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Summary

BACKGROUND: To ensure ethical oversight, researchers
wanting to conduct “research” involving human beings are
typically required to obtain prior approval from an indepen-
dent ethics committee. However, it can sometimes be un-
clear if a project needs to be submitted for ethics approval.
Swiss researchers can contact research ethics commit-
tees via a “jurisdictional inquiry” for clarification whether a
project needs to be submitted for ethics approval.

AIMS OF THE STUDY: (1) To examine the characteristics
of Swiss jurisdictional inquiries, and (2) to identify possible
uncertainties regarding the correct interpretation of exist-
ing legislation in Switzerland.

METHODS: All jurisdictional inquiries submitted to Swiss
research ethics committees between July and December
2017 were reviewed using qualitative content analysis. We
then conducted an online survey between June 2018 and
July 2018 with all researchers who had submitted a juris-
dictional inquiry including a descriptive quantitative analy-
sis.

RESULTS: The review included 271 jurisdictional in-
quiries. Analysis identified three groups of jurisdictional in-
quiries: 80.4% (218/271) sought clarification whether the
project had to be submitted for ethical approval; 18.5%
(50/271) requested a “declaration of no objection”; and
1.1% (3/271) asked for a clarification about which of the
two ordinances was applicable to the project. Analysis
identified eight distinct legal issues that appeared to be
the main cause for a number of jurisdictional inquiries, with
the two most frequently identified issues being whether
the project will produce generalisable knowledge, and
whether the project uses fully anonymised data. Overall,
research ethics committees decided that 78.6% (213/271)
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of the jurisdictional inquiries were outside their jurisdiction
and did not require ethical approval, and that 15.6% re-
quired submission for ethical approval. The online survey
achieved a 56.8% response rate. The majority of respon-
dents (94/166; 56.6%) reported that all the questions they
were asked during the submission of the jurisdictional in-
quiry were easy to understand. Respondents reported that
88% (147/166) of all projects were started or planned to
start. The vast majority (154/166; 93%) of respondents al-
so agreed with the decisions made by the research ethics
committee.

CONCLUSIONS: Jurisdictional inquiries are an important
means for researchers to clarify whether their project re-
quires ethical oversight. However, this mixed-methods
study has identified some difficulties in the interpretation of
legal terms, which often reflect persistent structural issues
that many other countries also face. More detailed guid-
ance may be helpful to reduce the researchers’ uncertain-
ties and ethics committees’ workloads in relation to juris-
dictional inquiries.

Keywords: ethical review, jurisdictional inquiry, research
legislation, empirical investigation

Introduction

Ethical oversight systems have been developed around the
world with the aim of protecting research participants from
unjustified risks and abuse [1]. Researchers wanting to
conduct “research” involving human beings are typically
required to obtain prior approval from an independent
ethics committee [2, 3]. As there often does not exist an
equivalent oversight process for “non-research”, the deci-
sion whether or not a project constitutes “research” under
current regulations plays a crucial role in determining the
level of ethical oversight it receives [3, 4]. A number of
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projects in the healthcare setting, however, occupy a grey
zone where “research” cannot always be clearly differenti-
ated from “non-research” [5—7]. International research has
highlighted how this situation can lead to persistent diffi-
culties in determining whether certain projects need to be
submitted to a research ethics committee [5, 8]. Controver-
sies, such as the widely discussed Keystone study [9—-13],
indicate that this uncertainty also runs the risk of the ethi-
cal oversight system itself undermining efforts to improve
patient care by making these projects unduly burdensome
to conduct. It is therefore important that processes exist to
help clarify the need for ethical approval.

In Switzerland, medical research became comprehensively
regulated for the first time at the federal level in 2014 with
the implementation of the Federal Act on Research involv-
ing Human Beings (Human Research Act). At the same
time, research ethics committees were also reorganised or
merged into seven committees, and swissethics, the um-
brella organisation of Swiss research ethics committees,
was created to support standardisation [14]. The Human
Research Act has two main related ordinances, the Ordi-
nance on Human Research with the Exception of Clini-
cal Trials (Human Research Ordinance) and the Ordinance
on Clinical Trials in Human Research (Clinical Trials Or-
dinance). Pursuant to article 2 of the Human Research
Act, the Act only applies to research “concerning human
diseases and concerning the structure and function of the
human body”. Article 3 of the Act defines “research” to
mean a “method-driven search for generalisable knowl-
edge”. Whereas research involving non-anonymised health
data or non-anonymised biological material is required to
obtain approval by a research ethics committee, the Human
Research Act does not apply to research involving anony-
mously collected health-related personal data, anonymised
health-related personal data, or anonymised biological ma-
terial (article 2).

Swiss researchers can contact the responsible research
ethics committee via a jurisdictional inquiry for clarifica-
tion whether a project needs to be submitted for ethics ap-
proval. If the research ethics committee determines that the
activity is not “research” for the purposes of the Human
Research Act, the committee will send a letter to re-
searchers confirming that the project is not covered by the
Act and therefore falls outside of the committee’s compe-
tency. Researchers have also been able to request a state-
ment from the research ethics committee that it has no
objections to projects that are not covered by the Human
Research Act. There has not been, however, research on
the underlying reasons for jurisdictional inquiries in
Switzerland, and we are not aware of research on similar
requests in other countries.

