Clinical Data Manager | EDC Build and Data Cleaning
FIRSTNAME LASTNAME

Cologne, Germany | firstname.lastname@email.com
linkedin.com/in/yourname

Profile

Clinical Data Manager with six years of experience at a CRO and a sponsor, from database design
to database lock in phase | to lll studies. Writes data management plans and edit check
specifications, oversees EDC builds and leads data cleaning to lock. Works with CDISC CDASH
and SDTM standards.

Career highlights

» Led data management on 12 studies through database lock, all on or ahead of the planned
date.

» Reached database lock eight days after last patient last visit in a phase Il study.
* Reduced manual queries by 40 percent with better edit check design.
* Oversaw two vendors for external data such as central lab and ECG.

Professional experience

Clinical Data Manager March 2022 to present
Biopharmaceutical sponsor (example) Cologne, Germany

* Write data management plans, CRF completion guidelines and edit check specifications.
* Oversee CRO data management and review metrics weekly.
» Lead user acceptance testing of EDC builds in Medidata Rave.

Clinical Data Associate January 2020 to February 2022
Global CRO (example) Dusseldorf, Germany

» Raised and resolved queries and reconciled SAE data with safety.
» Coded adverse events and medications in MedDRA and WHODrug.
* Prepared data for interim analyses.

Education
University of Cologne. Master of Science in Biology, 2019

Further training
Certified Clinical Data Manager, SCDM (2023) | CDISC CDASH (2021)

Languages
German (native) | English (business fluent)

Core competencies

Data management plans | eCRF design | Edit checks | Medidata Rave | Veeva CDMS | User
acceptance testing | Query management | MedDRA and WHODrug | CDISC CDASH and SDTM |
Database lock
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