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Science meets Entrepreneurship
In an unique collaboration between the University 
of Bern and sitem-insel AG, sitem-insel School 
was founded to address unmet professional needs 
in healthcare and to elevate the expertise current 
graduates and professionals with the transferal of 
knowledge in scientific and medical fields, as well 
as entrepreneurial skills. This partnerships, in 
collaboration with other experts in the field of 
entrepreneurship, translational medicine and life 
science, provides you with access to an excellent 
network

Learning Environment
All study programs are conceptualized as extra-
occupational programs that can be reconciled with 
the usual professional work. The program is 
taught in a blended learning environment and 
utilises e-learning, peer learning and interactive 
discussions with experts, on site lectures, work-
shops and case studies.

Having only a limited number of in-class courses 
allows for large flexibility while at the same time 
permitting participants to profit from the lecturers' 
expertise.

Connecting the Best Minds
Our programs are targeted at graduates and 
professionals who are set to gain more expertise 
and advance the landscape in healthcare. 
On the other side, our highly specialised lecturers 
and excellent module leaders come from various 
backgrounds: research and development orientied 
private companies, scientists from universities, 
ETHs and FHS, collaborators from regulatory 
agencies, financial experts and clinicians. 

sitem-insel School offers continuing education programs to specialists in industry, 
hospitals and academia in th fileld of translational medicine and biomedical entrepre-
neurships. We share our expertise in medical device regulatory affairs and provide 
medical doctors with the necessary skills to take a leading role in the artificial intelli-
gence-driven transformation of medicine. 

sitem-insel School
Connecting the best minds.
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The study program is designed to train professionals in scientific and 
medical knowledge, and simultaneously in entrepreneurship skills to 
enable them to successfully coordinate the development and 
commercialization of biomedical products.

All our standalone moduls of the TMBE program are open for all 
academic disciplines. For academics without a background in 
natural science, engineering or medicine, a special module Prere-
quisites has been developed. It will allow you to acquire fundamen-
tal scientific-medical knowledge required for the other modules.

Each of the six modules of the TMBE program cover different 
aspects relevant for the development and commercialization of 
medical products and medical devices, from entrepreneurial 
know-how in addaition to all basic scientific, clinical and technical 
knowledge.

Therefore, choosing one or more standalone module benefits 
especially entrepreneurs and their teams who lack specific skills or 
expertise to transform your idea into a real innovation. 

As this study program offers blended learning, in choosing a 
standalone module, you will be able to tailor your study time around 
you background and specific needs. At the same time, you benefit 
from individual contact opportunities with experts in regards to your 
chosen module. 

Class sizes are limited to ensure high quality personal education 
that fosters communication and professional networking.

Translational medicine is a new, process-oriented discipline that aims to translate new 
findings and products resulting from industrial development and basic research into 
clinical applications. It seeks to professionalize the essential interaction between basic 
science researchers, clinicians, regulatory bodies and investors.

Translational Medicine and  
Biomedical Entrepreneurship

As a life science researcher who has worked in th field for many 
years, this program opened the door for me to experience the 
beauty of translational medicine - from R&D, quality management, 
intellectual property, regulations and clinical trials to biomedical 
entrepreneurship. The program has enabled me to gain an overview 
of the whole cycle of life science.

- Dr. He Liu, Life Science Consultant
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Learning objectives
After this module, you understand the scientific and technical 
aspects of the Research & Development process and are able to 
critically assess findings. Furthermore, you are able to apply 
strate-gic planning of scientific and economic aspects and risks 
management.

Learning content
Research & Development contains the introduction to translational 
medicine. It convers the processes in drugs, medical devices and 
diagnostics. 
Drugs: drug discovery, bridging discovery and development, drug 
development
Medical devices: design process, design quality, design realization, 
evaluation
Diagnostics: biomarker discovery and validation, clinical test 
development

Lecturers
Various experts from the industry, from Behring SA, Bayer Pharma 
AG, Johnson and Johnson to Venture, BioMed Partners and 
Cellestia Biotech, as well as academia with Artorg University of Bern 
and Inselspital.