The Federal Office of Public Health is responsible for eval-
uating the implementation of the Human Research Act.
Based on the findings of this evaluation, the Federal Coun-
cil can then decide on any further steps, such as revising
the law [15]. As a part of this evaluation process, the Fed-
eral Office of Public Health and swissethics wanted to bet-
ter understand the reasons for jurisdictional inquiries. This
exploratory mixed-methods research was therefore con-
ducted during the evaluation period with the aim of (1)
examining the characteristics of jurisdictional inquiries to
Swiss research ethics committees, and (2) identifying pos-
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sible uncertainties regarding the correct interpretation of
existing legislation in Switzerland.

Methods

Qualitative analysis of jurisdictional inquiries

This article is reported according to the Standards for Re-
porting Qualitative Research (SRQR) as described in the
supplementary material (appendix 1) and related to a de-
tailed report commissioned by the Federal Office of Public
Health and swissethics.

Sample

All jurisdictional inquiries submitted through the swis-
sethics’ central online submission system (Business Ad-
ministration System for Ethics — BASEC) between July
and December 2017 were included in the qualitative analy-
sis. This timeframe was used because all researchers in
Switzerland have been required to use this central online
submission system since July 2017. All jurisdictional in-
quiries are therefore submitted to BASEC before being for-
warded to the responsible research ethics committee for as-
sessment. Due to time constraints of the project, it was also
not feasible to include jurisdictional inquires after Decem-
ber 2017.

Data collection

In early January 2018, swissethics provided the project
team with a distinct set of BASEC data, exported into an
Excel file, regarding the jurisdictional inquiries. This in-
cluded information about the general purpose of the in-
quiry, the type of research project, the outcome of the in-
quiry, and email correspondence between researchers and
research ethics committees. All received information was
treated confidentially by the research team.

Qualitative data analysis

The data were analysed using qualitative content analysis
[16, 17]. All available information in BASEC was consid-
ered, including study protocols, emails, the standard form
labelled “brief description of the project” and cover let-
ter. VG initially coded 50 jurisdictional inquiries and con-
structed a preliminary coding framework, which was then
checked and discussed with MB and BL. For the remain-
ing inquiries, VG extracted the relevant data into an Ex-
cel file, checked whether the existing coding framework
already described the relevant issues and introduced new
categories where necessary. VG integrated the findings and
the results were discussed during an in-person meeting,
where any remaining coding problems were resolved by
consensus or discussion. The final coding framework was
checked by all authors to ensure consistency and validity.

Cross-sectional survey of submitting researchers

Survey implementation

An online survey was conducted between June and July
2018, using Sphinx Online Manager (Le Sphinx
Développement 2015). On 6 June 2018, all 296 researchers
who submitted a jurisdictional inquiry between July and
December 2017 received a personalised email invitation to
participate in the survey in the language (German, French,
or [talian) used by the responsible research ethics commit-

Swiss Medical Weekly - PDF of the online version - www.smw.ch Page 2 of 9

Published under the copyright license “Attribution — Non-Commercial — No Derivatives 4.0".
No commercial reuse without permission. See http://emh.ch/en/services/permissions.html.


http://www.equator-network.org/reporting-guidelines/srqr/
http://www.equator-network.org/reporting-guidelines/srqr/
http://www.bag.admin.ch/projects-human-research
http://www.bag.admin.ch/projects-human-research

Original article
_______________________________________________________________________________________________________________________|

tee. Four email addresses did not work, leaving 292 valid
email invitations (fig. 1). A link to the online survey in
English was provided in the email. Three reminders were
sent to non-responders up to 17 July 2018.

Survey contents

We developed survey questions based on discussions with-
in our research team (including representatives of swis-
sethics and the Federal Office of Public Health). Survey
questions explored respondents’ role in the project, re-
search experience, the perception of the submission
process through BASEC and whether the project was start-
ed after the reply of the research ethics committee to the ju-
risdictional inquiry (see appendix 1). The survey took ap-
proximately 10 minutes to complete.

Quantitative data analysis

Descriptive statistics included means for continuous vari-
ables and percentages for categorical variables. The nature
of our analyses was exploratory. Data management and de-
scriptive analyses were performed using STATA version
13.0.

Researcher characteristics and reflexivity

The researchers who carried out the study and analysis
have diverse disciplinary backgrounds and training, such
as medicine/clinical epidemiology (MB, EvVE), nutrition/
health technology assessment/clinical epidemiology (VG),
medicine or biology/human research regulation (SD, BH,
PG, MR, BL, BM) qualitative research/biomedical ethics

Figure 1: Definitions of the analysis sets for (a) the qualitative re-
view of jurisdictional inquiries and (b) the quantitative survey of

submitting researchers.
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(SM), statistics/bioinformatics (PB) and survey implemen-
tation (IG). All researchers worked together as a team and
extensively discussed the data interpretation to minimise
bias. None of us knew any of the included research projects
before.

