Pharmacovigilance

The safe way to monitor medicinal products

Diapharm ensures pharmacovigilance for your medicinal products - either as full service or as customized, modular service

according to your company requirements. We fullfil all pharmacovigilance tasks according to current EU legislation and

Good Pharmacovigilance Practices (GVP). In addition we take over responsibility, for example as Qualified Person for

Pharmacovigilance (QPPV) or local contact person for pharmacovigilance for DACH and/or Benelux region.

Our range of services:

e Responsibility as EU-QPPV

e Responsibility as Graduated Plan Officer and/or local
contact person for pharmacovigilance (for DACH and/or
Benelux)

e Assessment, setup and and implementation of
pharmacovigilance (PV) systems

e Preparation and maintenance of pharmacovigilance
system master file (PSMF) and Standard Operating
Procedures (SOPs)

¢ |nternal and external PV audits

e Preparation and support for authority inspections

Diapharm GmbH & Co. KG - Germany - Austria - Netherlands - United Kingdom -

e Literature search (global, local, EudraVigilance-, and
MLM-Sceening)

e Signal management and EVDAS

e Management of Individual Case Safety reports (ICSRs)

e Preparation of periodic safety update reports (PSURs)

e Preparation and updates of risk management plans
(RMPs)

e Preparation of Educational Materials and related
authority communication

e Authority and risk communication

e Eudravigilance and xEVMPD

Contact us!

Dr. Christoph Buss
Associate Director Regulatory Affairs

& Pharmacovigilance

Further information:
Phone +49 (0)251-60935-0

info@diapharm.com

Your benefits:

e Company- and product-
specific pharmacovigilance

systems

e Quality-assured processes
according to current

guidelines

¢ Qualified staff can assume
responsibility (EU-QPPV,
local QPPV etc.)

* Provision of resources

according to clients’ needs
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