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We are established as an association
Since its founding on December 6, 2022, the association has been legally valid and capable of acting.

Our association is an independent network with a focus on science and research in the field of digitization
of the MedTech Regulation and wants to convince decision-makers and stakeholders in this field, but also
the interested public, that Swiss R&D is capable of contributing new aspects and solutions to the current
regulatory problems.

This is our vision

Promote digitalisation in the regulation of medical
devices with the help of the leading role of Swiss
universities in digitalisation.

o SNDMR intends to fill the gap in regulatory
knowledge which exists particularly within startups
and academic innovators

o SNDMR proposes Continuing Education events for
young innovators in order to help them to handle
regulatory issues

o  SNDMR offers help to author of scientific publicatiuons in
the field of MedTech by endorsing them by our experi-
enced specialists

» We see ourselves as a bridging function between science and society by convincing the offi-
cial institutions of regulation (which are usually quite remote from research) and their interested
parties, users and beneficiaries that a science-focused view of current and future regulatory prob-
lems is an enrichment and leads to new approaches.

» A broad knowledge base enables us to approach new topics on regulation from the perspective
of science, to develop new innovative proposals to solve regulatory problems and to offer events
with an R&D focus.

These are our strengths

» We have a regulatory network with a main focus on science and research, which allows us to
identify new approaches to regulation at an early stage, to develop innovative concepts for
them and to present them to interested stakeholders

» We are networked throughout Switzerland in research, development, application and innova-
tion for regulation

Dr. Niklaus Buhler, Honorary Councillor ETH, Managing Director, October 2025



This is how we have been implementing our goals since 2023

» We have already organized two events on the digitization of regulation from a research per-
spective with the aim of bringing the research aspect more into the regulatory topic and showing

new ways to innovate.
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"Al + Regulation" (on 26 June 2024 in
Zug)

This attractive program together with our
partner associations IG e-Health, Al Cen-
ter ETH Zurich, Swiss MedTech, Swiss-
mem and Technology Forum Zug/tfz. 65
participants, stakeholders in the regula-
tory field and specialists in the field of Al
were very enthusiastic and also encour-
aged that we continue these kinds of
events.

"Software as a Medical Device: Free-
doms and Regulatory Limits" (on 16
March 2023 at ETH Zurich)

This event was held together with FMH,
Swiss Med Tech, the Alliance for Digital
Transformation in Healthcare and phar-
masSuisse at ETH Zurich.

380 participants from universities, hospi-
tals, healthcare organizations and
MedTech companies followed the presen-
tations and the panel discussion.

» This year SNDMR intended to fill the gap in regulatory knowledge which exists particularly within
startups and academic innovators, our SNMDR Continuing Education Event 2025 : «A guide
through MedTech regulation for startups and student innovators” has been proposed to
start-ups, students, researchers, other young innovators from Swiss Universities and Applied Uni-
versities and promoted by Prof. Martina Spiess and Dr. Niklaus Buhler.
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Despite a broad effort to reach students in the different organizations, the meeting had to be canceled
due to low interest in the proposed key topics:
- MedTech Regulation as a data and digitalization challenge
- Smart IT tools for modern MedTech regulation
- QMS as starting point for MedTech regulatory work
- Deciding between MDR or FDA
and two guided workshops on “Recipes for using Digital Tools in Regulation” and on “Choosing the
way between MDR and FDA.

- An analysis of this situation led us to the following conclusions:

o Students and young innovators have brilliant ideas for the future. However, they are not
aware of the importance of regulatory knowledge to avoid the barriers regulatory work
which will impose to the commercialization of their innovation.

o This is not bad will, but a gap in education. This burden is on the shoulders of the respec-
tive advisors in the respective scientific organisations.

o As afirst priority. SNDMR will therefore have to target professors, advisors and marketing
promotors of universities, applied universities and similar scientific organization with edu-
cation modules about how to bring the message on regulatory matters over to their stu-
dents.

» We actively engage in scientific lobbying for the digitization of regulation by approaching de-
cision-makers for education, research funding, healthcare and regulation in public institutions and
industry to make them understand the importance of a science-based approach to the digitization
of regulation

» Every month, we publish a newsletter on the latest news from our own association and from our
partners, as well as on various current regulatory topics.

