01.2014)

UK (%) Al (%)

Biokit : Bioelisa 4 19 (72) 22 (36)
hioMerieux : Vidas | 4 69 (26.1) 88 (14.6)
Architect HBsAg qual |l |+ 69 (26.1) 228 (37.7)

BioRad : Monolisa T (27 13 (2.2)
Murex 6 (2.3) 13 (2.2)
DiaSorin : Liaison 4 {1.5) 13 (2.2)
Beckman : Access 8 (3.0) 14 (2.3)
ocD : VITROS 3 (1.1) 15 (2.5)
Architect HBsAg quant 2 (0.8) 15 (2.5)
Meutralisation (all kits) 9 (3.4) 28 (4.6)
Siemens:ADVIA Centaur 21 (8.0) 46 (7.6)
Roche 30 (11.4) 64 (10.6)

[ I I I I |

0 &0 100 150 200 250
Mumber of Reporis
|:| Positive I:l Equivocal . Negative

15 users of Architect HBsAg QT assay

specimen QL QT average+/-SD pre-D Denmark X
A 225 15  1.04+-006 1 w3

B 225 15 13.4+/-1.20 12.3 Cyprus 1

C 225 15 320+/-65 214 Hong Kong 1

D 225 15 748+/-43 >250 India 1
Netherlands 1

Portugal 1

Sweden 1

Switzerland 1
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HBV serology scheme, HBc Ab — April 2012

Specimen 0895: prepared from a single donation diluted 1:200 in normal human serum
leading to low level HBc Ab (other markers were not affected and normally detected)

Pre-distribution: Biokit Bioelisa equivocal, Abbott Architect positive, bioMerieux Vidas equivocal
P> Intended result: ‘anti-HBc not designated’

Specimen : 0895 HBsAg positive (106 IU/mL)
Anti-HBc not designated

UK (%) Al (%) Your Report © Anti-HBEC positive
Your Score - Not scored

Biokit : Bioelisa 14 {(82) 15 (3.5)

Architect anti-HBc || | ¢ 57 (335) 194 (45.8) | Overall Results UK Al Score
Murex 4 (24) 5 (1.2)
Beckman - Access 2 (1.2) 7 (17} Anti-HBc positive 125 350 NS
Roche : Elecsys 1 (08) 8 (1.9)  aAnti-HBc equivocal 22 27 NS
BioRad : Monolisa 1 {0.8) 9 {21}  Anti-HBc negative 3 3 NS
Roche 7o) 12 (28)  Anti-HBc ND i 0 NS
ocD :VITROS 3 (1.8) 16 (3.8)
Roche : Cobas analyser 6 (25 17 4.0} Total 180 380
Abbott : AxSYM 10 (58 22 (52) 9 Correct
Siemens:ADVIA Centaur 14 (8.2) 29 (6.8)
hioMerigux : Vidas 42 (24.7) a7 (13.4)
I T T T T 1
0 40 a0 120 160 200
Mumber of Reports
I:' Posiftive I:l Equivocal . Megative . Anti-HBc not designated

Update on UK NEQAS Serology schemes Abbott Forum, Norway, 05 March 2014 14 UK[QTY.XS




HBV serology scheme, HBc IgM — scored since April 2012

Challenge: find material with a good level of HBc IgM (indicating acute infection)

Specimen 1067: new material diluted 1:2.5
Pre-distribution results: Abbott Architect index 2.47 (>1 or >50PEIU/mL)
Participants median 160 PEIU/mL (Vidas users, n=37)

