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Successful clinical research not only requires clinical experience, but
also extensive knowledge about all phases of the clinical research pro-
cess, awareness of regulatory requirements as well as project manage-
ment and leadership skills. The complex and highly competitive nature
of clinical research causes a growing need for well trained clinical re-
search professionals, especially those working as study coordinators,
study nurses, clinical monitors or clinical research assistants.

Clinical research professionals come from very different fields and are
not always well prepared to function in a complex, ever-evolving, in-
terdisciplinary and often multinational environment. Therefore, train-
ing at the postgraduate level has been recognised as essential to
developing the outlined competencies. To this end, the Clinical Trial
Unit at the Study Coordination Center of the University Hospital Basel,
supported by the Swiss National Science Foundation, has set-up a
university-based educational programme, which prepares trainees for
the variety of management and leadership roles of different clinical
research settings, such as academia, pharmaceutical, medical device
or biotechnology industry, clinical research organisations and regula-
tory agencies.

The programme is accredited by the Advanced Studies Centre of the
University Basel and structured according to the Bologna model. Close
collaborations with the European Center of Pharmaceutical Medicine
(ECPM), the Drug Information Association (DIA) and the Division of
Clinical Nursing Science at the University Hospital Basel allows the
integration of leading national and international experts in the field of
clinical research and anchors the programme to key providers of post-
graduate training programmes in related areas.

STUDY PROGRAMME AND

STRUCTURE

1 Introductory Course Part 1

First Year

(12 ECTS)

The programme is composed of a two-year cycle with 6 modules of
3-6 days each (Figure 1). All modules can also be attended individu-
ally for those who do not want to follow the entire programme. The
programme covers the ethical and regulatory background of clinical
research, all relevant aspects of the planning and conduct of trials with
drugs and medical devices as well as quality control and project man-
agement issues. Special attention will be paid to challenges arising
from international multicentre trials.

The modules comprise lectures, group discussions, practical case work
and self-directed learning. An examination has to be passed at the end
of each module for successful completion of the course. The examina-
tion will consist of either a multiple choice questionnaire, a written
examination or an oral presentation. To gain insights into different
aspects of the practical work with clinical trials, two work-shadowing
sessions will take place during the programme. At the end of the pro-
gramme, students will be required to formulate a final thesis related
to their personal work environment. Those students who successfully
complete the course will be awarded a postgraduate diploma (Univer-
sity Professional) in Clinical Trial Practice and Management, equivalent
to 30 ECTS (European Credit Transfer System) credits.

PROGRAMME STRUCTURE

Second Year
(18 ECTS)

4 Study Initiation (2 ECTS)

Drug Development (2 ECTS)

1 Introductory Course Part 2
Bioethics (2 ECTS)

2 Regulatory Submissions and Good
Clinical Practice (2 ECTS)

Work Shadowing 1

3 Study Planning

(2ECTS)

(3ECTS)

5 Study Conduct (2 ECTS)

Work Shadowing 2
(3ECTS)

6 Study Termination (2 ECTS)
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Final Thesis and Examination

(8 ECTS)

PARTICIPANTS

REQUIREMENTS OF
ADMISSION

TEACHING STAFF

ORGANISATION

PROGRAMME DIRECTORAT

This programme has been developed to meet the needs of those work-
ing in clinical research under various job descriptions such as study
coordinators, study nurses, clinical monitors or clinical research assis-
tants. It is designed for those practising in academic clinical research,
as well as in pharmaceutical, medical device and biotechnology com-
panies or regulatory agencies. The part-time modular nature of the pro-
gramme is well suited for people with additional work commitments.

Applicants must have a university science degree (minimum: Bach-
elor’s degree). Candidates who have a professional qualification (‘ab-
geschlossene Berufsausbildung’ or similar) and at least two years of
practical work experience in clinical research may be admitted on a
‘sur-dossier’ decision. As the course language is English, applicants
must have a good command of English.

The multidisciplinary teaching faculty consists of national and inter-
national experts in drug and medical device development as well as in
ethics and regulatory science from academia, industry or regulatory
bodies.

The programme is designed and organised by the University Hospital
Basel, Sudy Coordination Center, Clinical Trial Unit (supported by the
Swiss National Science Foundation) in collaboration with the Euro-
pean Center of Pharmaceutical Medicine (ECPM), the Drug Information
Association (DIA) and the Division of Clinical Nursing Science at the
University Hospital Basel.

PD Dr. Christiane Pauli-Magnus

University Hospital Basel, Clinical Trial Unit

Dr. Annette Mollet

European Center of Pharmaceutical Medicine (ECPM)
Dr. Brigitte Franke-Bray

Drug Information Association (DIA)
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