Start
1 September 2020

Duration
10 weeks

Credits
4 ECTS

Module Leaders
Dr. Andreas Wallnöfer
BioMed Partners
Prof. Dr. Jürgen Burger
University of Bern & sitem-insel
Beat Lechmann
Deputy Synthes Companies

Fee
CHF 4200

Reference
01.001

This module reviews basic heuristic principles related to the discovery and development 
of diagnostic and therapeutic biomedical products.

TMBE Module 1
Research and Development

TMBE Module 2
Good Manufacturing Practice

Learning objectives
You gain an understanding of manufacturing processes and control 
strategies from labatories to commercial scale manufacture and 
become familiar with the concept of a Target Product.
At the end of this module, you have an understanding on the 
manufacturing process based on risk management, experimental 
studies and small scale industrial experience. Further, you are able 
to define a control strategy based on process and product unders-
tanding and will have learned how the manufacturing process 
develops alongside within preclinical and clinical development.

Learning content
This module contains a virtual factory and general overview of the 
regulated industry, manufacturing and control development, manu-
facturing and GMP and quality management.

Lecturers
Various experts from the industry, from UCB Farchim, Behring SA, 
meditec Consulting to Saq Qualicon to Cascination, as well as 
academia represented by the University of Mainz.

Start
18 January 2021

Duration
5 weeks

Credits
5 ECTS

Module Leader
Dr. Max Corbett
CSL Behring

Fee
CHF 5250

Reference
01.002

This module focuses on the understanding of the needs to establish and maintain the 
level of excellence required by regulatory agencies. 
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Learning objectives
In this module, you gain an understanding of IP related topics, are 
able to critically assess the factors essential in IP and know how to 
develop strategic planning of IP related aspects.

Learning content
Over the course of eight weeks, this module covers th history of IP 
rights,  international harmonization, IP rights as assets and IP and 
ethics. It furthermore includes patents, as well as copyrights, 
trademarks and design. 

Lecturers
Various experts from industry, including Swiss Federal Institute
of IP, Keller and Partner  and academia from the University
of Basel and University of Zurich.

Start
20 April 2021

Duration
8 weeks

Credits
3 ECTS

Module Leader
Prof. Dr. Heinz Müller
Swiss Federal Institute of IP

Fee
CHF 3150

Reference
01.003

Intellectual property rights given to investigators are essential for the successful com-
mercialization of biomedical products. The different types of intellectual property and 
specific legal aspects for biomedical products will be discussed.

TMBE Module 3
Intellectual Property

TMBE Module 4
Regulatory Affairs

Learning objectives
After this module, you understand the legal framework and elements 
relevant for the registration of biomedical products. You also know 
about new and innovative regulatory processes and have learned 
about strategic planning of regulatory activities.

Learning content
Regulatory Affairs covers the legal framework for drugs and medical 
devices, the regulation of drugs, the certification of medical devices 
and diagnostic tools, and the regulation of particular medical 
products, such as orphan drugs. 

The module further contains the regulation of combination products 
and pharmacovigliance and materiovigliance.

Lecturers
Various experts from industry, such as meditec Consulting and 
PhACT, academia and public institutions including the University of 
Basel and World Health Organization.

Start
8 September 2021

Duration
9 weeks

Credits
5 ECTS

Module Leaders
Dr. Barbara Jentges
PhACT Gmbh
Dr. Sandra Soniec
meditec Consulting Gmbh

Fee
CHF 5250

Reference
01.004

The role of the different regulatory authorities along the translational pathway and the 
product specific requirements are presented.
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Learning objectives
Once you have successfully completed this module, you are able to 
translate preclinical data into clinics and design a clinical study. You 
further know how to identify the essential factors in trial conduct and 
to complete of investigator-sponsor certificate. Also, you gain an 
understanding of the ethical and regulatory prerequisites for 
conducting clinical trials.