Specimen : 1067 HBs F:r]B|:.c.s,iti~.qa.-{:»25{1 1U/mL)
Anti-HBc IgM positive

Your Report : Anti-HBc IgM positive

UK (%) Al (%)
) Your Score : 2
Abbott : Architect | ¢ 23 (319) 130 (50.6)
~ Abbott 0 (0.0) 1 (04)  Overall Results UK Al Score
~_ Siemens:EIA 0 (0.0) 2 (0.8)
BioRad : Monolisa 1 (14) 3 (1.2)  Anti-HBc IgM positive 68 238 2
DiaSorin 0 (0.0) 3 (1.2)  Anti-HBc IgM equivocal 1 6 1
Beckman : Access 1 (14) 4 (16)  Anti-HBc IgM negative 3 13 -1
DiaSorin : Liaison 0 (0.0) 5 (19)
Abbott - AxSYM 1 (14) 9 (35) Total 72 257
OCD :VITROS 3 42y 14 (54) = correct 044 926
Siemens: ADVIA Centaur 7970 21 (8.2)
Roche index of 1 set to 100PEIU/mL 5 (69) 24 (9.3)
bioMerieux : Vidas 30 417 39 (152)
| | | | I |
o 30 60 50 120 150

Mumber of Reports

I:' Positive I:' Equivocal . Negative
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HBV serology scheme, HBc IgM — January 2014

Recent distribution
Specimen: 1810 Hphe Ag negative

HBs Ag 1 IU/mL (anti-HBs+)

DiaSorin

. '
Specimen: 1810 HBc |[gM 7100 PEIU/mL BioRad
- - . - Biokit : Bioelisa

Abbott : AXSYM

Unspecified
(__Abbott - Architect ¢ ) BioRad : Monolisa
Beckman OCD : VITROS
Abbott : AxSYM DiaSorin : Liaison
Unspecified Siemens:ADVIA Centaur
BioRad : Monolisa Roche
Beckman : Access bioMerieux : Vidas
DiaSorin l [ ] I I I ]
D et § 0 40 80 120 160 20¢
Siemens:ADVIA Centaur g
Roche 3
bioMerieux : Vidas g HBsAg
(3] Anti-HBc

T
0 30 60 90 120 Anti-HBs

Anti-HBe

A 1810 Hbe Ab not designated
73 - 0

12 16 20 24 28 32 36 40 44 /52 /
weeks post infection

% Anti-HBc
. lgM

Specimen : 1810 HBc Ab, low avidity

Biokit : Bicelisa [ ] 4- Diasorin _fl] ¢
(Architect anti-HBc II Jo | [ Abbott : Architect | ¢ ]
Murex BioRad
Abbott : AxSYM Biokit : Bioelisa
Abbott : Architect Abbott : AxSYM
BioRad : Monolisa Unspecified
DiaSorin : Liaison BioRad : Monolisa
OCD : VITROS OCD : VITROS
Beckman : Access DiaSorin : Liaison
Siemens:ADVIA Centaur Siemens:ADVIA Centaur
bioMerieux : Vidas Roche
Roche bioMerieux : Vidas
I T T T T | I T T T T 1
0 50 100 150 200 250 0 40 80 120 160 20C
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Immunity screen scheme, HAV Ab— October 2013

Two HAV Ab low level specimens both prepared from neat single donations
Specimen : 1730

Intended result
HAV IgG positive

Your Report : HAV IgG positive

UK (%) Al (%)
Your Score : 2
Biokit : Bioelisa [| ¢ 1_(0.9) 1 _(0.4)
Abbott : Architect <+ 43 (39.1) 121 (48.6) I Overall Results UK All Score
Abbott - AXSYM 1 (0.9) 1 (0.4)
- Abbott 0 (0.0 1 (04) HAV IgG positive 101 229 2
Siemens:EIA 1 (0.9) 2 (08)  HAV IgG equivocal 5 8 1
Unspecified 1 (0.9) 4 (1.6)  HAV IgG negative 3 8 -1
OCD : VITROS 2 (1.8) 6 (24)
Beckman : Access 3 (2.7) 6 (24) Total 109 245
DiaSorin : Liaison 2 (1.8) 7 (2.8) 9 correct 927 935
Siemens:ADVIA Centaur 7 (6.4) 20 (8.0)
Roche 13 (11.8) 38 (15.3)
bioMerieux : Vidas 35 (31.8) 40 (16.1)
I T T T T |
0 30 60 90 120 150
Number of Reports
I:l Positive I:' Equivocal . Negative
HaY Ab positive HAY Ab negative
number of assay antibody cut-off 1730 1729 1731 1728 1732 1733
participant format totalllgG _ﬂ;ﬁi median median median median median median
DiaSorin 7 competitive total 1 167 1.56 0.13 2,64 2.41 247
Liaizon
Roche 38 non comp. total 20 51 =60 =60 6.0 7.0 76
b'“"'eu’,:z';: 3g non comp. total 1520 27 78 368 <15 <15 <15
Abbott
Architect 115 non comp. lgG 1 287 3.83 10.66 0.36 0.39 0.49
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Diagnostic serology: hepatitis screen, CMV IgM— November 2013