» SNDMR will engage as an endorsement body for scientific paper:
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The steps to your endorsement:

1) Send your publication draft to nbuehler@retired.ethz.ch
2) The manuscripts are shared within our SNMDR Network
and the ones that deem it in their area of competence
decide to engage and in which measure

3) These SNDMR experts that would like to support the
conclusions will critically revise their input and give their
confirmation

4) The decision will be communicated to the authors by
the Managing Director

Our association in 2025

Currently, the association has the following members:
ETH Zurich

University of Zurich

University of Bern

Empa

Zurich University of Applied Sciences/ZHAW

Swiss MedTech
SwissMem
EPFL

Balgrist 0OS-X
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SNDMR willl act as an Endorsement Body

for Scientific Publications in MedTech
(if acceptable by SNDMR)

A prominent personality and expert of SNDMR will
recommend then your publication

The goal of endorsement is to build the trust of the
target audience, win and strengthen the credibility of
the publication

Our endorsement is based on the principle of social
proof, because people often look to others when
making decisions

Our specialists are considered by many to be
trustworthy and competent: if they recommend a
publication, the likelihood is that others will do it too.

Endorsement can also help to strengthen an
author's image and increase the awareness of the
scientific public.

University of Applied Sciences and Arts Northwestern Switzerland/FHNW
University of Applied Sciences Eastern Switzerland/OST

Board meetings are held regularly. The Board of Directors of the Swiss Network for Digital Medical Reg-

ulation is currently made up of:
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Prof. Jorg Goldhahn
Prasident
ETH Zurich

Prof. Roger Abacherli
Vizeprasident
Fachhochschule Luzern

Prof. Robert Riener -
ETH Zurich

Prof. Alex Dommann
Universitat Bern

Dr. Adriaan Spierings
Kassier
Swissmem

Prof. René Rossi
Empa St. Gallen

Dr. Friederike Saathoff
ETH Zurich

Dr. Martina Spiess
Zurcher Fachhochschule f.
Angew. Wissenschaften/ZHAW

Prof. Kerstin-Noelle Vokinger
Universitat Zarich

Dr. Niklaus Biihler e
Geschaftsfiihrer &y
Ehrenrat ETH =

The advisory board is expanding. It is made up of personalities from science and research, as well as
well-known representatives from organizations that are concerned about the digitization of regulation. The
new members are entitled to a seat on the advisory board. The advisory board enjoys guest rights at the
board meeting and is regularly consulted on important topics.

Prof. Thomas Gachter
Dekan der rechtswissenschaftlichen
Fakultat der Universitat Zurich

Prof. Enkelejda Miho
Prof. fur Digital Life Sciences
Fachhochschule Nordwestschweiz

Prof. Mohamed Bouri
Head Rehabilitation and Assistive
Robotics Group, EPFL Lausanne

Dr. Daniel Delfosse
Director Regulatory Affairs
Swiss Medtech

Prof. Agathe Koller-Hodac
Leiterin Inst. f. Laborautomation
und Mechatronik/ILT
Ostschweizer Fachhochschule

Dr. Fabio Carillo

Stv. Leiter ROCS/Leiter OR-X
Research Center of Orthopedic
Computer Science/ROC/ Balgrist
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Demission from the advisory board by end 2025:

We thank Jirgen for his participation in the board and wish him all the best for his future.

Prof. Jirgen Burger
Professor for Precision Engineer-

ing

and Translational Medicine
Universitat Bern

The following partners act as observers:

>

>
>
>

Lic.oec. HSG Beat Bachmann
Head of Economic Promotion
Canton of Zug

Lic. rer. pol. Walter Stiideli
Managing Director
IG E-Health

Dr. Martin Riifenacht

VP |G E-Health und Community
Building Officer Grape-vine World
GmbH

Contact Point for Business, Cantonal Economic Development of the Department of Economic Af-
fairs of the Canton of Zug

IG E-Health

Wyss Zurich

Swiss Medicines Verification System, SMVS GmbH

Dr. Reinhold Sojer
Managing Director
Operations of National
Medicines Verification
System (NMVS)