Learning content
Clinical Trial Design and Performance contains the review of R&D 
results, pharmacometrics, study design, trial conduct and ethical, 
regulatory and financial aspects of clinical trials.

Lecturers
Various experts from University of Bern and University of Basel.

Start
to be announced

Duration

Credits
6 ECTS

Module Leader
PD Dr. Sven Trelle
Co-director Clinical Trial Unit
University of Bern

Fee
CHF 6300

Reference
01.005

Clinical trials are designed to test how new medical approaches work in humans and 
how efficient, safe and economic they are. The prerequisites for such studies, the 
understanding of the pathophysiology of the underlying diseases, the definition of 
quantifiable endpoints by clinicians as well as data management and statistics are 
discussed.

TMBE Module 5
Clinical Trial Design

TMBE Module 6
Biomedical Entrepreneurship

Learning objectives
In the module Biomedical Entrepreneurship and Management you 
learn to master business models and related aspects and the 
creation of a business plan, and are able to identify critical successs 
factors for start-ups. You also gain basic understanding of financial 
principles and the health system and key players. You also receive 
training in team building and leadership 

Learning content
It contains innovation and entrepreneurship, business modeling and 
planning, new venture creation, fundraising strategies, principles of 
finance and accounting, project management, team building and 
leadership and last but not least the structure of health systems.

Lecturers
Various experts from industry, academia and non-profit
organizations, from University of Bern and College M of Medicine to 
Commission for Technology and Innovation CTI and others.

Start
13 January 2021

Duration
12 months

Credits
13 ECTS

Module Leaders
Prof. Dr. Artur Baldauf
Director Department of Management
and Entrepreneurship, University of Bern

Fee
CHF13650

Reference
01.006

The development and commercialization of a new biomedical product involves the 
coordination and leadership of a large multidisciplinary team. The module focuses on 
various aspects of entrepreneurship such as product management, business administ-
ration, and strategies to commercialize biomedical products.
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The main objectives of study program of Artificial Intelligence in 
Medical Imaging is to equip Medical Doctors with the necessary 
skills to take a leading role in the AI-driven transformation of 
medicine. 

The program addresses MDs that are active in areas where image 
and video analysis are integral parts of their routine or that are 
interested in the application of artificial intelligence in medical 
imaging and diagnosis.

All four modules of the study program bring to you a different aspect 
of the application of artificial intelligence and provides you with the 
necessary knowledge and skills to translate medical problems to 
data science problems.

Choosing one or more module from this program teaches you not 
only the fundamental concepts of artificial intelligence, but also 
specific expertise to advance your professional work.

As this study program offers blended learning, in choosing a 
standalone module, you will be able to tailor your study time around 
you background and specific needs. At the same time, you benefit 
from individual contact opportunities with experts in regards to your 
chosen module. 

Due to a limited number of admissions, we value personal contact 
and strive to support you while you complete your module of choice. 

In an increasingly technological world, understanding the principles and extensive 
potential of Artificial Intelligence is key to explore its possibilites in the daily practice of 
Medical Imaging. The study program aims to highlight the possibilities AI opens up in 
medical imaging and show the places this technology might take us.

Artificial Intelligence in 
Medical Imaging

As a neuroradiologist and researcher, I consider Deep Learning an 
essential future technology. The CAS program focuses on both the 
basics of AI as well as several hands-on exercises. The introduction 
to fast AI and different application examples was something I 
enjoyed in particular. 

- Dr. Benedikt Wiestler, Dept. of Neuroradiology, TUM University Hospital
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Learning objectives
Upon successful completion of this module, you know the relevant 
concepts from applied linear algebra and from probability and 
statistics. You also have a basic understanding of Python pro-
gramming for the purpose of data analysis.

