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®CEDIA
Cloned Enzyme 
Donor Immunoassays

The field of drugs of abuse and 

toxicology screening is constantly 

changing. With many years 

experience developing 

immunoassays, we are able to 

anticipate future drug screening 

needs and provide innovative 

solutions. Offering the most 

extensive menu in the industry, we 

continue helping our customers to 

meet their distinct testing 

requirements.

®The Microgenics CEDIA  product line 

offers a comprehensive range of Drugs 

of Abuse tests, including several unique 

assays, for your changing drug 

screening needs. Optimised for many 
®instrument platforms, CEDIA  assays 

are valued worldwide for their superior 

performance and stability 

characteristics.

Most Comprehensive Range 

of Drugs of Abuse Tests

Ordering Information

Size    / Number 1 Size    / Number 2 Size    / Number 3

Amphetamines / Ecstasy TSC      /  1 001 04 MCC    /  1 001 03 LC        /  1 000 40

Barbiturates TSC      /  1 000 84 MCC    /  1 000 93 LC        /  1 661 213

Benzodiazepines TSC      /  1 000 85 MCC    /  1 000 94 LC        /  1 775 561

Buprenorphine TSC      /  1 001 90 MCC    /  1 002 40

Cocaine TSC      /  1 000 86 MCC    /  1 000 95 LC        /  1 661 230

LSD   SC      /  1 732 137 MC      /  1 732 145

Methadone TSC      /  1 000 88 MCC    /  1 000 97 LC        /  1 730 916

Methadone Metabolite (EDDP) TSC      /  1 000 87 MCC    /  1 000 96 LC        /  1 868 217

Multi-Level THC TSC      /  1 000 91 MCC    /  1 001 00 LC        /  1 661 256

Opiates TSC      /  1 000 89 MCC    /  1 000 98 LC        /  1 661 248

Heroin Metabolite (6-AM) TSC      /  1 001 07 MCC    /  1 001 08 LC        /  1 001 86

PCP TSC      /  1 001 72 MCC    /  1 001 73 LC        /  1 815 784

Propoxyphene TSC      /  1 001 70 MCC    /  1 001 71 LC        /  1 661 523

Sample Check MC      /  1 815 555

®CEDIA  Cloned Enzyme Donor Immunoassays

Please contact your local Microgenics representative for further details.

CEDIA  is a registered trademark of Roche Diagnostics®

Recombinant bioengineering 

technology ensures consistent 

lot-to-lot performance

Virtually no signal in the absence of 

drug due to two separate inactive 

enzyme fragments

Both qualitative and semi-

quantitative testing possible

Extended linear assay range ensures 

excellent semi-quantitative 

performance

Key Features

Liquid stable, ready-to-use Multi-

Drug Calibrators and Controls

Measurement at 570 nm enables 

whole blood and serum testing

Barcoded reagents for Hitachi 

Analysers (911, 912, 917 and Modular)

Applications for major clinical 

chemistry analysers

Reagent bottles fit directly onto most 

clinical chemistry analysers

Analyte Cut-off Linearity*
(ng/mL) (ng/mL)

Amphetamines / Ecstasy 300
500 0 - 5000
1000

Barbiturates 200 0 - 3000
300

Benzodiazepines 200 0 - 5000
300

Buprenorphine 5 0 - 75

Cocaine 150 0 - 5000
300

LSD 0,5 0 - 3

Methadone 300 0 - 1000

Methadon Metab. (EDDP) 100 0 - 2000

Multi-Level THC 25
50 0 - 150
100

Opiates 300 0 - 2000

Heroin Metabolite (6-AM) 10 0 - 20

PCP 25 0 - 150

Propoxyphene 300 0 - 5000
* for semi-quantitative testing

®CEDIA  - Technology
based on genetic engineering of enzyme fragments
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The Thermo Scientific CEDIA Heroin Metabolite
(6-Acetyl-morphine) is an innovative homogenous
immunoassay that can be used in combination
with the CEDIA Opiate assay to identify:
• Opiate positive samples that are positive

because of Heroin intake
• Opiate positive samples that are positive due

to morphine intake, prescription medication
and/or poppy seed ingestion.

