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Foreword

Research involving human beings is an important component
of medicine, helping to develop new methods of treatment
and diagnosis and improving existing therapies. Although
research presents abundant opportunities, it also involves
risks, including potential impacts on health and infringements
of the personal rights of participants. To protect participants,
the Human Research Act (HRA) stipulates that all human
research projects must be assessed and approved by inde-
pendent supervisory bodies such as ethics committees.

The Coordination Office for Human Research (kofam) has the
task of informing the public about developments in human
research in Switzerland. This report for 2022 summarises the
activities of the seven, primarily supracantonal, ethics com-
mittees and other bodies involved in the assessment and
approval process. These ensure that proposed research pro-
jects are ethically acceptable and scientifically sound. They
also verify that participants have been appropriately informed
of the risks and benefits of the research and that they are tak-
ing partin it voluntarily.

The original versions of the individual ethics committees’
annual reports, on which this summary report was based, can
be found on theirrespective websites (see list on page 3). The
reports published by Swissmedic and Swissethics can be

found on those organisations’ websites.
kofam would like to thank the ethics committees, their
umbrella organisation Swissethics and the other supervisory
authorities for their work and commitment in safeguarding the
rights and safety of project participants.


https://kofam.ch/en
https://www.swissmedic.ch/swissmedic/en/home/about-us/publications/aktueller-geschaeftsbericht.html
https://swissethics.ch/en/themen/publikationen
https://swissethics.ch/en

Summary

Research involving humans has returned to normal in Switzer-
land after the challenges of the pandemic. The majority of
ethics committees report that the number of applications sub-
mitted stabilised at pre-pandemic levels during 2022. Only
two committees received more applications than in the previ-
ous year. Applications for Covid-19 projects declined sharply,
the primary focus of interest shifting to the use of personal
health data for research purposes. Moreover, projects that
make further use of such data without participants’ consent
are becoming ever rarer. This may be because data used for
research purposes are increasingly covered by a declaration of
general consent. Overall, the number of projects approved
greatly exceeded the number of rejections, which was in the
single-digit percentrange.

Ethics committees were again successful in keeping the time
from receipt of complete application dossiers to initial deci-
sion short during 2022, at a median of 18 days. The commit-
tees are basically satisfied with the efficiency and profession-
alism of their activities.

Despite the post-pandemic return to normality, the future will
bring challenges at various levels. These include, forexample,
the process of revising the ordinances associated with the
HRA, which is currently in progress, or how to treat medical
devicesin the context of the other European countries. In addi-
tion, the committees continue to address issues connected
with the digitalisation of research, particularly with regard to
topics such as artificial intelligence or big data, as well as
decentralised clinical trials. To address these challenges and
safeguard the high quality of their work, the ethics commit-
tees are keen to highlight the importance of appropriate train-
ing and continuing education provision for their members.



List of ethics committees

At the end of 2022, Switzerland had a total of seven (supra)
cantonal ethics committees. This number has thus remained
unchanged since the end of 2016. Below, the committees are
listed by number of applications received, in ascending order,
with one exception: Although the Cantonal Ethics Committee
Ticino (CE-TI) has received more applications than the Ethics
Committee of Eastern Switzerland since the pandemic, the
original pre-pandemic order has been retained.

Comitato etico cantonale del Cantone Ticino
c/o Ufficio di sanita

Via Orico b

CH-6501 Bellinzona

dss-ce@ti.ch

www.ti.ch/ce

Chair: Giovan Maria Zanini

Region covered: canton of Ticino

Ethikkommission Ostschweiz
Scheibenackerstrasse 4
CH-9000 St.Gallen
sekretariat@ekos.ch

www.sg.ch/gesundheit-soziales/gesundheit/gremien.html

Chair: Dr Susanne Driessen
Region covered: cantons of St.Gallen, Thurgau, Appenzell
Ausserrhoden and Appenzell Innerrhoden

Kantonale Ethikkommission Bern

Murtenstrasse 31

CH-3010Bern

info.kek.kapa@gef.be.ch

www.be.ch/kek

Chair: Prof. Christian Seiler

Region covered: canton of Bern and cantons of Fribourg

and Valais for German-language submissions

Ethikkommission Nordwest- und Zentralschweiz
Hebelstrasse 53

CH-4056 Basel

eknz@bs.ch

www.eknz.ch

Chair: Prof. Christoph Beglinger

Region covered: cantons of Aargau, Basel-Landschaft,
Basel-Stadt, Jura, Lucerne, Nidwalden, Obwalden,
Solothurn, Schwyz, Uriand Zug