Learning content
This module includes basics in applied linear algebra, introduction 
to probability and statistics, as well as Python programming I to III, 
and linear regression in Python. 

Start
to be announced

Duration

Credits
2 ECTS

Module Leaders
Dr. Pascale Anderle
Dr. Richard McKinley
Dr. Raphael Meier

Fee
CHF 1600

Reference
02.002

Module 2 is providing preliminary knowledge on statistics and programming necessary 
to tackle the following modules. Participants will acquire basics in Python programming 
that are relevant for data analysis.

AIMI Module 2
Statistics and Programming

AIMI Module 3
Fundamentals in AI

Learning objectives
In this module you gain a basic understanding of different learning 
problems and that learning an AI model corresponds to solving an 
optimization problem. You have active knowledge of appropriate 
evaluation techniques for AI modules and understand the mathema-
tical concepts behind basic building block of a neural network and 
other AI approaches.

Learning content
The Fundamentals in AI cover an overview, representation in 
Machine Learning, discrimination and confidence, as well as  
learning, evaluation, generalization I and II. It also features deep 
feedforward networks and wrap-up & project-specific fundamentals.

Start
26 November 2020

Duration
10 Weeks

Credits
2 ECTS

Module Leader
Dr. Raphael Meier

Fee
CHF 1600

Reference
02.003

Module 3 teaches basic knowledge in AI models including mathematical concepts that 
are relevant for “building blocks” of neural networks. Participants will learn about basic 
elements of AI models including e.g. data representations, strategies for optimization 
and methods for the evaluation of AI models.
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Learning objectives
Once you have successfully completed this module, you have an 
understanding for:
The formulation of a clinical problem as a machine-learning problem
The challenges and practicalities of assembling a training set of 
medical images
The tradeoffs between manual or automatic labelling of training data
How to select a state-of the art model, and have hands-on expe-
rience training such a model
Selecting and applying appropriate metrics for the performance of a 
medical AI system and have gained hand on experience
How the results of validating a machine-learning model may affect 
design choices in a subsequent experiment

Learning content
This module covers a wide range of aspects, such as the introduc-
tion to image classifiers, ChexNet dataset, image segmentation and 
Decathlon datasets, labeling of image data, automatic vs. manual 
methods, adapting existing code to a new problem: classification
It further contains the modern CNN architectures explained, adap-
ting code to a new problem: segmentation, Deep Learning Classi-
fiers versus old fashioned modelling, interpreting model perfor-
mance, and issues in adapting code, 3D data, multimodal data, 
modern deep learning

Start
11 February 2021

Duration
6 weeks

Credits
3 ECTS

Module Leaders
Dr. Richard McKinley
Prof. Dr. Hendrik von Tengg-Kobligk
PD Dr.-Ing. Kuangyu Shi

Fee
CHF 2400

Reference
02.004

Participants will learn about the relationship between a clinical problem and a machine 
learning problem as well as the influence of training data quality and annotation errors 
on the ability of algorithms to learn. Participants will be introduced to state-of-the-art AI 
models and learn how to apply and validate them in practice.

AIMI Module 4
Applied AI in Medical Imaging

AIMI Module 5
Applications of AI

Learning objectives
In Applications of AI you learn the quality criteria to select AI-suppor-
ted image interpretation technology in domains of general radiology 
& their sub-specialties, neuroradiology & nuclear medicine, get to 
know the types of AI-supported image interpretation technology and 
implementation requirements and the integration into clinically 
approved workflows and efficacy and revenue policies

Learning content
In this module, you receive a general overview of healthcare techno-
logy with emphasis on imaging and the legal requirements and 
safety aspects for clinical use of AI technology in Europe.
It also covers the interpretation and auditability of AI technologies in 
medical imaging, AI solutions for clinical use, regulations for medical 
products: “software”, cross-domain AI solution, benchmarking in 
clinical practice and emerging fields for AI supported decision 
making in Nuclear Medicine

