AVANTYG

INSTITUTE OF CLINICAL RESEARCH

Clinical Research Associate (CRA) Advanced Level
Online Training

Date: December 12, 2025

Hour: 09:15 GMT+2

Day 1 - 12" of Decembre 2025

09:15 - 09:30 Registration

09:30 Session 1

« Virtual Clinical Trials - Basic principles

« Guidelines for Computerized Systems in Clinical Investigations
« Electronic Medical Records

« Electronic Informed Consent

« Electronic Trial Master File

« Electronic Investigator File

« Electronic patient support and data collecting

« Electronic Data Capture (eCRF)

« The concept of Certified Copies

Session 2

« Remote monitoring visit
e Remote SDR / SDV

Session 3

« Understanding Essential Documents and their management

o Cross-check of documents (Case scenarios)

Session 4

« Monitoring and safeguarding compliance to regulatory requirements, to protocol,
manuals, systems.

« Aspects of patients’ recruitment and retention (strategies on the various sites potential)
« Safety reporting

Session 5

o Fraudin Clinical Research

« Investigators anti-bribery screening
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Session 6

« Screening and site-selection activities including QV (evaluating the enrolment potential)

« Essential points of a successful IV (initiation Visit)

16:00 Coffee Break

Session 7

« Audit preparation, participation, answers

« Communication with the site, the colleagues, the sponsor

Questions and answers

16:30 Test

o Test (multiple choices)

Note: Due to the interactive nature of the Agenda, the timing may change.

Course Description

A Clinical Research Associate (CRA) is tasked with the pivotal role of ensuring that clinical trials are conducted in
strict adherence to Good Clinical Practice (GCP) protocols and all relevant legislation.

Our Clinical Research Associate (CRA) Training Programme is meticulously designed to enhance your knowledge
and skills, ensuring that you remain at the forefront of developments in the clinical research field as a fully
qualified CRA.

This fundamental "how-to" and "why" course focuses on current practice. You will learn about the CRA's role and
responsibilities in the context of the regulations and rules that govern clinical trials. You will gain insight into the
profession by looking at a day in a CRA's life. Alongside this, you will review mock-up sample protocols and study
documents to reinforce your learning.

Module 2 - CRA Training for Advanced Level is designed for experienced professionals looking to deepen their
expertise in clinical trial management. This course is ideal for senior CRAs and those aspiring to take on pivotal
roles in clinical trial management.

Why Attend Our CRA Advanced Course?

Comprehensive Curriculum: Our course covers all aspects of CRA, including regulatory requirements, ethical
considerations, and practical implementation.

Expert Trainers: Learn from experienced professionals like Catalina Sarbu, who bring real-world insights and
expertise to the training.

Interactive Learning: Engage in interactive sessions, case studies, and discussions to enhance your understanding
and application of GCP principles.

Flexible Learning Options: Attend the course online via Zoom, making it accessible to professionals worldwide.

Certification: Upon completion, receive a certification, demonstrating your competence in CRA. Participants will be
able to download their Participation Certificates directly from their accounts on www .avantyo.com

Discount: Participants in Module 1 - CRA Training for Entry Level will enjoy a 15% discount on Module 2 - CRA
Training for Advanced Level. This offer provides an excellent opportunity for those eager to continue their
professional development in the field of clinical research
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Participants Profile

The Advanced Clinical Research Associate (CRA) course is designed for experienced professionals in the clinical
research field. Here are the key profiles of participants who would benefit from this course:

Senior CRAs: Experienced Clinical Research Associates looking to deepen their expertise and take on
more advanced responsibilities.

Clinical Trial Managers: Professionals overseeing the conduct of clinical trials and ensuring compliance
with regulatory requirements.

Regulatory Affairs Specialists: Individuals responsible for ensuring that clinical trials adhere to global
regulatory guidelines.

Data Managers: Professionals managing and analysing clinical trial data, focusing on data integrity and
quality assurance.

Principal Investigators: Lead researchers responsible for the overall conduct of clinical trials at research
sites.

Project Managers: Individuals managing clinical research projects, ensuring they are completed on time
and within budget.

Quality Assurance Auditors: Professionals conducting audits to ensure compliance with GCP guidelines
and regulatory requirements.

Healthcare Professionals: Doctors, nurses, and other healthcare providers involved in clinical research and
looking to advance their careers.
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