Introduction

Ordering Information
Product Size Number
Heroin Metabolite (6-AM)

Negative Calibrator
Cut-off Calibrator
High Calibrator
MGC Select DAU Control Set

TSC 3 x 17 mL R1 & 3 x 17 mL R2 1 001 07
MCC 65 mL R1 & 65 mL R2 1 001 08
0 ng/mL 5 mL 1 557 416
10 ng/mL 5 mL 1 000 31
20 ng/mL 5 mL 1 000 34
7.5 ng/mL / 12.5 ng/mL 3 x 5 mL each level 1 002 02

Clinical Diagnostics Europe Canada Australia / Asia Pacific
Passau, Germany Mississauga, Canada Auburn, Australia
+49 (0)851 88689 0 (+1) 905 286 4290 ext. +61 (0)2 964 995 99
cdx.de.info@thermofisher.com howard.lee@thermofisher.com sales.diagnostics@thermofisher.com

www.thermo.com

Key Features

Product Specifications
Specifications and Ordering Information

Substance Concentration
tested (ng/mL)

Codeine
Dihydrocodeine
Hydrocodone
Hydromorphone
Morphine
Morphine-3-Glucuronide
Morphine-6-Glucuronide
Norcodeine
Normorphine

500 000
500 000
300 000
10 000
9 000
600 000
600 000
600 000
30 000

• Only immunoassay available for
specifically detecting heroin abuse

• Excellent specificity no interference
from Morphine metabolites

• Excellent sensitivity Cut-off
10 ng/mL; LDD ~ 0,6 ng/mL

• Fully automated semi-quantitative or
qualitative results in minutes

• Improved efficiency in drug screening -
eliminates the need for expensive and
time consuming confirmation testing

→

→
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Thermo Scientific
CEDIA Heroin Metabolite
(6-AM) Assay

A major task in urine drug testing

is to detect heroin intake.

The most common way of doing

this is by using morphine as the

analytical target in opiate

immunoassay screening. However,

this strategy leads to false-positive

results because morphine is not a

metabolite unique to heroin and to

false negative results due to a

typical heroin metabolism pattern.

Cross Reactivity

102 4

0 100

GC/MS

+ -

+

-

CEDI Heroin Metabolite (6-AM)A

Accuracy: Specificity/Sensitivity Box

The CEDIA Heroin Metabolite (6-AM)
Assay can also be used as a stand-
alone assay when heroin intake is the
reason for testing.
Recently, cases have been reported
where individuals were indentified with
an atypical heroin metabolism pattern.
These individuals were negative for
opiates in urine using a 300 ng/ml cut-
off, although Heroin Metabolite (6-AM)
was present in the urine using a
10 ng/ml cut-off. In these cases, heroin
intake could only be detected by using
the CEDIA 6-AM assay .*

*Beck, Böttcher. Paradoxical Results in Urine Drug Testing for
6-Acetylmorphine and Total Opiates: Implications for Best Analytical
Strategy. Journal of Analytical Toxicology, Vol.30, March 2006

CEDIA
Opiate Assay

Positive Negative

CEDIA
6-AM Assay

No opiate or
opiate-like intake

Negative

Morphine intake
Prescription medication

Poppy seed ingestion

Positive

Heroin intake

Precision

Negative Control Cut-off Positive Control

n 120 120 120

Mean 437 467 494

SD 5.2 5.5 5.5

CV 1.2 1.2 1.1

Within-run Precision

(%)

Negative Control Cut-off Positive Control

n 120 120 120

Mean 437 467 494

SD 6.4 8.0 8.3

CV 1.5 1.7 1.7

Total Precision

(%)

The following compounds were tested with the CEDIA
Heroin Metabolite (6-AM) Assay and yielded negative
results against the cut-off calibrator (10 ng/mL):

Precision study following NCCLS replication validation

Sensitivity: 96.2 %

Specificity: 100.2 %

3 of the 4 samples contain 10.4, 10.5 and

11.2 ng/mL 6-Acetylmorphine by GC/MS.

Specifications and Ordering Information

QMS Teicoplanin - The Assay

Teicoplanin - The Drug

The QMS Teicoplanin Immunoassay is intended for
the quantitative determination of Teicoplanin in
human serum or plasma on automated clinical
chemistry analysers as an aid in the management of
patients receiving Teicoplanin therapy.