Start
6 May 2021

Duration
1 week

Credits
2 ECTS

Module Leaders
Prof. Dr. med. Roland Wiest
Prof. Dr. Mauricio Reyes

Fee
CHF 1600

Reference
02.005

Module 5 reviews applications of AI-assisted image interpretation technologies in 
radiology,  neuroradiology,  and nuclear medicine. In order to integrate AI in the clinical 
workflow for improved efficacy, participants will be able to select and benchmark the 
required hard- and software for AI.
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Learning objectives
After you have successfully finished this module, you can identify 
legal and ethical issues and know about the necessary steps and 
efforts to resolve them, know ethical principles that need to be 
considered when AI algorithms are used and have an understanding 
of privacy and data protection topics. You also can describe and 
evaluate anonymization technologies of patient data, know how to 
protect IP in AI software and understand regulatory demands on 
digital health technologies.

And last but not least, you can evaluate the use of clinical trials for 
AI software algorithms, know about the importance pf post-market 
surveillance (PMS) of AI algorithms to enter into clinical care and 
know when and how AI software needs competent authorities’ 
approval and the consecutive need for SW validation according to 
ISO standards and safety and efficacy standards.

Learning content
In this module, a variety of legal aspects are covered, such as 
introduction to legal and ethical challenges, prerequisites, data 
protection and IP for software, regulatory aspects of AI in medical 
imaging.
It also contains anonymisation, cryptographic protocols, and 
security and IP and RA issues of AI software
And it further debates the open question, whether AI software for 
medical imaging a medical device is.

Start
15 May 2021

Duration
6 weeks

Credits
2 ECTS

Module Leader
Prof. Dr. Jürgen Burger

Fee
CHF 1600

Reference
02.006

New and emerging medical technologies and devices are regulated for safety and 
efficacy by competent authorities such as Swissmedics in Switzerland. In module 6, 
participants will be able to identify and solve legal ethical, and regulatory challenges 
related to the whole life cycle of AI technologies in the medical sector.

AIMI Module 6
Legal and Ethical Challenges
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The study program in Medical Device Regulatory Affairs and Quality 
Assurance offers career specialised training for graduate students 
based on the newly implemented European Medical Device Regula-
tions (MDR). In addition, the course provides participants with 
comprehensive knowledge and practical experience in: interna tional 
RA, quality management, risk management, clinical evaluation of 
medical devices, technical writing and leadership.

The program addresses university graduates interested in commen-
cing a career in the regulation or quality control of medical devices. 
The program prepares stu dents to work as a regulatory officer or 
quality manager within a medical device company or regulatory 
body and also targets those from complementary disciplines such 
as entrepreneurship, research and development, and management, 
seeking comprehensive and practical knowledge of the regulation of 
medical devices according to the new European MDR.

If you already are experienced in the field of MDR and look to gain 
specific knowledge to advance your career or are starting out and 
desire to build your skillset, our standalone modules provide you 
with the expertise needed to progress your professional life.

As this study program offers blended learning, in choosing a 
standalone module, you will be able to tailor your study time around 
you background and specific needs. At the same time, you benefit 
from individual contact opportunities with experts in regards to your 
chosen module. 

Due to a limited number of admissions, we value personal contact 
and strive to support you while you complete your module of choice. 

Regulatory specialists are integral to bringing novel medical devices to market. They 
require a breadth of managerial and interpersonal skills in addition to technical, clinical 
and legal knowledge.

Medical Device Regulatory
Affairs and Quality Assurance
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Learning objectives
Module 1 teaches you to understand the different phases in the 
undertaking during the development of medical devices, the design 
process and its constraints, the process involved in design verifica-
tion, validation and evaluation, and you see the importence of the 
design process to medical device regulatory affairs and quality 
management.

