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gents obtained from pools of human
sera available with different auto-
antibodies that allow a multi parametric

AESQC® are quality control (QC) rea-

control in autoimmune disease diagnosis.

These controls were developed to help
lab managers ensure that analytical errors
stay within acceptable limits.

AESQC®s are un-assayed ready to use
reagents which should be handled in the
same way as patient samples and can be
used for monitoring the performance of
ELISA, BLOT, and FARR assays.

Quality management systems and quality control
materials are useful to help laboratories verify the
accuracy and precision of their analytical methods. ’ ’

Our AESQC® controls are formulated to
give positive reactions for the respective
autoantibody. Laboratories should estab-
lish their own working ranges for each
new lot depending on the test system and
procedures being used.
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Quality management systems and quality control mate-
rials are useful to help laboratories verify the accuracy
and precision of their analytical methods.

e AESQC® was developed to help lab managers ensure
that analytical errors stay within acceptable limits.

e AESQC® are ready to use reagents obtained from
pools of human sera available with different autoanti-
bodies that allow a multi parametric control in autoim-
mune disease diagnosis.

e The different pool compositions have been designed
based upon the best possible compromise between
the stability of the different antibodies together and
a logical antibody disease related association (for
example, AESQC® Pool 5, contains the major autoan-
tibodies tested in Rheumatoid arthritis diagnostic).

e AESQC® should be treated in the same way as patient
samples and following the instructions supplied by
the kit manufacturer.

e AESQC® can be used manually and in automated
systems without previous dilution.

e AESQC® were validated to be used with ELISA and
FARR (dsDNA) methods.

e AESQC® are formulated to give positive reactions for
the respective listed autoantibodies but they do not
have specific assigned values because they may vary
by the test system used.

e AESQC® are stable for up to one and a half year when
unopened and up to 60 days after being opened.

e Each laboratory should establish, based on its own
procedures and equipment, its own target range for
each marker and for each new lot, based on a mini-
mum of 20 determinations per autoantibody.




ACCURACY AND PRECISION

Ref No. Product Name Volume Antigen Usage
AESQC®
AESQCP1 Pool 1 2 x 500 pl  SS-A 60 kDa, SS-A  Human serum pool to be used:

52 kDa, SS-B, Sm, e as precision control with ELISA
Sm/RNP, Rib-Po, methods

Cenp-B, Jo-1, Scl- e as function control with Line
70, AMA Immuno-assays

AESQCP2  Pool 2 2x500pl aCL IgG, aPL IgG,  Human serum pool to be used:
B2GP1 IgG and e as precision control with ELISA
IgM, DNA (ELISA & methods

FARR) e as function control with Line
....................................................................................................... Immuno-assays
AESQCP3  Pool 3 2x500pl aCL IgM, aPL IgM,  Human serum pool to be used:

B2GP1 IgG and e as precision control with ELISA
IgM, DNA (ELISA & methods

FARR) e as function control with Line
....................................................................................................... Immuno-assays
AESQCP4  Pool 4 2x500pul TPO, TG, GlialgA  Human serum pool to be used:

and IgG, tTg IgA, e as precision control with ELISA
MPO, PR3, GBM methods
e as function control with Line
Immuno-assays

AESQCP5 Pool 5 2 x 500 pl  hRF IgM isotype, Human serum pool to be used:
CCP 1gG isotype, e as precision control with ELISA
LCP IgG isotype methods
(Linear citrullinated e as function control with Line
peptides) Immuno-assays

AESQCP6  Pool 6 1 x200 pl  Borrelia VLsE This reagent is a pool of human

serum to be used as functional
control with AESKUBLOTS®
method for determination of IgG
antibodies against Borrelia.

AESQCP7 Pool 7 1 x 200 pl  Borrelia OspC This reagent is a pool of human
serum to be used as functional
control with AESKUBLOTS®
method for determination of IgM
antibodies against Borrelia.

AESQCPM  Pool Mix 5x 500 pl  (1x500pl Pool 1) + Human serum pool to be used:
1x500pl Pool 2) + e as precision control with ELISA
1x500pl Pool 3) + methods

1x500pl Pool 4) + e as function control with Line
1x500p! Pool 5) Immuno-assays

— e~~~ —~

moO>T

05




ESQC®IFA quality controls are com-
Aposed of pre-diluted human serum
available with different IFA patterns.
These controls were developed to help

laboratory managers to ensure that ana-
lytical error stays within acceptable limits.

AESQC®s IFA are unassayed, ready to use
reagents and can be used for monitoring
the performance of Immunofluorescence
assays.

Quality management systems and quality control
materials are useful to help laboratories verify the
accuracy and precision of their analytical methods. ’ ’

Our AESQC® IFA quality controls are for-
mulated to give positive reactions for the
respective patterns and the laboratory
should establish their own internal proce-
dure for each new lot, depending on the
test system and procedure being used.



AESQC®

IMMUNOFLUORESCENCE ASSAY CONTROLS

_ 1§ J0o/



ANA HEp-2
Nucleolar

ANA HEp-2
Cytoplasmic

Quality control materials and procedures help laboratories verify the accuracy and precision

of their analytical methods.

AESQC® IFA quality controls were developed
specifically for laboratory managers, to help
control their autoimmune disease testing and
ensure analytical errors stay within accept-
able limits.