Commission cantonale d’éthique de la recherche de Geneve
Rue Adrien Lachenal 8

CH-1207 Genéve

ccer@etat.ge.ch

www.ge.ch/lc/ccer

Chair: Prof. Bernard Hirschel

Region covered: canton of Geneva

Commission cantonale d’éthique de larecherche
surl'étre humain

Avenue de Chailly 23

CH-1012 Lausanne

secretariat.cer@vd.ch

www.cer-vd.ch

Chair: Prof. Dominique Sprumont

Region covered: cantons of Vaud and Neuchétel,

and cantons of Fribourg and Valais for French-language
submissions

Kantonale Ethikkommission Zirich
Stampfenbachstrasse 121

CH-8090 Zurich

info.kek@kek.zh.ch

www.kek.zh.ch

Chair: Emeritus Prof. David Nadal

Region covered: cantons of Zurich, Glarus, Graublnden,

Schaffhausen and the Principality of Liechtenstein


mailto:mailto:dss-ce%40ti.ch?subject=
file:https://www4.ti.ch/dss/dsp/us/ce/comitato
mailto:mailto:sekretariat%40ekos.ch?subject=
https://www.sg.ch/gesundheit-soziales/gesundheit/gremien.html
mailto:mailto:info.kek.kapa%40gef.be.ch?subject=
https://www.gsi.be.ch/de/start/ueber-uns/kommissionen-gsi/ethikkommission.html
mailto:mailto:eknz%40bs.ch?subject=
file:https://www.eknz.ch/
mailto:mailto:ccer%40etat.ge.ch?subject=
http://www.ge.ch/lc/ccer
mailto:mailto:secretariat.cer%40vd.ch?subject=
file:https://www.cer-vd.ch/
mailto:mailto:info.kek%40kek.zh.ch?subject=
file:https://www.zh.ch/de/gesundheitsdirektion/ethikkommission.html




1 Organisation of the ethics committees

Switzerland has seven ethics committees, most of which are
attached to cantonal health directorates or social services
departments. They are overseen by the responsible cantonal
government or health department. All the committees operate
independently and are not subject to instructions from the
supervisory authority.

The ethics committees operate on a part-time public service
basis and comprise experts from various specialist fields.
Some 40% of members have a medical qualification (see
Figure 1). Gender distribution across all committees is a bal-
anced 46.5% women and 53.5% men, although the actual per-
centages vary widely between committees. Members are

generally elected by the cantonal executive bodies at the rec-
ommendation of the committee Chair. In individual cases,
medical facilities also have the right to propose members. In
the case of supracantonal committees, appointments are
made by an intercantonal supervisory body.

Ethics committees

Committee members generally serve for four or five years and
reappointmentis possible. However, some ethics committees
apply anage limit or limit the maximum number of years mem-
bers may serve. The committees vary greatly in size, with
member numbers ranging from 13 to0 42.

Number of members Medicine
Number of members Psychology
Number of members Biology

Number of members Law

Number of members Ethics

Number of members Pharmacy/Pharmacology
Number of members Statistics/Epidemiology
Number of members Patient representation
Number of members Care/Nursing
Number of members Other fields

Total per discipline represented

Total members
(without multiple entries)

Number of women

Number of men

CE-TI EKOS KEK-BE

Number Per Cent Number Per Cent Number Per Cent
8 44,4 5 29,4 " 44,0
1 5,6 1 5,9 2 8,0
0 0,0 2 11,8 2 8,0
2 11 2 11,8 4 16,0
2 111 1 5,9 1 4,0
2 11 2 11,8 1 4,0
1 5,6 1 5,9 1 4,0
1 5,6 1 59 1 4,0
1 5,6 2 11,8 1 4,0
0 0,0 0 0,0 1 4,0
18 7,9 17 7,5 25 11,0
17 8,7 13 6,6 23 1,7