Learning content
It includes the introduction to the design and development process, 
development models and project planning, as well as product 
specification and design inputs. It further contains the medical 
device design, verification and validation, and the design and 
development process output. 

Start
1 September 2020

Duration
3 weeks

Credits
2 ECTS

Module Leader
Beat Lechmann
Deputy Synthes Companies

Fee
CHF 2100

Reference
03.001

Module 1 provides an overview of medical device research, development and verifica-
tion processes in order to provide understanding of the regulatory environment.

MDRQ Module 1
Research and Development

MDRQ Module 2A
EU Regulations

Learning objectives
After successful completion of this module, you have an understan-
ding of the structure of the Medical Device Regulation, EU 
2017/745, (MDR) and important changes since release of the first 
EU Medical Device Directive 93/42/EEC. You also know the differen-
ces between medical devices, in-vitro diagnostics, cosmetics and 
pharmaceuticals. Furthermore, you are aware of the roles and 
responsibilities of the various MDR key stakeholders and the 
concept of risk based product classification and impact on confor-
mity assessment for market approval. 

Learning content
To achieve this, this module contains an introduction to medical 
device regulation, an overview and structure of the European 
Medical Device Regulation, economic operator, an overview about 
Traceability: Codes and Eudamed, insight into the Siwss National 
Regulatory System, device description and classification with an 
non-medicinal purpose, and conformity assessment based on 
classification. 

Start
14 September 2020

Duration
14 weeks

Credits
6 ECTS

Module Leaders
Sandra Soniec
Jürgen Berndt

Fee
CHF 6300

Reference
03.002

Module 2 introduces the regulatory landscape and the European Medical Device 
Regulations (MDR). It focusses on the structure, interpretation and application of the 
MDR and includes a complex study of medical device classification.
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We will add more information about this module soon. If you are 
interested to learn specific information in the meantime, please 
contact us. 

Start
4 January 2021

Duration
13 weeks

Credits
6 ECTS

Module Leaders
Jürgen Berndt
Beat U. Steffen
confinis AG

Fee
CHF 6300

Reference
03.003

Module 3 focusses on the interpretation and practical application of the general safety 
and performance requirements and technical documentation requirements as outlined 
in the MDR.

MDRQ Module 3 (B)
EU Regulations

MDRQ Module 4 (C)
EU Regulations

We will add more information about this module soon. If you are 
interested to learn specific information in the meantime, please 
contact us. 

Start
19 April 2021

Duration
10 weeks

Credits
6 ECTS

Module Leaders
Jürgen Berndt
Beat U. Steffen
confinis AG
Szymon Kurdyn
DQS Medizinprodukte GmbH
Hansjörg Riedwyl
ISS AG

Fee
CHF 6300

Reference
03.004

Module 4 is comprised of three submodules covering the regulation of labelling and inst-
ructions for use, conformity assessment and product registration, and post market 
surveillance and post market clinical follow-up.
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Learning objectives
In this module, you learn to develop a basic understanding of the 
requirements for quality management, know the structure of Quality 
Management Standards (9001 / 13485 / MDSAP / FDA) and the 
main procedures of a quality management system and how it is 
structured, and understand the process approach and how written 
procedures are developed.

Learning content
Module 5 covers design controls and writing standard operating 
procdures (SOPs) for training, design verification and validation, 
document controls, CAPA, complaints and non-confirming products, 
production controls, and audits and reviews.

Start
14 September 2020

Duration
14 weeks

Credits
5 ECTS

Module Leader
Markus Wipf
AXXOS GmbH

Fee
CHF 5250

Reference
03.005

Module 5 provides a comprehensive and practical study of quality assurance as it 
pertains to medical devices.

MDRQ Module 5
Quality Management

MDRQ Module 6
Risk Management

Learning objectives
Upon successful completion of this module, you understand risk 
management and risk-based approach within the lifecycle of a 
medical device, the requirements of the risk management process, 
know how to perform risk management activities and write risk 
management documents and are aware of the usability principles 
and know how to analyse usability risks.