One low level CMV IgM prepared from a single donation diluted 1:2.3 with low level CMV IgG
(index 2), avidity not measurable

Specimen : 1714 |ntended result
CMV IgM positive (low avidity CMV IgG)

Your Report : CMV IgM positive

UK (%) Al (%)
Your Score : 2
DiaSorin | 6 (5.1) 12 (3.6)
bioMerieux : Vidas | ¢ 55 (46.6) 102 (30.9)  Overall Results UK Al Score
Abbott 1 (0.8) 3 (0.9)
Diesse : IgM EIA 3 (25) 4 (1.2)  CcMV IgM positive 106 271 2
OCD : VITROS 1 (0.8) 5 (1.5)  cMV IgM equivocal 5 1
Euroimmun 0 (0.0) 5 (1.5)  CMV IgM negative 0 -1
Beckman : Access 3 (2.5) 6 (1.8)
Siemens:EIA 0 (0.0) 13 (39) Total 111 284
Siemens: Immulite 2 (1.7) 14 (42) o Correct 955 954
Roche 4 (34) 18 (5.5)
DiaSorin : Liaison | 14 (11.9) 47 (14.2)
[ Abbott : Architect | 24 (203) 81 (24.5) |
[ I I I I |
0 30 60 90 120 150

Number of Reports

|:| Positive |:| Equivocal . Negative

CMV 1gM positive CMV IgM negative

number of cut-off 1714 1713 1715
participants  grey zone median median median
Roche 17 0710 0.896 0.397 0.218
bioMerieux Vidas 42 18-22 59 <k <h
( Abbott Architect 72 1 7.1 0.260 0.155 ]
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Toxoplasma serology, April 2013

scheme combines IgG, IgM and Avidit

Clinical details

30 year old female no symptoms but concerned as her

husband has toxoplasma lymphadenopathy.

