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To whom it may concern

and | am the

of the MVZ Laboratory Dr.limbach & Colleagues in

NMrtary. togthar wieITfounded the Limbach Laboratory in 1979 in Heidelberg Germany as a

small laboratory practice (www.labor-limbach.de). During the last 40

years our laboratory has developed very quickly to one of the major
private diagnostic laboratories in Germany and the major laboratory
within the meanwhile founded Holding the Limbach Group SE

(www.limbachgruppe.com).
My additional responsibilities had been and still are and include General

Lab Quality Management related to accreditation, Consultant and

Monitor of Clinical Trials and coordination of test development and

immunochemistry testing of associated laboratories. Within the past 30

years, | have been a member of different advisory panel boards for

diagnostic companies including Roche, Bayer, Siemens, Dia-Scrin, Bio-

Merieux and BRAHMS.

MVZ Labor Dr. Limbach — Key Characteristics

THE ORIGIN: COMPETENCEAND QUALITY FOR MORE THAN 40 YEARS

> Founded in 1979 H J Limbach, H J Roth

> Until1986 focus only and primarily on

specialties, radioimmunoassay testing —

nephrology & dialysis

> Today's competencies: nephrology & dialysis,

hygiene, infectiology. gynaecology, auotimmune

diagnostics

> Co-operations with other labs in Germany and

Central and Eastern Europe

wv 30 specialists in laboratory medicine,

microbiology, transfusion medicine, hygiene,

human genetics

~ 29 scientists

wv More than800 employees
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Service Offerings — Whole Portfolio

Competence and quality for mare than 40 years
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We do perform more than 3000 different tests with focus on specialities in various

diagnostic areas. More than 4.5 million patient orders were performed on an annual

basis, resulting in approximately 25 million tests per year.

Limbach Group — Key Characteristics

LARGEST GERMAN LABORATORY SERVICES GROUP

» Merger of 33 regional labs creates the Limbach

Group as holding company in 2014

» Extensive range of laboratory diagnostic services

for physicians, hospitals, patients and other

medical faclities

» Special competencies. nephrology & dialysis,

hygiene, infecticlogy, endocrinology, gynaecology,
autoimmune diagnostics

» Co-operations with other labs in Germany and

Central and Eastern Europe

» 300 specialist: Medical Doctors in laboratory
medicing, microbiology, transfusion medicine,

pathology. hygiene, human genefics

» Mere than 6.000 employees in Germany
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The Limbach Group is the largest diagnostic laboratory service provider in Germany and

will be, due to other co-operating laboratories in Bulgaria, Finland, Georgia, the

Netherlands, the Middle East, Spain, Switzerland and Poland, the largest Group in

Europe.

Laboratory Market in Germany

MARKET SHARES

_Limbach Group

] 24%
Others 39%

| Sonic 17%

Synlab 11%
Kramer 5% / Aries 9%
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For further development of our diagnostic portfolio and equipment, we started

cooperation with companies like SNIBE Diagnostics, China, some months ago, as well

as Shenzhen YHLO Biotech Co, China, via our German distributor. Initial [dea was to

implement technologies, equipment and immunological tests provided by Chinese

manufacturer.

Due to the actual SARS-CoV2 pandemic evolution, we changed our testing protocols
to focus on evaluation of antibody-tests provided by Snibe on Maglumi 800 and YHLO

on iFLASH 1800 within the last 2 to 3 weeks.

We did compare performance o

Furoimmu undiagnostik.
antibody tests from Snibe, YHLO,

Based on the evaluation data, the combined testing of 2019-nCoV IgM and IgG on

iFlaish 1800 has demonstrated excellent performance and led to the introduction of this

test as routine method in the Limbach Group, not only as a supplemental to RT-PCR,

but also to perform population screening.
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Brief summary of evaluation results, evaluation ongoing:

» Upto now, we evaluated 160 serum samples from various selected patient
groups.

» One hundred forty-four samples: neither IgM-Ab nor IgG-Ab detected (AU/ml <

10).
Seven samples: IgM-Ab positive, IgG-Ab positive
Two samples IgM-Ab ~ 7 AU/ml, IgG positive
Nine samples IgM-Ab negative, IgG-Ab positiveYY

OV

» Thirty-five samples, obtained from pregnant women in April 2019: neither IgM-Ab
nor IgG-Ab detected (AU/ml < 10).

» Tensamples from end-stage-renal-disease patients on dialysis: neither IgM-Ab
nor IgG-Ab detected (AU/ml < 10).

» Eight samples with high rheumatoid factor: neither IgM-Ab nor IgG-Ab detected

(AU/ml < 10).
> Eleven samples from healthy laboratory technicians with high concentration of

virus antibodies VGA, EBV, Parvo, CMV etc.: neither IgM-Ab nor IgG-Ab
detected (AU/ml < 10).

» Fourteen samples from healthy pregnant women: neither IgM-Ab nor IgG-Ab
detected (AU/ml < 10).

» Additional routine samples, anamnestic data requested from collection centers,

Those data will be further evaluated, when clinical data are available.

» Five patients monitored. RT-PCR positive between 3 - 5 days after onset of

symptoms. IgG-antibodies detected after 14 to 15 days, IgM-antibodies
negative.

Summary: Specific and sensitive method. Implemented in routine testing. One FLASH in

use, will be run 24/7. Second FLASH expected to be delivered on April 15%. To provide
service to all of our associated laboratories in Germany, 33 in number, and our

cooperating partner laboratories in Eastern Europe, we will have high demands for

testing capabilities. Based on the actual incoming requests we may need 500.000 tests

per month to cope with the testing requests.

Date: 04.04.2020

MV/ Laboratory Dr. Limbach & Colleagues
Within the Limbach Group SE