5 6 6
29,4% 46,2% 26,1%

12 RAAAAAA TAAARAAR | 7TAARARAAA
AAARAAA A AAARAAA
70,6% 53,8% (0\(()\(0\(0\(0\

73,9%

EKNZ CCER CER-VD KEK-ZH Total
Number PerCent Number PerCent Number PerCent Number Per Cent Number Per Cent
10 37,0 17 37,0 16 34,0 27 57,4 94 41,4
2 7.4 3 6,5 4 8,5 2 4,3 15 6,6
2 7,4 B 10,9 1 2,1 2 4,3 14 6,2
3 1,1 4 8,7 3 6,4 3 6,4 21 9,3
2 7,4 2 4,3 4 8,5 2 4,3 14 6,2
1 3,7 4 8,7 5 10,6 2 4,3 17 7,5
3 11 4 8,7 5 10,6 2 4,3 17 7,5
1 3,7 3 6,5 2 4,3 2 4,3 1 4,8
3 1,1 3 6,5 3 6,4 5 10,6 18 7.9
0 0,0 1 2,2 4 8,5 0 0,0 6 2,6
27 11,9 46 20,3 47 20,7 47 20,7 227 100
26 13,0 39 19,5 40 20,0 42 21,0 200 100
1" 27 22 16 93 Women
46,5%
42,3%
38,1%
55,0%
69,2%
15 RARAAAARA 1B RARAAAARA 26 RAARARARA ;gy“
ARAAAARA 12 RRARRAAR ARAAAARA ARAAAARRA A
AAA ARAARARAAR ARAAARRAA ARAAARRA
57,7% 30,8% 45,0% (0\(0\(0\(0\(0\(0\
AR
61,9%



Total no./percentage Scientific Administrative
secretariat secretariat

3
personso 2persons /150% 1person/70%
AARA 220%

Ticino (CE-TI)

3 persons
190(y 1 person/80% 2persons /110% '
(o]

Eastern Switzerland (EKOS)

RRRRR 5persons; 4 persons /340% 1 person/30% 2
370%

Bern (KEK-BE)

6 persons
R R R R R R o 4 persons /250% 2 persons /150%
400%

Northwestern and Central Swit-zerland (EKNZ)
(plus 3 students paid on an hourly basis)

6 persons
0 2 persons /140% 3 persons /210%
420 A) Legal secretariat:

Geneva (CCER) 1person/20%
(of which 50% for the Chair)

8persons * 5persons /340% 4 persons /270%
610%
(o]

Vaud(CER VD)
(one person works in both secretariats)

10 persons 5 persons /405%5 4 persons /350%
80 5% Legal secretariat:

1 person/50%
Zurich (KEK-ZH)

T One person (work-time percentage: 70%) has been unable to work owing to iliness since the start of 2022. A staff member has been deputising for this individual
ona40% basis since May. Although this results in salary costs for a staffing level of 110%, the actual work-time percentage was 40%.

2 As atyearend; 1-3 persons (30-130%) in the course of the year.

3 Asatyearend; 5-7 persons (370-470%) in the course of the year.

4 One person works in both secretariats.

5 One positionis vacant (60%, filled as of January 2023), one person (70%) was unable to work for a protracted period.

Committee Level of cost coverage
(excl. cantonal contri-butions)
Eastern | CHF 328000/n.s. o
Switzerland I CHF 468000 70%
I I CHF262300/n.s. 0
Ticino S CHF 300000 87,4%
| CHF921675/CHF 1001724 0,
Bern P CHF 1046695 881 %o
Northwesternand GGG CHF 1004300 /CHF 1146200 L)
Central Switzerland I CHF 1061200 94'6 %
(V)
I CHF394198/n.s. 54%
Geneve I CHF 723961
Voud —— CHF 609210 /CHF 1524580 40%
I CHF 1524580 o
Zurich 1 CHF 1342691 /n.s. 75,9 Y%
1 CHF 1767959
0 500000 1000000 1500000 2000000
Feeincome/ . Expenditure

Totalincome (incl. cantonal contributions)



There were no significant changes in committee membership
during 2022, although the Zurich, Geneva and Vaud commit-
teesreplacedindividual departingmembers. Furthermore, the
Zurich and Vaud committees each added two members.

Newly appointed committee members generally take part in
the annual basic training course run by Swissethics. One such
course, on the “Cornerstones of scientific, ethical and legal
assessment”, was held in German in Zurich on 29 November
2022. Five new members attended. On 27 September 2022,
committee members had the opportunity to bring their knowl-
edge of the “Basics of assessment practice” and "“Equity
considerations” up to date at a continuing education event.
A continuing education event for French-speaking members,
organised by the Geneva and Vaud committees, was held
in Geneva on 24 November. Participants were able to attend
the event, which was about “Artificial intelligence and
research”, either in person or online. Some committees also
report that local continuing education events were held for
theirmembers.

Swissethics has developed an online tool for logging mem-
bers’ training and continuing education status, in which
committee members are required to enter the events they
have attended. In addition to attending events, members
have access to self-study training material in the electronic
Swissethics Library.

