CLINICAL TRIAL & DRUG SAFETY

EXPERTISE

Resources
Role

Expertise

U ADR Case Processing (Medical Review, Cau-
sality and Medical Assessment)

U Periodic Reporting (PSUR, PADER, Annual
Safety Reports)

% Clinical Trials Safety Management (SAEs, SU-
SARs, AEs)

G Clinical Trials Project Management (Trials,
Data Safety Monitoring Boards)

U Development of Trial Documents (Protocols,
Investigators Brochures, Study Reports)

% Medical Monitoring

INFORMATION ABOUT DR VIOLA
SCHULTZE

Viola Schultze, MD, PhD, qualified in
Medicine in Germany, at Free Universi-
ty Berlin and became an Expert in Gen-
eral Medicine (Clinical background: gas-
troenterology, infectious diseases).

She was employed in pharmaceutical
industry for 15 years - Chiron Vaccines,
Novartis Vaccines & Diagnostics - and
held various global managerial positions
in Clinical Research, Clinical Trials Man-
agement and Pharmacovigilance in the
field of vaccine development.

She is a member of DIA, DGPharMed,
DGPI, ISID.
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Key Advantages

Expertise
Flexibility
Smooth collaboration
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DETAILS SERVICES OFFERED

The services | offer include the whole range of
topics which come under the general heading of
clinical research, Pharmacovigilance, and medi-
cal affairs, with particular emphasis on the med-
ical aspects:

PHARMACOVIGILANCE

U ADR Case Processing (Medical Review, Causal-
ity and Medical Assessment)

U Periodic Reporting (PSUR, PADER, Annual
Safety Reports)

U Clinical Trials Safety Management (SAEs, SU-
SARs, AEs)

U Ad hoc reports for internal for regulatory pur-

poses

CLINICAL RESEARCH

& Clinical Trials Project Management (Conduct
of trials, Collaboration with CROs, Data Safety
Monitoring Boards)

U Development of trial documents (Protocols,
Investigators Brochures)

& Medical monitoring
& Study reports

U Training of trial staff

MEDICAL AFFAIRS

U Congress preparation and support

G Product related documents (e.g.,, mono-
graphs)

% Publication support

IN SHORT,

if it's to do with Clinical Research Pharma-
covigilance, and Medical Affairs most like-
ly I have done it before and | am pleased
to offer it as a service to you and your
company

Enquiries in respect of any Clinical Re-
search, Pharmacovigilance, and Medical

Affairs services are always welcome
CONTACT INFORMATION:

Office: +49(0) 2596 972 86 20
Mobile:  +49 (0)172 67 21 652
E-mail:

SchultzeV_Consultant@t-online.de



