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Pharmacovigilance Services

1



0 R
80 G

145 B

54 R
74 G
88 B

87 R
94 G
98 B

164 R
172 G
177 B

241 R
242 G
243 B

211 R
211 G
211 B

HWI-Farben

51 R
51 G
51 B

191 R
211 G
227 B

229 R
237 G
244 B

2

▪ HWI provides pharmacovigilance services since 2002

▪ The vigilance department is located at the HWI 
headquarter in Ruelzheim

▪ Personal: 6 QPPVs and GPOs, 13 experts, 
administrative staff

▪ Maintenance of 500 marketing authorisations 
with 250 active substances

Your Trusted Partner in 
Pharmacovigilance

HWI group I Pharmacovigilance
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We provide complete pharmacovigilance services or 
selected modules, including:

▪ Assumption of the EU-QPPV, Graduated Plan Officer and 
Information Officer roles by internal staff

▪ Individual Case Safety Report (ICSR) management

▪ Follow-up activities and MedDRA coding

▪ Signal detection, validation and evaluation

▪ Global and local literature screening

▪ Risk Management Plans (RMPs)

▪ Periodic Safety Update Reports (PSURs)

Our Pharmacovigilance Services

HWI group I Pharmacovigilance
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Our Pharmacovigilance Services

4

▪ Review and gap-analysis of your pharmacovigilance 
system

▪ Compilation and maintenance of the pharmacovigilance 
system master file (PSMF)

▪ Planning and performance of GVP-audits and self-
inspections

▪ Performance of PV-trainings

▪ Submission of data to the Medicinal Product Dictionary 
(XEVPRM/XEVMPD)

▪ We have our own comprehensive GVP-compliant 
pharmacovigilance system (incl. CTD Module 1.8.1).

HWI group I Pharmacovigilance
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Software Made by Experts for
Experts

5

▪ In 2020, HWI founded a Digital Services department to 
create tailormade apps for the pharmaceutical services.

▪ Apps are created in close collaboration between data 
scientists, pharmacovigilance experts, and QA experts to 
ensure regulatory compliance and adherence to best 
practices (GxP).

▪ Design Thinking methodology & modern software 
development methods are used to fuel innovation and 
create modular, easy-to-use apps.

HWI group I Pharmacovigilance

Data scientists

QA expertsVigilance experts
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6

Document Retrieval & Augmentation Pipeline

HWI group I Pharmacovigilance

Search via 
PubMed API

Full-text retrieval
Statistical 
and AI analysis

Creation of 
annotated article
dossiers

fully automated process
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7

Literature Assessment & Search Profile Management in the 
Vigilance App

HWI group I Pharmacovigilance
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Key Benefits of App-driven 
Literature Assessment

8

▪ End-to-end documentation with detailed audit trails

▪ Experts assisted by AI-based suggestions & smart 
highlights

▪ Guided workflows & data validation reduce risk of 
errors

▪ Digital connections to other pharmacovigilance 
processes can leverage synergies to create a 360° 
approach to drug safety

HWI group I Pharmacovigilance
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Thank you for your attention.
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Lilia Selinger│Head of Sales
Mobil: +49 172 2113128│Email: sales@hwi-group.de

Silvia Öttl│Sales Manager
Phone: +49 7272 7767-2561│Email: sales@hwi-group.de
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