
SocraTec R&D - a company profile
SocraTec R&D was founded in 1998 by Henning Blume and Barbara Schug.
Both founders have far-reaching experience from many years in drug research
and development, particularly in the fields of biopharmaceutics and Phase-I
clinical studies. Meanwhile they have also expanded their activities to later
stages of clinical development. SocraTec R&D operates from two locations in 
Germany: the Frankfurt/Main area and Erfurt, the capital of Thuringia.
SocraTec R&D offers a service profile at the highest professional level.

Highly experienced CRO

From the beginning SocraTec R&D was set-up with a modern quality
management concept strongly influenced by GLP- and GCP-principles. All 
processes are embedded in a comprehensive Quality Management under the
supervision of a highly experienced and independent QA-group. Biometric
services follow the standards of 21 CFR Part 11. SocraTec R&D is frequently
audited by all types of pharmaceutical companies and has been inspected by 
national EU-agencies, EMA and FDA as well as by ANVISA.

Quality Management

Phase-I Clinical Pharmacology Unit
Our Clinical Pharmacology Unit is located in the center of Erfurt. There are 58 
beds available in a modern and functionally equipped clinical ward, the use of 
which can be varied according to study requirements. Even though study
volunteers or patients and personnel are always close at hand the unit is also
easily accessible to our clients. Here, with the help of a modular organisation
principle, early phase trials with varying numbers of volunteers and patients 
and with various requirements are carried out under highly standardised 
conditions. Close cooperation with the circumjacent hospitals as well as
networks of physicians ensure rapid recruitment of symptomatic patients 
when investigating specially selected populations. In this way the advantages 
of a classical CRO are combined with those of a SMO.

Early Phase Trials

SocraTec R&D: Oncology
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The best of two worlds The methodological intricacies and complexities of oncology trials require an
intimate understanding of specific malignancies. The experience of our 
oncological experts helps optimising protocols as well as In-/Ex-criteria.

Patients enrolled in our studies are recruited according to the specific 
requirements of the individual study protocol via networks of practicing
oncologists including oncological competence centres in hospitals and
universities of the respective region. 

On the other hand, it is obvious that realisation of today's increasingly complex
and sophisticated protocols require clinical conduct in experienced Phase-I-
units resulting in tremendous advantages regarding standardisation of 
processes and quality of data.

Bioavailability and
Interaction studies

Specifically in oncological trials focusing on pharmacokinetic parameters and
requiring recruitment of relatively high numbers of patients receiving
anticancer medication, such as bioavailability/bioequivalence trials, Drug-Drug-
Interaction or Drug-Food-Interaction studies, effective recruitment and
competent Phase-I-setting is crucial.

Especially in those cases in which the medication of interest is well established 
and used in therapy, and thus, high-ranking publication is not in focus 
realisation in universities suffer from siginificant competition with other
projects. In such oncological trial settings, our concept brings in its full benefit.

Professional conduct Recruited patients are hospitalised in our experienced Phase-I-unit for conduct
of the clinical trial. There the patients undergo the Informed Consent
Procedure  and the study itself is run by our GCP-trained staff composed of 
investigators, study nurses and dieticians under supervision of the monitoring 
group and QAU of SocraTec R&D. This guarantees highly standardised 
processes and professional documentation.

Partnering for your oncology trials
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Patients are recruited according to
the specific requirements of the
individual study protocol via 
referring oncologists and they are 
then hospitalised in our Clinical 
Pharmacology Unit for study
conduct. Alternatively they may be
treated in the competence centers 
under our supervision depending 
on the specific conditions of the
trial.

Current Situation
The Thuringian Oncological Network has been established almost 5 years ago
covering the cities of Erfurt, Weimar, Mühlhausen and their urban hinterland. 
At present this network includes more then 10 contributing oncological sites 
and competence centers.

Thuringian Network

This network covers a vast area in the middle and Western part of Thuringia,
with significant numbers of patients and a marginal risk of potentially
competing trials.

Our second Oncological Network based on our strategic cooperation with the
Institute of Clinical Research at the Krankenhaus Nordwest in Frankfurt/Main 
pools more then 20 oncological sites across the highly populated Rhine-Main
area with the cities Frankfurt/Main, Aschaffenburg and Heidelberg.

Rhine-Main Area

Oncological indications covered so far by referrers
• Haematology / oncology 
• Gynaecology / breast cancer 
• Pulmology 
• Gastroenterology 
• Nephrology / urology 
• Neurology

The Advantages
• Availability of a high number of patients with precise diagnosis 
• Fast recruitment 
• Highly standardised study conduct 
• Audit- and inspection-ready processes, documentation and training

The Recruitment Concept
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Reliability and Quality
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SocraTec R&D GmbH 
Im Setzling 35 
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Dr. Barbara Schug 
André Warnke

Bad Homburg v. d. Höhe 
HRB 6590 

VAT ID DE197498889
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Reliability counts
SocraTec R&D now has a workforce of more than 120 skilled employees with 
extensive experience. Combined with our network of oncological sites,
competence centers and referring oncologists, which provide reliable feasibility 
assessment you can trust in, this is a unique setting ready for the conduct of 
complex clinical trials encountered in oncology.

Quality matters
Our longstanding experience in all types of Phase-I-trials allows a high level of 
scientific and medical expertise, excellent standardisation and active 
contribution of all employees to appropriate and high-end study conduct.
Further, our well-known quality level is reflected in the solid track record of our 
QA team in the management of high-level audits and inspections.

4


