CARDIZLYSIS

Clinical Trial Management - Core Laboratories

Do you have experience as a CRA and would you like to develop yourself further?
Then we are looking for you.

In connection with the expansion of our Site Management & Safety Department, we are looking for a:

Clinical Research Associate (CRA)

Who are we?

Cardialysis is a leading cardiovascular research organization in the forefront of innovation and
with a global reputation for landmark clinical trials, based in Rotterdam, The Netherlands. We
execute activities nationally, in Europe, and globally. We conduct cardiovascular clinical
investigations for early feasibility, pivotal trials, phase lll, post-marketing and registry studies
with medical devices and medicines.

We provide services in the field of Project Management, Monitoring, Safety Reporting, Data
Management and Biostatistics. Our clients include both cardiology device industries and
pharmaceutical companies. Cardialysis also offers a state-of-the-art imaging Core Laboratory,
primarily studying coronary imaging and non-invasive cardiac imaging modalities.

What are you going to do?

As a (Sr.) Clinical Research Associate (CRA), you have an important role in setting up, supervising
and coordinating clinical research. You will do this under the supervision of the Project Manager
and within a diverse project team.

Because you will participate in national and international projects, you sometimes will have to
travel. Within the different countries in which the studies are executed, there will be local CRAs
assigned to the studies working with you. Depending on your level of experience, you will be
asked to manage the country-based CRA’s together with the Project Manager.

Cardialysis contributes to the development of products and treatment strategies that can make
a difference for patients. At Cardialysis you will find passionate colleagues who want to work with
you on new developments. Within Cardialysis you can develop yourself broadly as a CRA. You will
not only perform on-site monitoring, remote site management and regulatory submissions, but
also conduct many other facets of clinical research, such as designing CRFs, collaborate with the
Cardialysis Core Lab (for image analysis), attend sponsor and investigator meetings, perform data
cleaning activities and conduct Clinical Event Committee and DSMB meetings.

What do we ask?
The candidates we are looking for have at least:

e Experience as a CRA/ monitor of at least 1 year.

e Experience with on-site monitoring and site management.

e Experience with regulatory submissions to Medical Ethics Committees and competent
authorities is a plus.

e Knowledge of ICH-GCP and preferably also of 1SO14155, MDR and CTR.

e A completed (bio)medical education either at university level or university of applied
sciences level (at least a Bachelor degree, a Master’s degree is preferred).

e Aresults, solution oriented and professional attitude, being proactive and flexible.
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e Experience in the field of cardiology studies and/or medical device sector is a plus.

e Dutch-speaking (native or fluent) and good communication skills in English. Additional
fluent languages are a plus, such as French; Spanish; German or Italian.

e Willingness to travel for site monitoring visits in The Netherlands and Belgium and
occasionally to other European countries, if applicable.

e The ability to think creatively and to be comfortable with finding new and unfamiliar
tasks.

e Availability to work 32 hours per week.

What do we offer?

We have good working conditions and facilities. We are located in the middle of the lively center
of Rotterdam and are easily accessible by car and public transport. Cardialysis is a hands-on
organization with quality and attention to details as top values. You will work in a team with
committed colleagues. You will basically work from our office in Rotterdam, combined with
home-work.

Is it possible to join Cardialysis if you come from other European country?

If you are based outside The Netherlands, are a citizen of a European country, you may apply to
this position, considering language requirements. Please note that Cardialysis will not arrange
moving or housing. We will, however, guide you in the process of starting at our offices in the
city center of Rotterdam.

Information

For more information, please contact Jacintha Ronden, Manager of Clinical Operations or Anouk
Stam, Manager HRM. Both can be reached via telephone number 010 — 206 28 28. We also refer
you to our website www.cardialysis.com

Application process

We recommend to visit our website and decide whether Cardialysis is the organization you are
looking for.

Are you interested in this position and do you recognize yourself in the profile? Then we invite
you to apply. You can send your motivation with curriculum vitae by email to: hrm@cardialysis.nl
We look forward to receiving your application!
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