VIGILANCE

We give safety our full attention



Key Facts Vigilance

= AE/SAE management and reporting services for clinical and non-interventional
studies with medicinal products or medical devices

= from complete end-to-end solutions to selected services
= team of experienced clinical safety staff members, mostly medical doctors
= continuous training on novel regulations and sponsor’s vigilance SOPs

= training of in-house staff and CRAs on unique vigilance requirements of
the project



Services Vigilance

vigilance management

fully customised vigilance management

SAE/AE/incidence handling
(documentation, follow-up, reporting)

medical vigilance-related analysis

SAE/AE/incidence data management
(tracking, line listings, data entry,
query management)

free text check for potentially
unreported SAE/AE/incidences

spontaneous adverse event reporting
medical coding of events

reconciliation between sponsor safety
database and study database

reporting & writing

e(S)AE reporting — direct report
generation from the eCRF

medical writing (narratives, CIOMS,
annual safety reports)

safety and SUSAR reporting to
investigators, Ethics Committees,
Authorities

literature services
(search, review, summaries)
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