Teicoplanin (Targocid ) is a bactericidal glycopeptide
antibiotic, produced by fermentation of

. Similar to Vancomycin, Teicoplanin
is active against both aerobic and anaerobic Gram
Positive bacteria. It is used for the treatment of
moderate to severe infections (including MRSA
infections). Determination of Teicoplanin
concentration may optimise therapy. Trough levels
should be at 10 to 25 μg/mL and peak levels between
20 and 50 μg/mL.

®

Actinoplanes
Teichomyceticus

Ordering Information
Product Description Format Product Code
QMS Teicoplanin

QMS Teicoplanin Calibrator Set
QMS Teicoplanin Control Set

Reagent 1: 21 mL (Antibody Reagent) 0 374 645
Reagent 2: 1 x 9 mL (Microparticle Reagent)
6 x 1.0 mL 0 374 652
Tri-level - 3 x 2.0 mL 0 374 660

Key Features

Product Specifications

• Liquid stable and ready-to-use reagents
• Excellent correlation to the Innofluor Teicoplanin assay
• Optimal sensitivity (LOQ is < 3.0 μg/mL),

dynamic range (3 - 100 μg/mL) and total precision (< 6%)
• Exceptional on-board reagent stability 30 days
• Calibration curve stability > 7 days
• No interference with endogenous substances and prescription drugs
• Applicable on a variety of clinical chemistry analysers including

the Thermo Scientific CDx 90
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Thermo Scientific
QMS Teicoplanin Assay

The field of drug testing is

constantly changing, with many

years of experience in developing

assays, we are able to anticipate

future drug testing needs and to

provide innovative total test

solutions. Offering the most

extensive menu in the industry, we

continue helping our customers to

meet their distinct drug testing

requirements.

QMS - The Technology

Performance  Characteristics

Sensitivity / Limit of Quantitation (LOQ)

Assay Range

Accuracy / Recovery

Precision

T

Representative performance results obtained on a commercially available automated clinical
chemistry analyser that employs the turbidimetric quantitative analysis are shown below.

The LOQ of the QMS Teicoplanin assay is defined as the lowest concentration for which
acceptable inter-assay precision and recovery is observed. The LOQ was determined to
be < 3.0 μg/mL.

The assay range is 3 to 100 μg/mL.

Accuracy by recovery was determined by spiking Teicoplanin into human serum. A mean of the replicates for each sample was
determined and percent recovery calculated.  All samples within the assay range passed specifications of 100 ±10%.

A tri-level human serum based control containing Teicoplanin was used in the study. Each level of control was assayed in
duplicate twice a day for 20 days. The results of the precision study demonstrate exceptional precision and are summarised
below.

he Quantitative Microparticle System (QMS) technology uses stable and reproducible microparticles. This particle-enhanced
turbidimetric technology is suitable for the measurement of blood levels of therapeutic drugs (TDM) in areas such as infection,
epilepsy, cardiology and pain management as well as organ transplantation.

European Headquarters
Thermo Fisher Scientific
Microgenics GmbH Products

Spitalhofstrasse 94
D-94032 Passau
Germany

Phone +49/(0)851/886890
Fax +49/(0)851/8868910

Email: cdx.de.info@thermofisher.com
www.thermoscientific.com

© 2011 Thermo Fisher Scientific Inc. All rights reserved.

Method Comparison

Correlation results were obtained by measuring 100 clinical patient samples with the QMS Teicoplanin
Assay and Innofluor Teicoplanin Assay. The results demonstrated excellent correlation between the
two technologies. The results of the regression analysis are shown below.

Methods N Deming Passing-Bablok R

Slope Intercept Slope Intercept

100 0.93 0.29 0.94 0.17 0.98
(0.89 to 0.96) (-0.60 to 1.17) (0.90 to 0.97) (-0.50 to 0.76)

QMS
vs.
Innofluor

Target Mean Within Between Between Total
Sample Value N (μg/mL) Run Run Day %CV

(μg/mL) %CV %CV %CV
10 80 9.8 1.7 1.6 3.7 4.4
35 80 37.4 1.9 0.4 2.7 3.4
75 80 75.2 4.2 0.9 2.0 4.7

Control Level 1
Control Level 2
Control Level 3
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The Thermo Scientific CEDIA Heroin Metabolite
(6-Acetyl-morphine) is an innovative homogenous
immunoassay that can be used in combination
with the CEDIA Opiate assay to identify:
• Opiate positive samples that are positive

because of Heroin intake
• Opiate positive samples that are positive due

to morphine intake, prescription medication
and/or poppy seed ingestion.