The use of IFA quality control materials and
related tools helps laboratories to identify,
correct, and prevent analytical failures prior
to releasing results.

AESQC® IFA quality controls are unassayed,
prediluted and should be run neat (undiluted)
or in accordance with the instructions for use
supplied by the manufacturer of the respec-
tive assay system.
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FOR ADDITIONAL INFORMATION LOGIN TO WWW.AESQC.COM.

For AESKUSLIDES® kits, the AESQC® lot-
specific pattern and reactivity are outlined in
the Certificate of Analysis (CoA) supplied with
each kit, and lot-specific reference images
are made available at www.AESQC.com.

This online quality control resource provides
lot-specific information, including pattern
images, about AESQC® IFA Quality Controls to
help you maintain Immunofluorescence Assay
quality in your laboratory.

This service is meant to support your labora-
tory in standardizing IFA testing and ensure
that you give patients the most accurate
results possible.



GET YOUR RESULTS ON TARGET

ANA HEp-2 Homogeneous

AESQCIFANAP1

Product Name

AESQC®

IFA Negative
Control

ANA HEp-2
Homogeneous

ANA HEp-2
Centromere

ANA HEp-2
Speckled

ANA HEp-2
Nucleolar

ANA HEp-2
Cytoplasmic

ANA HEp-2
Panel 1

Volume

3 x 500 pl

Pattern

Negative for ANA/ANCA/
nDNA/LKS/EMA

(ICAP AC-1)

ANA HEp-2 Centromere
(ICAP AC-3)

ANA HEp-2 Speckled
(ICAP AC-4 or AC-5)

ANA HEp-2 Nucleolar
(ICAP AC-8 or AC-9 or
AC-10)

ANA HEp-2 Cytoplasmic
(AC-16 or AC-17 or AC-19
or AC-20 or AC-21)

ANA HEp-2

(ICAP AC-1, AC-3,

AC-4 or AC-5, AC-8 or
AC-9 or AC-10, AC-16 or
AC-17 or AC-19 or AC-20
or AC-21)
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can be used as
function controls of all
[FA autoimmune kits

can be used as
function controls of
AESKUSLIDES® ANA
HEp-2 test kits

can be used as
function controls of
AESKUSLIDES® ANA
HEp-2 test kits

can be used as
function controls of
AESKUSLIDES® ANA
HEp-2 test kits

can be used as
function controls of
AESKUSLIDES® ANA
HEp-2 test kits

can be used as
function controls of
AESKUSLIDES® ANA
HEp-2 test kits

can be used as
function controls of
AESKUSLIDES® ANA
HEp-2 test kits



NOTES







IMPRINT

Publisher

Aesku.Diagnostics GmbH & Co. KG
Mikroforum Ring 2

55234 Wendelsheim

Germany

Managing Director: Dr. Torsten Matthias
District Court Mainz HRA41796

Telephone: +49-6734-9622-0
Telefax: +49-6734-9622-2222

E-Mail: info@aesku.com
Internet: www.aesku.com

Personally Liable Partner

Aesku Verwaltungs GmbH

District Court — Register Court Mainz: HRB 44372
Managing Director: Dr. Torsten Matthias

Registered Office: Wendelsheim

Value Added Tax Identification Number: DE296332404

Legal Notice/Disclaimer

Thank you for visiting our website or reading our Product Catalogue, Product Guide in printing or our other published product descriptions to
obtain information about the Aesku.Diagnostics (= Aesku.Diagnostics GmbH & Co. KG and companies affiliated with it) products and
services.

Please find below our legal notice:
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Trademarks

All trademarks (® or TM marks) used in this publication are the property of Aesku.Diagnostics unless otherwise noted or in any other way per-
ceivable as the mark of a third party. Any unauthorized use of such trademarks is expressly prohibited and is a violation of the relevant
Aesku.Diagnostics rights.

Limited Liability

Allinformation, documents, illustrations, photographs, graphics, animations and films provided on our website or in our Product
Catalogue, Product Guide or in our other published product descriptions concerning Aesku.Diagnostics products or services are for
information purposes only and may deviate from the product delivered or the service rendered.

All information, documents, illustrations, photographs, graphics, animations and films provided on our website or in our Product
Catalogue, Product Guide or in our other published product descriptions concerning Aesku.Diagnostics products or services were compiled
to the best of our knowledge using professional diligence. They do not make representation or give a warranty. In this respect the
information for the concrete order is solely controlling.

Should any special advice or instruction be needed, sales@aesku.com may be contacted.

Availability of Products and Services

Allinformation, documents, illustrations, photographs, graphics, animations and films provided on our website or in our Product
Catalogue, Product Guide or in our other published descriptions concerning Aesku.Diagnostics products or services are checked, operated
und updated by Aesku.Diagnostics at Wendelsheim/Germany. Aesku.Diagnostics gives no guarantee that the information,
documents, illustrations, photographs, graphics, animations and films are correct worldwide and, in particular, that products and services
will be available worldwide at all, at the same time and with the same appearance, in the same size or on the same conditions. Products
and services mentioned may come in different packaging, package sizes or with different lettering, coloring, design or markings,
trademarks, depending on the coun-try or jurisdiction.

Sale of AESKU.GROUP Products and Services
The products and services of Aesku.Diagnostics are sold in accordance with the current version of our General Terms and Conditions.
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EXPERTS IN DIAGNOSTICS
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