All ethics committees have a scientific secretariat. This is
required by law and led by a natural scientist, generally a biol-
ogist. Each committee also has an administrative secretariat.
There are considerable variations between committeesin the
staff resources available in the secretariats (see Figure 2).

1

The ethics committees are mainly funded via fees and can-
tonal contributions. The latter take the form of a fixed annual
sum or a deficit guarantee. The overview of income and
expenditure for 2022 given in Figure 3 includes the relevant
contribution and level of cost coverage (income from fees
divided by expenditure).

Itis important for ethics committees to retain their independ-
ence — both while providing advice to researchers and when
making decisions. Specific rules have therefore been put in
place to safeguard independence. If a committee member
faces a potential conflict of interest, they must either recuse
themselves or be excluded from the assessment and discus-
sion of the application. All committees are committed to
transparency and publish their members' vested interests
on their websites. Some also publish their current recusal
rules online.



2 Activities of the ethics committees

The core task of the ethics committees is to assess and
approve research projects. Depending on their design,
research projects may be conducted in several medical facili-
ties spread across several cantons, and thus fall under areas of
responsibility of various ethics committees A distinction is
therefore made between monocentre and multicentre pro-
jects. Monocentre research projects involve one ethics com-
mittee, whereas multicentre projects involve several. In the
latter case, one committee acts as lead ethics committee.

Inaddition to this summary report, kofam/the FOPH publishes
an annual statistical report on the nature and number of
research projects submitted to and approved by the ethics
committees (Human Research in Switzerland). This statistical

reportisalways published at the same time as the ethics com-
mittees’ summary annual report and can be found in the
"Downloads” section of the kofam website. The sections

below contain the main key figures from the statistical report.
Additional tables and charts can be found in the report itself.

Year-on-year decline in number of research projects
2,407 research projects were submitted to the ethics com-
mittees in 2022, while the committees approved 2,014 pro-
jects in the same period. This reveals a fall in the number of
projects compared to 2021 —specifically 151 (6%) fewer pro-
jects submitted and 297 (13%) fewer projects approved. This
decline could be attributable to the decrease in projects spe-
cifically related to Covid-19.

Number of research projects approved falls

to pre-pandemic levels

Looking at the trend in the number of research projects
approved since 2017 by research type (see Figure 4), it is
noticeable that:
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https://kofam.ch/upload/downloads/gutachten_und_berichte/BAG_Statistikbericht_2022.pdf
https://kofam.ch/en/downloads

e The number of clinical trials approved since 2017 is relatively
stable;

® The number of trials involving persons but not clinical trials is
stable from 2017 to 2019, then increases sharply during
2020, the first year of the pandemic, before dipping to just
under pre-pandemic levels in 2022.

e The number of research projects involving further use of
data or samplesincreased consistently in the pre-pandemic
period between 2017 and 2019, peaked during the pan-
demic in 2020 and 2021, then dropped to slightly below
2017-2019 levels.

Overall, the total number of research projects approved in
2022 is slightly below the corresponding figures for the years
prior to the pandemic.

Processing times stable throughout the years

The assessment procedure most frequently used by the eth-
ics committees during 2022 was the simplified procedure
(around 60% of decisions), in which decisions are made by
three committee members. The regular (at least seven-mem-
ber) procedure and presidential procedure were each used in
just under 17% of decisions. Procedures that had yet to be
conducted at the time the data were exported account for the
remaining 4.7 % (Figure 5). There are significant differencesin
the individual committees’ usage of procedures.

The median time between confirmation of receipt of formally
correct applications and the initial decision by the ethics com-
mittees is 18 days. Figure 6 provides a breakdown by ethics
committee.

Lead ethics committee

KEK-ZH EKNZ CER-VD KEK-BE CCER EKOS CE-TI Total
n O/Oco\ n O/Oco\ n O/Oco\ n %co\ n %co\ n %co\ n %co\ N %co\
Ordinary! 92 149 51 10,8 57 130 49 136 30 99 24 245 9786,6* 400 16,6
Revi Simplified? 340 54,9 336 71,3 275 62,6 263 72,7 224 73,7 44 44,9 5 4,5 1487 61,8
eview
. .
procedure Presidential 168 271 79 16,8 66 15 30 8,3 38 12,5 23 23,5 404 16,8
First decision 9 31 5 11 4 93 20 55 12 39 7 71 10 89 114 47
still pending
Total numberin AS1° 619100,0 471100,0 439100,0 3621000 304100,0 98100,0 112100,0 2407 100,0
1 Decision taken at full committee meeting by at least seven members of the ethics committee, as per the provisions of Art.5, OrgO-HRA.
2 Decision taken by three members of the ethics committee, as per the provisions of Art.6 OrgO-HRA.
3 Decision taken by the president or vice-president of the ethics committee, as per the provisions of Art. 7 OrgO-HRA.
4 CE-Tluses the ordinary procedure for most of the research applications.
5 IThetotal numberincludes 2 clinical investigations with medical devices with the status 'notadmitted’, as per Art. 12 ClinO-MD.