Specimen : 1437 Toxoplasma IgGitotal Ab positive

- since April 2012

Specimen : 1437 Toxoplasma IgM positive

Result Mast Abb
Dye test 125 1U/mL Abbott: Architect ¢ In house
IlgG ELISA Positive Biokit - LA BioRad
Abbott Architect (IgG) Positive Siemens:Toxo l9G bioh?;ti‘;u;(\flﬁfs: IE:;
Abbott AxSYM (IgG) Positive Roche: C"Eii:l‘:%f; Benkman - Asoees
e . Beckman : Access Unspecified
IgG Avidity (in-house test)  Borderline DiaSorin Bayer
bioMerieux : Tox lgG DiaSorin
IgM ELISA Positive Aobatt AV Aol ms i
Abbott Architect (IgM) Pos!t!ve bioMerieux - Vidas | bioMerieux : Vidas L
Abbott AxSYM (IgM) Positive
| T T T T | T T T T
. i . . 0 20 40 60 80 0 10 20 30 40
Serological evidence of current/recent toxoplasma infection Number of Reports Number of Reports
|:| Positive D Equivocal . Negativ D Positive D Equivocal . b
Specimen : 1437 Toxoplasma IgG avidity borderline
UK (%) Al (%) \églr.léelflienp;rt : Toxoplasma IgG Avidity:
Abbott Architect ¢ 1(25.0) 6 (11.3) Your Score : Not scored
Toxospot || 0 (0.0) 1 (1.9
OCD VITROS 0 (0.0) 1 (1.9 Overall Results UK  All Score
Euroimmun I 0 (0.0) 1 (1.9)
BioRad 0 (0.0) 1 (1.9)  High 1 35 NS
Roche | | 0 (0.0) 1 (1.9)  Borderline 4 45 NS
DiaSorin | | 0 (0.0) 1T (1.9 Low 0 10 NS
Abbott : AxSYM || 0 (0.0) 1 (1.9)
Unspecified | | 0 (0.0) 1 (1.9  Total 5 90
In house 2 (50.0) 2 (3.8) % Correct 80.0 50.0
DiaSorin : LIA 0 (0.0) 8 (15.1)
bioMerieux-Vidas | | 1(25.0) 27 (50.9)
[ I I I I ]
0 6 12 18 24 30
Number of Reports
:l Toxoplasma IgG Avidity: High I:' Borderline . Toxoplasma IgG Avidity: Low
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Rubella 1IgG scheme- Janu

specimens are single serum donations

Pre-distribution tests:

*Rubagen + (total Ab)
*Architect 10.7 IU/mL

*AXSym 15.4 1IU/mL
*Biokit 11.7 IU/mL
*SRH <15 IU/mL

Specimen : 0726 Rubella IgG positive (>10 IU/mL)

n (UK} range median 5%-95%
All methods 437 (228) 0-44 13 T-28
[Abbott - Architect 136 (65) 8-24 10 2-14 |
Abbott - AxSYM 20 (9) 526 18 10-25
Biokit : Bioelisa 28 (28) 6-35 17 9-28
bioMerieux : YVidas 72 (44) T-44 26 21-32
Diasorin 16 (9] 1-20 20 &8-28
DiaSorin : Liaison 27 (9) 814 11 913
Roche 98] 6-24 T G-18
Roche  Cobyas analyser 12 (8) -3 7 G-3
Roche © Elecsys 83 52T 7 5-20
Siemens: Immulite a1 12-15 12-14
Siemens ADVIA Centaur 221018) 12-22 15 13-21
Siemens:ElA 11 (3) T-15 12 8-14

5]

e

na. of laborator

Distribution curve for results Abbott architect assay
_, 40
E 35-
2 30 |
o _
=) 25 ]
T 20
o 157
S 10
ad 5 -
0 |
7 8 (9 10/11 12 13 14 15 16
frequency
O All methods Quantitative report :
= Alboft © Architect Your result - @ [UfmlL
140 — Your method median - 10.0 IUfmL
120 L CQualitative report :
100 Your Report :
] Rubella 195 negative (<10 1LU/mL)
80 — Your Score : Mot scored
&0 - Overall Results UK Al Score
40 Rubella IgG positive 152 289 NS
20 — Rubella 1gG negative 25 NS
0 T T 1.1 1T 1 Total 177 | 360
0 10 20 30 40 o cormect 859 | 80.3
[LfmL
7-9 IlU/mL

This specimen highlights the ongoing issues with accurate quantitation of antibodies using
IU/mL and the cut off value delineating ‘protective’ levels.
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Rubella IgG scheme- results in IU/mL are not

comparable between assays

24 specimens distributed

Since January 2012:

5 specimens not scored
averages of method medians= 15,13,9,6,8 IU/mL
blood donor screening= 15% detected >5-15 IU/mL

Implications:

« one cannot and must not compare IU/mL generated by different assays
(serum may be compared if tested with the same assay & within the same run & <2001U/mL)

* ‘technically’ impossible to determine accurately whether low level IgG > or<10lU/mL
* ignoring intra-assay variability, inter-assay variability, cellular immunity
—>affecting ~15% of the sample tested (routine issue)