Learning content
This module includes the standards for risk management in medical 
devices, risk based approach  - parallel with ISO 13485 and Medical 
Device Regulation -, risk management planning, risk management 
in the design phases, hazard identification, establishing severity, 
probability and the risk matrix and risk control measures - how can 
we reduce risk?
It furthermore covers technqiues for risk analyses and risk manage-
ment for production processes, risk management in post-market 
phases, including change management, and usability engineering 
standards for medical devices and designing usability engineering 
studies.

Start
4 January 2021

Duration
13 weeks

Credits
5 ECTS

Module Leader
Stefano Adami
confinis AG

Fee
CHF 5250

Reference
03.006

Module 6 teaches the purpose, methodology and regulation of medical device risk 
identification, assessment and mitigation. The module includes a comprehensive study 
of usability regulation, assessment and risk assessment.
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We will add more information about this module soon. If you are 
interested to learn specific information in the meantime, please 
contact us. 

Start
1 January 2021

Duration
7 weeks

Credits
4 ECTS

Module Leader
Danielle Giroud
MD-CLINICALS SA

Fee
CHF 4200

Reference
03.007

Module 7 concentrates on the clinical evaluation required to demonstrate the device’s 
intended purpose without exposing users and patients to unnecessary risk. The module 
covers the collection and reporting of pre- and post-market clinical data including safety 
reporting.

MDRQ Module 7
Clinical Evaluation for MDs

MDRQ Module 8
Digitalisation & Cybersecurity

Learning objectives
Once you have successfully completed this module, you understand 
the regulatory framework for medical device software, cybersecurity 
and artificial intelligence (AI), the software lifecycle processes, the 
role of software technologies in the medical device industry and the 
issues pertaining to their use, and the terminology, principles, 
application, threats and opportunities of AI and Machine Learning in 
the medical device field. 

Learning content
Module Digitalisation and Cybersecurity includes the regulatory 
framework for medical device software, cybersecurity and AI, 
Software Lifecycle Processes according to IEC 62304 and IEC 
82304, disruptive technologies and digitalization, software and 
cybersecurity in the medical device field, cryptography, Cloud 
Computing and Software Development for connected devices, and 
Software Developemt methodology for connected devices. 
It also involves an understanding for the modern software develop-
ment and AI and Machine Learning and big data: impact and 
approaches.

Start
25 October 2021

Duration
8 weeks

Credits
3 ECTS

Module Leader
Hansjörg Riedwyl
ISS AG
Mathias Eng
QUAREGIA GmbG
PROREGIA AG

Fee
CHF 3150

Reference
03.008

Module 8 focuses on the regulatory framework for medical device software. It provides 
an overview of the software development lifecycle and the management of software 
quality. The module additionally covers cybersecurity and the regulation of devices 
based on artificial intelligence.
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Learning objectives
You gain knowledge about the definition of a combination product, 
learn about the consequences of MDR and transition timelines and 
become familiar with the regulatory framework for combination 
products. You also get an understanding of the types of combination 
products and learn how to structure a technical documentation for 
combination products.

Learning content
Module 9 covers an introduction to combination products, the 
regulation of combination products in the US and EU and changes 
with the MDR, stakeholders, design controls and technical docu-
mentation, general safety and performance requirements for 
combination products, and risk management for combination 
products. 

It also includes regulatory requirements for devices containing an 
ancillary medical product versus drug delivery devices, human 
factors and usability engineering for combination products, and 
lastly post-market surveillance (Pharmacovigilance versus Materio-
vigilance).

Start
21 October 2021

Duration
7 weeks

Credits
2 ECTS

Module Leader
Viky Verna
confinis AG

Fee
CHF 3150

Reference
03.009

Module 9 provides an overview of international regulatory affairs with a particular focus 
on the US and Asian medical device regulations and path to market.