These are not listed separately in the table.
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Figure 6: Time taken (median) from complete application to initial decision broken down by lead committee.
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The median time from receipt to the ethics committee's final
decision (approval) is 69 days. Figure 7 provides a breakdown
by ethics committee. Median processing times for all ethics
committees are largely in line with those for previous years.

The ethics committees’ work is not complete once they have
approved projects. They also have a duty to assess ongoing
projects, an area where their approaches vary. Clinical trials
are inspected by Swissmedic, the Swiss Agency for Thera-
peutic Products (see “Other supervisory authorities / Swiss-
medic” section). The competent committees generally attend
the final discussion. The Northwestern and Central Switzer-
land, Vaud and Geneva committees also report on their own
inspection activities, which take the form of audits.

The Northwestern and Central Switzerland committee con-
ducted six audits to verify quality and gain a better understand-
ing of the problems facing researchers. The Geneva commit-
tee made ten follow-up visits to various departments at
Geneva University Hospital. In the course of these, 59 minor
and nine serious deficiencies were found; these point to
infringement of the rights, safety or wellbeing of the project
participants or misuse of their data. The Bern committee
reported one case of suspension, revocation or interruption
foran ongoing project in response to notifications.

Several committees rejected a small number of applications
during 2022 because ethical, formal/legal or scientific short-
comings had been identified. The majority of applicants
accepted the rejections. Only one appeal — to the Bern com-
mittee — was submitted. In addition, one appeal from 2019
concerning an application rejected by the Zurich committee is
still pending.

With the exception of the Eastern Switzerland and Bern com-
mittees, all ethics committees reported assessing one appli-
cation subjectto Art. 11 of the Stem Cell Research Act (StRA).

15

The ethics committees begin to advise researchers before
they submit their research applications. Project designissues
and potential conflicts of interest are discussed during the
advice process. The informed consent process for partici-
pants is also discussed and explained. Although this advisory
work reduces the workload involved in subsequent assess-
ment, it also ties up resources and accounts for a substantial
part of the committees’ work and the work done by their sci-
entific secretariats.

In addition, the number of “determinations of responsibility”
has increased sharply. These are written preliminary investi-
gations, in which researchers can resolve uncertainties with
the ethics committee before they draw up and submit their
research application. Assessing and responding to such
requests also ties up considerable resources.

The committees report on their regular dealings with supervi-
sory authorities such as Swissmedic and the FOPH. They also
maintain dialogues with the Swiss Academy of Medical
Sciences (SAMS), Swiss Clinical Trial Organisation (SCTO),
Swiss Biobanking Platform (SBP), Swiss Personalized Health
Network (SPHN) and Swiss Society for Biomedical Ethics
(SGBE).

In terms of the public relations work undertaken by the ethics
committeesin 2022, the “lunch LRH" series of events run by
the Vaud committee and the publication of the Geneva com-
mittee’s quarterly bulletin merit particular mention. Although
there were virtually no events for people outside the ethics
committees, the committees themselves made use of exter-
nal continuing education platforms, such as those at universi-
ties, for presentations.


https://www.fedlex.admin.ch/eli/cc/2005/104/en

3 Ethics committees’ comments on the research

projects submitted

The comments below summarise the ethics committees’
assessments of their activities during 2022.

Advice as well as assessment

There was a significant year-on-year increase in the number of
applications submitted in Ticino, particularly in the “Research
involving persons, but not a clinical trial” and “Further use of
personal data and biological material” categories. However,
there was a slight decline in the percentage of clinical trials. The
most popular field was oncology, followed by neurology, surgery
and cardiology.

In addition to its assessment services, researchers frequently
usedthe Ticino committee as a source of advice on applying the
Human Research Act and to resolve procedural and metho-
dologicalissues.

General consent proving effective

After the two years of the pandemic, assessment activities by
the Ethics Committee of Eastern Switzerland (EKOS) returned
to normal in 2022. The number of applications submitted is
back to pre-pandemic levels, and compliance with processing
times was good.

The slight rise in the number of clinical trials was offset by a
decline in non-clinical research projects. It is particularly note-
worthy that projects involving further use of personal data with-
out participants’ consent are becoming ever rarer, something
the committee attributes to the increased use of general con-
sent.