Introduction

Ordering Information
Product Size Number
Heroin Metabolite (6-AM)

Negative Calibrator
Cut-off Calibrator
High Calibrator
MGC Select DAU Control Set

TSC 3 x 17 mL R1 & 3 x 17 mL R2 1 001 07
MCC 65 mL R1 & 65 mL R2 1 001 08
0 ng/mL 5 mL 1 557 416
10 ng/mL 5 mL 1 000 31
20 ng/mL 5 mL 1 000 34
7.5 ng/mL / 12.5 ng/mL 3 x 5 mL each level 1 002 02

Clinical Diagnostics Europe Canada Australia / Asia Pacific
Passau, Germany Mississauga, Canada Auburn, Australia
+49 (0)851 88689 0 (+1) 905 286 4290 ext. +61 (0)2 964 995 99
cdx.de.info@thermofisher.com howard.lee@thermofisher.com sales.diagnostics@thermofisher.com
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Key Features

Product Specifications

Specifications and Ordering Information

Substance Concentration
tested (ng/mL)

Codeine
Dihydrocodeine
Hydrocodone
Hydromorphone
Morphine
Morphine-3-Glucuronide
Morphine-6-Glucuronide
Norcodeine
Normorphine

500 000
500 000
300 000
10 000
9 000
600 000
600 000
600 000
30 000

• Only immunoassay available for
specifically detecting heroin abuse

• Excellent specificity no interference
from Morphine metabolites

• Excellent sensitivity Cut-off
10 ng/mL; LDD ~ 0,6 ng/mL

• Fully automated semi-quantitative or
qualitative results in minutes

• Improved efficiency in drug screening -
eliminates the need for expensive and
time consuming confirmation testing

→

→
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Thermo Scientific
CEDIA Heroin Metabolite
(6-AM) Assay

A major task in urine drug testing

is to detect heroin intake.

The most common way of doing

this is by using morphine as the

analytical target in opiate

immunoassay screening. However,

this strategy leads to false-positive

results because morphine is not a

metabolite unique to heroin and to

false negative results due to a

typical heroin metabolism pattern.

Cross Reactivity

102 4

0 100

GC/MS
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+

-

CEDI Heroin Metabolite (6-AM)A

Accuracy: Specificity/Sensitivity Box

The CEDIA Heroin Metabolite (6-AM)
Assay can also be used as a stand-
alone assay when heroin intake is the
reason for testing.
Recently, cases have been reported
where individuals were indentified with
an atypical heroin metabolism pattern.
These individuals were negative for
opiates in urine using a 300 ng/ml cut-
off, although Heroin Metabolite (6-AM)
was present in the urine using a
10 ng/ml cut-off. In these cases, heroin
intake could only be detected by using
the CEDIA 6-AM assay .*

*Beck, Böttcher. Paradoxical Results in Urine Drug Testing for
6-Acetylmorphine and Total Opiates: Implications for Best Analytical
Strategy. Journal of Analytical Toxicology, Vol.30, March 2006

CEDIA
Opiate Assay

Positive Negative

CEDIA
6-AM Assay

No opiate or
opiate-like intake

Negative

Morphine intake
Prescription medication

Poppy seed ingestion

Positive

Heroin intake

Precision

Negative Control Cut-off Positive Control

n 120 120 120

Mean 437 467 494

SD 5.2 5.5 5.5

CV 1.2 1.2 1.1

Within-run Precision

(%)

Negative Control Cut-off Positive Control

n 120 120 120

Mean 437 467 494

SD 6.4 8.0 8.3

CV 1.5 1.7 1.7

Total Precision

(%)

The following compounds were tested with the CEDIA
Heroin Metabolite (6-AM) Assay and yielded negative
results against the cut-off calibrator (10 ng/mL):

Precision study following NCCLS replication validation

Sensitivity: 96.2 %

Specificity: 100.2 %

3 of the 4 samples contain 10.4, 10.5 and

11.2 ng/mL 6-Acetylmorphine by GC/MS.

