
Certificate Program

EU Regulatory Affairs
Certificate Program – CP
2 semesters, part-time study program that can be studied  
alongside work commitments

www.donau-uni.ac.at/regulatoryaffairs

https://www.donau-uni.ac.at/regulatoryaffairs


Information and Application

University for Continuing Education Krems
Department for Economy and Health 
Dr.-Karl-Dorrek-Strasse 30, 3500 Krems

Mag. (FH) Ariana Walzer
+43 (0)2732 893-2820
ariana.walzer@donau-uni.ac.at

www.donau-uni.ac.at/regulatoryaffairs

Published by: University for Continuing Education Krems,  
Department for Economy and Health 
Image: Adobe Stock/Mara Zemgaliete; Status: 05/2024
Errors, changes and omissions excepted

Information on data processing and your rights in this regard can be found at  
www.donau-uni.ac.at/datenschutz

The University for Continuing Education Krems specializes in academic continuing education for working 
professionals. As a public university for continuing education, it works with its expertise in research and 
teaching to overcome societal challenges and tailors its study programs to address them. The continuing 
education study programs cover ten fields of study and meet the specific requirements of students with work 
experience. With over 8,000 students coming from 90 countries, the University for Continuing Education 
Krems combines its many years of experience in university-based continuing education with innovation to 
provide outstanding quality in research and teaching at an international level. The University holds the AQ 
Austria quality seal. Situated 60 km from Vienna in the alluring world heritage region Wachau, Campus Krems 
is a highly attractive location.

EU Regulatory Affairs
The pharmaceutical and medical device sectors are one of the most highly regulated in the 
world second only to the nuclear and aerospace industries. In order to keep abreast of current 
trends it is necessary for professionals working in those industries to be well acquainted with 
current and future trends and regulations. 

Regulatory Affairs is an emerging profession increasingly gaining in importance. 

Aims of the Program
Participants will receive a thorough in depth training in all 
aspects of EU regulatory affairs covering both the pharma-
ceutical and medical device sectors. Due to the growing 
importance of regulatory affairs and the real deficit of higher 
education courses on this topic in the EU, this course is 
expected to fill an important gap in the pharmaceutical/
medical device sector in Europe. 

Students will receive a certificate from the University for 
Continuing Education Krems after successfully completing 
the certificate program. The RAPS University Online Courses 
can be used as a preparation for the Regulatory Affairs 
Certificate (RAC) offered by the Regulatory Affairs Profes-
sionals Society (RAPS).

Target Group
This Certificate Program targets regulatory affairs profes-
sionals with about 2–5 years experience in regulatory affairs.

Admission Requirements

	> A university degree (at least bachelors) form an Austrian 
or other equivalent international University or

	> For candidates with no University degree: A/Levels or 
other high school leaving certificate and at least 2 years 
work experience in regulatory affairs or a closely related 
discipline or

	> For candidates with no University degree and no A/Level 
or other high school leaving certificate: at least 5 years 
work experience in regulatory affairs or a closely related 
discipline

	> Good English language skills

Quick Facts

Degree
Certificate

Duration
2 semesters, part-time

ECTS Points
39

Language
English

Location
Online

Costs
EUR 5,900*

* The tuition fee does not include the costs of the RAC 
certification and any extra courses offered by RAPS as 
preparation for the RAC exam. Candidates taking the RAC 
exam offered by RAPS will have to register separately via 
the RAPS website: http://raps.org
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