





OUR SERVICES

Medical & Regulatory
Consultancy
* Strategic consulting and planning

* Feasibility assessments
and reports

¢ Organization of scientific
advisory
board meetings

Project Management
* TrialWorks™, CTMS

Clinical Monitoring
¢ TrialWorks™, CTMS

Data Management

+ Clintrial™
* Oracle Clinical™/Oracle TMS™
* Web-based EDC systems

* Medical Encoding
- MedDRA
- WHO-DD

Biostatistics

Statistical consulting

and planning
* Randomisation

* SAS® for statistical reporting

Pharmacovigilance
* Eudravigilance reporting

* ClinTrace™
Medical Writing
Quality Assurance

Regﬁlatory Affairs
Preparation of IMPD and

Investigators Brochures

Preparation, submission and

management of CTA

Documentation reviews
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