Moreover, the committee acted as lead committee and took
decisions on projects assessed under the ordinary procedure
almost twice as oftenasin2021. The ordinary procedure is used
for more complex, multicentre research projects. The commit-
tee regards this as a sign that sponsors have conducted an
increased number of clinical trials after the pandemic.

Slightly more applications thanin 2021

The Ethics Committee of Geneva had slightly more applications
to processin 2022, particularly trials involving the further use of
biological material and personal data, as well as, to a lesser
extent, clinical trials of medicinal products.
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Dialogue with researchers pays off

Application numbers remained largely stable in Vaud in 2022.
Clinical trials increased slightly, while the number of non-clinical
trials declined slightly. The former represented only about one
sixth of all applications.

The Ethics Committee of Vaud was once again able to slightly
decrease the average time needed to respond to applications
in2022. This was due firstly to the introduction in 2020 of organ-
isational measures such as greater use of virtual meetings. Sec-
ondly, research institutions can help reduce processing times
themselves if they have their own supportand assistance struc-
tures for researchers. The Vaud committee is therefore
motivated to further strengthen interaction with research
institutions.

Eye on shorter processing times

The Bern ethics committee processed slightly fewer research
applications than in the previous year. Despite illness- and
maternity-related absences and a change of staffin the secretar-
iat, the committee was able to keep processing times leading to
the initial decision within the statutory thresholds. However,
staffing shortages meant that the time between the initial and
final decisions was too long from the committee's perspective.
As aresult, measures were adopted to shorten it. For example,
there were modifications to the simplified procedure, so that
applications no longer undergo a preliminary formal review by
the scientific secretariat. In addition, compliance with condi-
tions is now the sole responsibility of the sponsor.

Shortdecision times

Applications were slightly up in northwestern and central
Switzerlandin 2022 compared with the previous year. However,
numbers are now within annual fluctuation thresholds and back
to pre-Covid pandemic levels.

As in previous years, the committee was able to ensure short
decision times for application processing. The same was true
of decisions on trials involving medical devices, an area where
the committee recorded processing time data for the first
time in 2022.


https://swissethics.ch/en/documents/generalkonsent
https://swissethics.ch/en/documents/generalkonsent

Back to pre-pandemic levels

The number of applications submittedin Zurichin 2022 returned
to pre-pandemic levels. The clinical trials that account for about
aquarterof allapplications have been relatively consistently split
between the various trial categories, such as clinical trials of
medicinal products or medical devices, for several years. The
number of applications in the “Other clinical trials” category
remained highin 2022.

There were very few notable events. The Zurich committee
received isolatedreports of safety and protective measures that
had to be implemented in connection with clinical studies.
Although one trial had to be terminated, there were no cases in
which it was necessary to withdraw approval, suspend research
projects orinstigate criminal proceedingsin 2022.
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4 Conclusions and outlook

The ethics committees have successfully put the challenging
years of the coronavirus pandemic behind them. Their annual
reports indicate that working methods returned to normal in
2022 andassessmentand approval activities continued to stabi-
lise. The committees were able to fulfil their duties in accord-
ance with requirements. The organisational measures intro-
duced during the pandemic, such as working from home or
virtual meetings, were retained where it made sense to do so,
and are now an integral part of the way many committees
operate.

In their reports, many ethics committees discuss the Medical
Device regulation (Ordinance on Clinical Trials with Medical
Devices, ClinO-MD), which was revised in 2021 and 2022, par-
ticularly in the context of research projects involving in vitro
diagnostic medical devices. The challenges they cite include the
complexity of the assessment procedure and timeline compli-
ance, as well as coordination with other ethics committees
and other supervisory authorities such as Swissmedic.
Afurtherkey challenge forthe committees is the digitalisation of
research, particularly as regards issues such as artificial intelli-
gence, big data and decentralised clinical trials. To deal profes-
sionally with these challenges, the ethics committees empha-
sise the relevance of appropriate training and continuing
education provision by Swissethics and external providers.
From a political perspective, the upcoming revision of the HRA
ordinances is animportant topic.