Dr. Stefan Bertschi
Deputy Head of Robotics
Platform at Wyss Zurich

We are in contact with other interested parties from universities and universities of applied sciences. For
interested parties from industry, we have created the status of an "Associate Member". Associate Mem-
bers are legal entities from industry and industry-related institutions who support the association with an
annual contribution of CHF 1000. They have the same rights as full members (such as being a member of
the board meeting and the general meeting, free participation in the association's events), but are neither
entitled to vote nor are they entitled to vote actively or passively and have no right to make proposals.
However, they have an advisory vote in the board meeting and in the general meeting on the agenda busi-
ness topics.
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Manuela Rytz, Roche Diagnostics
International AG

Chapter Lead Product Quality
Master in Health Science &
Technology, ETH-Z

A

Our conclusions:

In order to win public perception, it is important that we also attract even more members from
academia and public institutions, especially from western and southern Switzerland. This is why
we also created the status of "associate member" for interested parties from industry.

SNMDR Continuing Education Event 2026 will focus on rising the perception of teachers,
professors, advisors and promotors in the academic field who are involved with innovation in

the MedTech field.

Therefore, we will propose attractive teaching modules describing the importance of regula-
tion knowledge, the steps of regulatory processes, give application examples and formulate
“recipes” for use.

Promote SNDMR’s leadership by introducing an endorsement concept for scientific paper in
the MedTech field.

Accounting 2025

Expenses to Budget Items Expenses (CHFly)

Management (of association 86 hrs. at a rate of CHF 100/h (July 2024 to Nov 2025) 8600.00

- Administration and website support

- Organization and implementation of 4 board meetings and the annual meeting 2025
- Information and Reporting (12 monthly Newsletters)

- Search for new members

- Event planning

Spending on events in 2025
- Annual Meeting 2025 (virtual meeting only) 00.00

Expense allowances of the Management Board (CHF 165/h): open

Office Edxpenses

- Website Domaine by Hostpoint 00.00
- Windows 365 license 99.95
- Postfinance account management fees (12 x 5.-) 60.00
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- Travel Expenses

81.10

8841.05
Total
Revenue 2025 *
Membership fees 2025 11 Members with annual fee of 11°000.- **
CHF 1000 each
11'000.- **
Total (CHF)

* Account balance as of mid-November 2025 CHF 12°000.00
**Still open positions Membership fee 2025 CHF 2,000.-

Budget 2026

Expense to Budget Items

Expenses (CHF/y)

Management (total of 70 working hours of the managing director at CHF 100/h)

- Administration

- Recruit new members

- Organization & execution of management operations, such as 4 board meetings and annual
meeting 2025

- Website maintenance and maintenance

- Information & Reporting, incl. 12 monthly newsletters

- Plan and execute a new event in 2026

- Organize science lobbying, establish user board

7'000.-

Expenditure on events in 2026
- Annual Meeting 2026 (1000 CHF)
- Continuing Education-Event 2026(Catering 1500 CHF)

2500.-

Expense allowances of the Board of Management (10h a CHF 165/h):

1650.-

Office expenses:
- Domain Hostpoint:, PC, Windows 365, Traved Expenses

800.-

Total planned expenditures in 2026

11'950.-

Planned funding for our activities from 2026:

Origin of the financing

Comment

Membership fees:
Per date 12'000.-
- 8 full members at CHF 1000 CHF/y
- 2 associate members at 1000 CHF/y

Assumption for 2026
- 2 new members a 1000 CHF/y

Incl. new members, expectation

Total (CHF) 12'000.-
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What next?

Regulatory issues suffer still from a low perception in
the academic world —we are the institution capable of
reacting into the direction of a better understanding

Neglecting regulatory issues is now internationally rec-
ognized as a serious default in Medical research and its
translation and will hamper Swiss reputation in this im-
portant field

We will strengthen our profile as bridging function be-
tween academia and MedTech/Health institutions by
bringing them together and by using a common tech-
nical language and by offering events of interest for
both sides

WE WILL MARCH THROUGH ALL MEDTECH INSTITU-
TIONS WITH THE MESSAGE

“SUCCESS BY KNOWING
HOW TO MASTER REGULATION”
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