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Work experience

1. Employer: Paul-Ehrlich-Institut (PEI), Federal Institute for Vaccines and Biomedicines
e  Position: Scientific Regulatory Assessor
e Activities actual
e (i) Assessment of scientific data regarding (a) Pharmaceutical Quality, (b) Non-Clinic, (c)
biomarkers and corresponding assays, (d) Companion Diagnostics (CDx), (e) personalized
predictive biomarker guided medicinal products. Concerned are scientific data submitted in the
context of Clinical Trial Applications (CTA), CDx Performance Study Applications (acc. IVDR),
Decentralized / Centralized (EMA) Marketing Authorization Applications, Centralized (EMA) CDx
Consultation Procedures (acc. IVDR) and any Follow-On Procedure for biopharmaceuticals /
Biotechs (e.g., monoclonal antibodies, biosimilars, immunoglobulins, fusion proteins, ADCs)
e (ii) Scientific Advice for Medicinal Products (National & EMA level) and CDx (National level)
(iii) National and third country (US, Asia) GMP inspections
(iv) European Working Party activity: see below

Activities past

(i) Scientific (sub)project leader in experimental cancer research and neuropharmacology
research (mutagenesis, carcinogenesis, DNA repair, diagnostic and predictive biomarkers and
corresponding assays, IVD development, chemo- and targeted therapy / therapy resistance,
development of therapeutic monoclonal antibodies

e (ii) in parallel to (i): Head clinical core facility: "SNP Genotyping Center" at the West German
Headache Center; before: Head core facility: "Monoclonal Antibody Development and Production
Unit" of the Institut of Cell Biology (Cancer Research) [IFZ] at the West German Cancer Center
[WTZE]

Education and training

1. Subject:
e Qualification: Degree of Ph.D. (Cell Biology)
e Country: Germany

2. Subject:
e Qualification: Postgraduate certificate for the post graduate programme on “cellular and
molecular biology of normal and malignant cell systems”
e Organisation: Deutsche Forschungsgemeinschaft, DFG (German Research Foundation, DFG)
e Country: Germany

3. Subject:

e Qualification: Science degree in biology (Diploma) (Microbiology, Biotechnology and
Molecular Genetics)

e Organisation: Heinrich-Heine-University Disseldorf

e Country: Germany
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Projects

Membershi ps Regulatory-Scientific Memberships:

- EU Combine Project (member)

- EMA CHMP/CAT Companion Diagnostic Expert Group (chair)

www.ema.europa.eu/en/ i worki i th Lch king-parti ther-groups/. it It ic-cd ri-group

- EMA Combination Products Operational Group - IVD stream (member)

www.ema.europa.eu/en/h: equlatorv-overview/medical-d:

- EMA Methodology Working Party (member)

www.ema.europa.eu/en/ i 'working-| ies-other-aroups/chmp/ king-party

- EMA: Specialised Interest Area (SIA) Pharmacogenomics (leadership team)
- EMA Methodology European Specialized Expert Community (ESEC) (member)
- EMA Oncology European Specialized Expert Community (ESEC) (member)

Acad P M, F hip

- German Society for Research on DNA Repair (DGDR)

dadr6.webnode.page
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/methodology-working-party
https://dgdr6.webnode.page/