Specifications and Ordering Information

QMS Teicoplanin - The Assay

Teicoplanin - The Drug

The QMS Teicoplanin Immunoassay is intended for
the quantitative determination of Teicoplanin in
human serum or plasma on automated clinical
chemistry analysers as an aid in the management of
patients receiving Teicoplanin therapy.

Teicoplanin (Targocid ) is a bactericidal glycopeptide
antibiotic, produced by fermentation of

. Similar to Vancomycin, Teicoplanin
is active against both aerobic and anaerobic Gram
Positive bacteria. It is used for the treatment of
moderate to severe infections (including MRSA
infections). Determination of Teicoplanin
concentration may optimise therapy. Trough levels
should be at 10 to 25 μg/mL and peak levels between
20 and 50 μg/mL.

®

Actinoplanes
Teichomyceticus

Ordering Information
Product Description Format Product Code
QMS Teicoplanin

QMS Teicoplanin Calibrator Set
QMS Teicoplanin Control Set

Reagent 1: 21 mL (Antibody Reagent) 0 374 645
Reagent 2: 1 x 9 mL (Microparticle Reagent)
6 x 1.0 mL 0 374 652
Tri-level - 3 x 2.0 mL 0 374 660

Key Features

Product Specifications

• Liquid stable and ready-to-use reagents
• Excellent correlation to the Innofluor Teicoplanin assay
• Optimal sensitivity (LOQ is < 3.0 μg/mL),

dynamic range (3 - 100 μg/mL) and total precision (< 6%)
• Exceptional on-board reagent stability 30 days
• Calibration curve stability > 7 days
• No interference with endogenous substances and prescription drugs
• Applicable on a variety of clinical chemistry analysers including

the Thermo Scientific CDx 90
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Thermo Scientific
QMS Teicoplanin Assay

The field of drug testing is

constantly changing, with many

years of experience in developing

assays, we are able to anticipate

future drug testing needs and to

provide innovative total test

solutions. Offering the most

extensive menu in the industry, we

continue helping our customers to

meet their distinct drug testing

requirements.

QMS - The Technology

Performance  Characteristics

Sensitivity / Limit of Quantitation (LOQ)

Assay Range

Accuracy / Recovery

Precision

T

Representative performance results obtained on a commercially available automated clinical
chemistry analyser that employs the turbidimetric quantitative analysis are shown below.

The LOQ of the QMS Teicoplanin assay is defined as the lowest concentration for which
acceptable inter-assay precision and recovery is observed. The LOQ was determined to
be < 3.0 μg/mL.

The assay range is 3 to 100 μg/mL.

Accuracy by recovery was determined by spiking Teicoplanin into human serum. A mean of the replicates for each sample was
determined and percent recovery calculated.  All samples within the assay range passed specifications of 100 ±10%.

A tri-level human serum based control containing Teicoplanin was used in the study. Each level of control was assayed in
duplicate twice a day for 20 days. The results of the precision study demonstrate exceptional precision and are summarised
below.

he Quantitative Microparticle System (QMS) technology uses stable and reproducible microparticles. This particle-enhanced
turbidimetric technology is suitable for the measurement of blood levels of therapeutic drugs (TDM) in areas such as infection,
epilepsy, cardiology and pain management as well as organ transplantation.
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Method Comparison

Correlation results were obtained by measuring 100 clinical patient samples with the QMS Teicoplanin
Assay and Innofluor Teicoplanin Assay. The results demonstrated excellent correlation between the
two technologies. The results of the regression analysis are shown below.

Methods N Deming Passing-Bablok R

Slope Intercept Slope Intercept

100 0.93 0.29 0.94 0.17 0.98
(0.89 to 0.96) (-0.60 to 1.17) (0.90 to 0.97) (-0.50 to 0.76)

QMS
vs.
Innofluor

Target Mean Within Between Between Total
Sample Value N (μg/mL) Run Run Day %CV

(μg/mL) %CV %CV %CV
10 80 9.8 1.7 1.6 3.7 4.4
35 80 37.4 1.9 0.4 2.7 3.4
75 80 75.2 4.2 0.9 2.0 4.7

Control Level 1
Control Level 2
Control Level 3
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