MDRQ Module 9
International Regulations

MDRQ Module 10
Combination Products

We will add more information about this module soon. If you are 
interested to learn specific information in the meantime, please 
contact us. 

Start
17 January 2022

Duration
7 weeks

Credits
3 ECTS

Module Leader
Beat Steffen
confinis AG

Fee
CHF 3150

Reference
03.010

The development and commercialization of a new biomedical product involves the 
coordination and leadership of a large multidisciplinary team. The module focuses on 
various aspects of entrepreneurship such as product management, business administ-
ration, and strategies to commercialize biomedical products.
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We will add more information about this module soon. If you are 
interested to learn specific information in the meantime, please 
contact us. 

Start
20 March 2022

Duration
4 weeks

Credits
2 ECTS

Module Leader

Fee
CHF 2100

Reference
03.011

Module 11 introduces the complementary topics of health economics & outcomes 
research, pricing & reimbursement and health policy including health technology evalua-
tion. In a case study, the optimal price level for a product as well as a launch sequence 
to optimise profitability will be developed.

MDRQ Module 11
Market Access and Pricing

Registration is possible throughout the year before the start of your chosen module. 
All modules can be successfully completed through online learning. 

Admission

The prerequisites for admission are the same as for entering the 
University of Bern. The program participants will be a group of 
postgraduate students at a high academic level.

Translational Medicine and Biomedical Entrepreneurship 
Modules

Participants should have a MSc or higher degree in life science, 
medicine, engineering science or equivalent.

Artificial Intelligence in Medical Imaging Modules

Required is a completed study program in medicine, professional 
experience as a medical doctor and basic knowledge in the handling 
of medical image data sets.

Medical Device Regulatory Affairs and Quality Assurance 
Modules

Applicants must hold a Bachelor degree or higher degree in engi-
neering, medicine, law, life sciences or other relevant scientific 
discipline. Professional experience is not mandatory.

On-sight classes are held at sitem-insel, the Swiss Institute for 
Translational and Entrepreneurial Medicine in Bern, Switzerland. 
E-learning courses may be performed at home. In case of University 
closures due to Covid 19, planned on-sight lessons will be held in 
virtual classrooms.

If you decide that you want to proceed with a Certificate, Diploma or 
Master of Advanced Studies, we invite you to apply anytime. Your 
completed modules will be credited to the course and deducted from 
the course fee accordingly. A change is possibly throughout the 
year, so that you get the best possible outcome of your investment.

https://sitem-insel.ch/download/467/Standalone_Modules_application_form.pdf
https://sitem-insel.ch/download/467/Standalone_Modules_application_form.pdf
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Point of contact

Dr. Pascale Anderle
Deputy Director and Head of Program TMBE and AIMI
pascale.anderle@sitem.unibe.ch

Dr. Kater Gerber
Head of Program MDRQ
kate.gerber@sitem.unibe.ch

Ivan Santos
Education Program Coordination
ivan.santos@sitem.unibe.ch

Jennifer Fischer
Administration and Communication
jennifer.fischer@sitem.unibe.ch

Contact Details

sitem-insel AG
c/o sitem-insel School
Freiburgstrasse 8
3010 Bern
Switzerland

Mail school@sitem.unibe.ch
Phone +41 31 664 6400
Web www.sitem-insel.ch/school
Blog www.sitemschool.blog
Social @sitemcenter

Whether you are yet to decide which module fits you best or are already set on your 
choice or have a general inquiry - we welcome you to contact us anytime. We unders-
tand the importance of continuing education and help you to make sure we are your 
right choice. 

With us, your message won’t get lost in the inbox abyss, but taken care of by Pascale, 
Kate, Ivan and Jennifer to support you.

Contact



sitem-insel AG
c/o sitem-insel School
Freiburgstrasse 8
3010 Bern

Phone +41 31 664 64 00
school@sitem.unibe.ch
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