Supportingresearchers

In2022, the Ticino committee focused on the entry into force of
the Medical Devices Ordinance, which now covers in vitro diag-
nostic medical devices. The committee emphasises the impor-
tance of sensitising researchers in this field to the new rules and
assisting them with implementation. The committee views the
consultation on the revision of the ordinances associated with
the Human Research Actas an opportunity to propose a number
of amendments.
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Strengthening digital skills

According to the Eastern Switzerland committee, working life
returned to normal during 2022 and cooperation was effective,
thanks in large part to the committee’s stable membership over
aperiod of many years. Despite staffing challenges in the secre-
tariat, the committee is looking ahead to the future. Dealing
competently with future research ethics issues will require
indepth knowledge of software solutions, data protection and
data systems. The committee is therefore planning to keep
investing in members’ continuing education so that it can safe-
guard the high quality of its work in the long term.

One political issue that concerns the committee is cost approv-
als. The question here is how the research and innovation that
the ethics committees approve can subsequently be made
available to patients. Key decisions on the way forward will be
made when the Health Insurance Ordinance (KVV) is revised
in2023.

Keeping an eye on workload

The Geneva committee reported a furtherincrease in work vol-
ume for 2022. This is attributable to the constantly growing
number of dossiers submitted and to the greater complexity of
procedures. Althoughit has been possible to deal with the extra
workload without additional staffing resources, the committee
believes that change is needed.

Anew Vice Chairwas trained during 2022 and took up herrole in
January 2023. Due to the end of the term of office in 2023, the
membership of the committee will be renewed at the start of
2024. Inaddition, replacements for the Chairand one positionin
the administrative secretariat will be organised in 2024.

On top of its regular duties, the committee is planning to com-
plete coordination with Swissmedic for clinical trials conducted
under the ClinO-MD in 2023. Moreover, it intends to continue
its follow-up visits as a way of identifying problems with the
implementation of research protocols. Verification of compli-
ance with the legally prescribed reporting obligations will also
be stepped up.



The challenge of recruitment

The Bern committee is satisfied with its established work pro-
cesses. However, it points out that lack of resources is resulting
in long timelines for final decisions on applications in some
cases. The committee took action to shorten decision times in
December 2022. For example, it is now the sponsor’s respon-
sibility to ensure that conditions associated with applications
are fulfilled. Moreover, finding female members is proving a
challenge for the committee.

The committee feels that cooperation with Swissmedic is
established. To accommodate increasingly technologydriven
key areas of research, such as artificial intelligence, the commit-
tee intends to recruit members with a strong track record in
digital transformation in the healthcare sector.

Intensifying cooperation

The Vaud committee summarises 2022 as a successful year,
emphasises the benefits of regular, trust-driven dialogue with
research institutions and advocates intensified dialogue. Meet-
ings with managers will therefore be used by both sides to
develop skills to take account of the limited resources and give
priority to shared use of specialist knowledge.

On-site audits will not only be used to verify compliance with
requirements, butalso to observe the relevance of internal sup-
port services andto identify areas where supportis still lacking.
This will make it possible to include research teams, sponsors
and the facility in which the research is being conducted. The
committee regards the appointment of two additional mem-
bers to deal with big data or artificial intelligence projects as a
positive development.

Promoting continuing education for members

The Northwestern and Central Switzerland committee regards
2022 as a successful year and reports that average processing
time is comparable to 2021 despite the new requirements of
the ClinO-MD. In addition to balancing its budget, the commit-
tee also mentions technical aspects of the BASEC portal, which
it regards as very helpful overall but too slow in certain func-
tions. In the outlook section of its report, the committee cites
moving to new office premises and promoting continuing edu-
cation as goals for 2023.
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Driving forward standardisation

The Zurich committee did not reportany increase in the number
of applications submitted in 2022 and continued to work with
virtually no change to its membership. However, the process of
handing over to the new head of the committee and new head
of the scientific secretariat was commenced or has already
been completed. In 2023, the cantonal government plans to
appoint committee members for the period from June 2023
to May 2027. All current members are offering themselves
forreappointment. In addition, standards for rapporteur reports
will be introduced and office processes will be consolidated.
Although staff shortages make it a challenging task, the com-
mittee is confident of being able to maintain timeline manage-
ment. Like the other ethics committees, the Zurich committee
continues to work within Swissethics to harmonise the pro-
cesses and assessment standards of the cantonal ethics
committees nationwide and to optimise them in the interests
of the people who take partin research.



5 Other supervisory authorities

Clinical trials with medical devices.

Swissmedic approves clinical trials of medical devices if
the devices or intended applications are not yet CE-certified
(Category C clinical trials). While the trials are in progress,
Swissmedic monitors incidents subject to a mandatory report-
ing requirement, such as serious events or reports on partici-
pant safety.