EQA data suggest that sera that are truly negative

Specimen : 0993 Rubella IgG negative (<10 IU/mL)

for rubella 1gG antibodies (indicative of n(UK)  range median 5%-95%
susceptibility to rubella virus) will result in All methods 351 (196) 0-8 0 0-3
quantitative values of 5 IU/mL or lower for all Abbott - Architect 136 (63) 0-1 0 0-0
Abbott : AXSYM 15 (6) 0-2 0 0-1

assays. Beckman : Access 9 (6) 0-1 0 0-1

. . B.iokit :.Bioelisrfi 23 (21) 0-4 2 0-3

A cut-off of 5IU/mL?: technically achievable bloMerieux : Vidas [ 0 o0
100% agreement for all negative&positive EQA SpeCimen%ggqri\%gg@on 5@ 15 5 25
<5IU/mL, negative, susceptible Roche : Cobas analyser 14.(7) 0-0 0 0.0
.y . . . . Roche : Elecsys 8 (5) 0-0 0 0-0

>5lU/mL, positive, protective immunity to be confirmed  siemens-ADVIA Centaur 4(3) 0-2 0 0-2
Siemens:EIA 6 (1) 0-5 0 0-4




Anti-HBs detection
Agreement between 5 assays for 22 low level specimens (10-100)
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HTLV-I/Il Ab marker — in development

B 2013 Questionnaire: 771 participants, 327 replies

@102 (37 UK) routinely test for HTLV-I/Il Ab @ 28% use a confirmatory assays
MCA (33% send away for confirmation)
Fujirebio B UK Aviog EIA [ m UK EIA
DiaPro O All Labs Diasorin-Murex = O All labs 250%
MP Diagnostics 7
Abbott-Architect ML

Biokit
MP Diagnostics Blot
Abbott-Prism 9 E:l %E)/t
i 0
Diasorin-Murex : 20% 67% Innogenetics | ‘ I

Abbott-Architect ] 0 5 10 15 20
‘ ‘ ‘ ‘ ‘ ‘ number of participants

0 10 20 30 40 50 60 70
number of participants

@ the majority of laboratories test less than 100 samples per month , mainly from B&T donors
Blood and Transplant Adult T-cell

Category Tests per month tissue donors recipients leukaemia/lymphoma Myelopathy
0,
58% <25 21 23% mostly 63% 24% 9% 4%
25-100 33 35%
100-1000 31 33% frequently 23% 23% 19% 23%
>1000 8 9% rarely 7% 36% 60% 52%
Total 93 100% never 7% 16% 13% 20%

® most of the laboratories test for HTLV-I/Il Ab as part of a screening panel which includes HIV-Ab, HCV
Ab, HBsAg and T pallidum Ab.

B 2014: pre-pilot distribution
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tak, takk,giitu, kiitos... sparsmal?

PARTICIPANTS

discussion, feedback, returning questionnaires and testing pilot specimens
o D [ E-mnm% =W a=ollz=E=
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seafs - P |l Bl S B o =

MANUEACTURERS
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UK NEQAS
Vlrology&MoIecuIar team

CHARITY EVIE SERGIO ANNELINE HABIB VIVIENNE

- > ca

Virologist needed!

vacancy for a virology laboratory team leader to take responsibility for the laboratory delivery aspects of our
virology/ molecular EQA schemes. www.jobs.nhs.uk

TILANI MIHAELA

Update on UK NEQAS Serology schemes Abbott Forum, Norway, 05 March 2014 24 UK=Y .C3




	Slide Number 1
	Slide Number 2
	Source material of UK NEQAS serology specimens
	How do we establish our values�and what instruments are used?
	Report formats / Intended results: how do we establish our values?
	How do we confirm specimen stability?
	�
	Slide Number 8
	Representation of Architect assays within schemes
	Slide Number 10
	HCV serology scheme�HCV Ag�April 2013
	Blood Borne Virus scheme, HBsAg – May 2012
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	HTLV-I/II Ab marker – in development
	Slide Number 24

