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Clinical Trials

Clinical Trial Preparation

Monitoring and CT Management

Feasibility studies, start-up support
Selection of qualified investigators and trial sites

Preparation of study documents (Protocol, Investigator Brochures, Informed
Consent Form, questionnaires, manuals, etc.)

Protocol and medical writing
Statistical support, clinical trial design
Submission to regulatory authorities and ethics committees

Co-ordination of preparation tasks, investigator meetings

Medical Services

e Medical support of project teams

e 24/7 medical support, ongoing medical safety review
e Medical review of clinical study reports
e Provision of medical expert opinions

e Medical reporting (interim, final and safety reports)

Site management, communication with investigators, on-site activities
Trial monitoring in compliance with Good Clinical Practice (GCP)

Data management and statistical data processing

Identification of changes and evaluation of regulatory aspects
Overseeing the progress of clinical trials

Support for fast recruitment

Ensuring protocol compliance

Applying SOPs, GCP and applicable regulatory requirements

Setting up of adequate procedures for quality control and quality assurance
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Support of the Investigators

Preparation of Standard Operating Procedures (SOPs)
Good Clinical Practice training

Good Laboratory Practice training

Good Manufacturing Practice for advanced therapies

Legal aspects of CTs, data protection, insurance

\ ‘ Pharmacovigilance

e QPPV service

‘v e Immediate reporting of SAEs to the sponsor

e Reporting of SUSARS and all safety issues to the authorities and ethics

committee

ethics committee

‘ e Transmission of safety reports to the investigators

e |mmediate hazard management

Risk Management

Risk management plan
Continuous follow-up and evaluation of risks

Quality assurance and Quality Control, QA/QC Audits
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e Submission of annual safety reports to the competent authority and the