In 2022, Swissmedic approved 37 first-time applications for
clinical trials with medical devices and 100 variations to ongoing
clinical trials. A total of 143 variations to clinical trials were
monitored, as were 106 annual safety reports and 41 safety
reports from ongoing trials.

Clinical trials with medicinal products

Swissmedic verifies whether the quality and safety of the test
product used in clinical trials of medicinal products in Category
B and Cis guaranteed.

Swissmedic received 186 applications for clinical trials of
medicinal products during 2022. 165 clinical trials were
approved. The complexity of the application dossiers continued
torise in line with the growth in medicinal product complexity.

Inaddition, Swissmedic processed 2,698 (previous year: 2,612)
otherrequests or notifications relating to clinical trials as well as
118 (previous year: 98) reports of suspected unexpected seri-
ous adverse reactions (SUSAR).

Transplantation

Category Cclinical trials involving the transplantation of human
organs, tissues or cells require authorisation from the Trans-
plantation Section of the FOPH. No new applications were
submitted to the FOPH in 2022.
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Radiation protection

The FOPH Radiation Protection Division prepares an opinion for
the ethics committee if, in the case of planned investigations
involving radiation sources, the effective dose per person is
more than 5 millisieverts (mSv) peryear and the interventionsin
question are not routine examinations using authorised radiop-
harmaceuticals. This applies both for clinical trials and for all
other human research projects. The Radiation Protection Divi-
sion prepared one opinion for concomitant investigations
involving radiation sources.

For Category C clinical trials with therapeutic products capable
of emitting ionising radiation in humans, the Radiation Protec-
tion Division prepares an opinion for Swissmedic. It did so for
nine trials in 2022. Four of these opinions concerned medical
devices, while the remainder concerned radiopharmaceuticals.
Four of the latter involved first use in humans. In addition, opin-
ions were prepared on requested amendments for ongoing
clinical trials. Furthermore, the Radiation Protection Division
provided specialist advice to an ethics committee and the
management of a research project involving a Category C
medical device.

All opinions were delivered within the specified time limit.



6 Swissethics and Kofam

The Swissethics association brings together all seven Swiss
research ethics committees. As a national umbrella organisa-
tion, Swissethics is a central body handling enquiries from
researchers, sponsors, CROs and patients, as well as national
institutions. Swissethics coordinates the ethics committees in
such a way as to ensure that provisions on research involving
humans are applied uniformly.

During 2022, Swissethics’ coordination activities included pilot
projects with cannabis. Following the revision of the Narcotics
Act, controlled dispensing of cannabis for non-medical pur-
poses is permitted in Switzerland subject to scientific supervi-
sion. The pilot trials are also being assessed by the ethics
committees. By the end of 2022, a total of nine projects had
been submitted to the ethics committees.

Regulatory topics also occupied Swissethics: On 26 May 2021,
the Medical Device Regulation (MDR) came into force in the EU
and the ClinO-MD in Switzerland. One year later, the In Vitro
Diagnostic Regulation (IVDR) came into force. swissethics
prepared the implementation of these two regulatory changes
in the long term with Swissmedic and then applied them in
a synchronised manner, so that a largely smooth transition
was possible.

Finally, activities in 2022 also focused on amending the guid-
ance document on decentralised clinical trials. A trilateral dis-
cussion between industry representatives, Swissmedic and
Swissethics was held on the subjectin August 2022. Neverthe-
less, some questions are still unresolved, such as telemedical
care for trial participants, data privacy or third-party electronic
access to documents.

The Coordination Office for Human Research (kofam) is oper-
ated by the Federal Office of Public Health (FOPH). It acts as
coordinator between the supervisory authorities on matters
related to research involving humans in Switzerland and pro-
vides information to both the public and researchers.

kofam held four exchange meetings in 2022, in which repre-
sentatives of the scientific secretariats of the cantonal ethics
committees, their umbrella organisation Swissethics, Swiss-
medic and the enforcement divisions of the FOPH took part.
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The topics discussed included coordination between the FOPH
and the ethics committees on the approval of pilot trials with
cannabis. Furthermore, information sheets on subjects such
as the use of software as medical devices were prepared.
These are intended to assist researchers and supervisory
authorities alike in their work.

The key topic of the main exchange meeting was the electronic
consent (e-consent), especially for decentralised clinical trials,
where the challenges include the authenticity of electronic
signatures, revocation and integration in electronic patient
records.

A further focal area of activity in 2022 was the resumption of
work on ordinance revision. The federal offices circulated the
draft for consultation at the end of 2022. The ethics committees
and swissmedic were in-formed of the planned amendments at
an eventin November.


https://swissethics.ch/en
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