Results

Qualitative analysis of jurisdictional inquiries

Between July and December 2017, a total of 296 inquiries
were submitted as “jurisdictional inquiries” on swis-
sethics’ central online submission system. The responsible
research ethics committees for the majority (235/296;
79.4%) of jurisdictional inquiries were Zurich (112/296;
37.8%), Bern (72/296; 24.3%), and Northwest and Central
Switzerland (51/296; 17.2%). The remaining jurisdictional
inquiries were forwarded to the research ethics committees
of Vaud (23/296; 7.8%), Geneva (20/296; 6.8%), East
Switzerland (16/296; 5.4%) and Ticino (2/296; 0.7%).

Analysis identified three groups of requests submitted as
“jurisdictional inquiries”:

1. Group 1: 73.6% (218/296) sought clarification
whether the project had to be submitted for ethical ap-
proval.

2. Group 2: 16.9% (50/296) requested a “declaration of
no objection”.

3. Group 3: 1% (3/296) asked for a clarification about
which of the two ordinances (Human Research Ordi-
nance or Clinical Trials Ordinance) was applicable to
the project.

In addition, 8.4% (25/296) of the submissions concerned
such things as communication of protocol deviations or
amendments, which should have been submitted through
other channels. These are not jurisdictional inquires and
were therefore excluded from further analysis. The review
therefore consisted of 271 jurisdictional inquiries.

Of'the 271 jurisdictional inquiries included, the vast major-
ity were in German (149/271; 54.9%) or English (94/271,
34.7). The jurisdictional inquiries most frequently con-
cerned observational studies (117/271; 43.2%) and includ-
ed persons as subjects (178/271; 65.7%) (table 1).

Underlying reasons for the jurisdictional inquiries

To identify possible uncertainties regarding the correct in-
terpretation of the Human Research Act, qualitative analy-
sis focused on the 218 jurisdictional inquiries requesting
clarification whether the project had to be submitted for
ethical approval. Analysis identified eight distinct legal is-
sues that appeared to be the main cause for a number of
jurisdictional inquiries (table 2). The two most frequently
identified issues were whether the project constituted “re-
search” that will produce generalisable knowledge as de-
fined under article 3a of the Human Research Act (59/218;
27%) and whether the project used “anonymised biological
material or health-related data” as defined under article 3i
of the Human Research Act.
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Outcome of the jurisdictional inquiries

Overall, research ethics committees decided that 78.6%
(213/271) of the jurisdictional inquiries were outside their
jurisdiction and did not require ethical approval, 15.6%
(42/271) required submission for ethical approval and
4.4% (12/271) required further information; for 1.5% (4/
271) of the jurisdictional inquiries, no outcome was avail-
able (table 3). However, jurisdictional inquiries requesting
a declaration of no objection (46/50; 92%) were deter-
mined to be outside the jurisdiction of the research ethics
committee more often than inquiries clarifying the need for

ethical approval (165/218; 75.7%). Conversely, jurisdic-
tional inquiries clarifying the need for ethical approval (39/
218; 17.9%) were determined to require ethical approval
more frequently than inquiries requesting a declaration of
no objection (2/50; 4%).

Cross-sectional survey of submitting researchers

Between June 2018 and July 2018, 178 responses to the
online survey were received. However, 12 respondents an-
swered fewer than 5 of the 19 survey questions and were

Table 1: Characteristics of the jurisdictional inquiries included.

Characteristic | Total (N = 271)

Language

German 149/271 (54.9%)
English 94/271 (34.7%)
French 27/271 (9.9%)
Italian 1/271 (0.4%)
Study design

171271 (43.2%)

47/271 (17.3%)
27/271 (10%)

20/271 (7.4%)

14271 (5.2%)

141271 (5.2%)
91271 (3.3%)
71271 (2.6%)

41271 (1.5%)
31271 (1.1%)
31271 (1.1%)
1/271 (0.4%)
1/271 (0.4%)
1/271 (0.4%)
1/271 (0.4%)

Observational study

Qualitative study

Method validation study

Basic research

Diagnostic accuracy study
User testing
Case report/series

Randomised controlled trial

Patient registry

Education programme
Feasibility study
Experimental computer model

Experimental robotics research

Noise emission study

No information

Subject type

1781271 (65.7%)
711271 (26.2%)
6/271 (2.2%)
4/271 (1.5%)
21271 (0.7%)
91271 (3.5%)
1/271 (0.4%)

Persons

Already collected personal data

Already collected biological material

Study conducted exclusively abroad

Deceased persons
Other
No information

Table 2: Legal issues causing uncertainty.

Total (N = 218)
509/218 (27.1%)
43/218 (19.7%)
22/218 (10.1%)
22/218 (10.1%)
11/218 (5.1%)

Legal issue causing uncertainty

. If the project constitutes “research” that will produce generalisable knowledge

. If the project uses “anonymised biological material or health-related data”

. If the project uses “health-related personal data”

. If the project falls under the scope of the Human Research Act

1
2
3
4
5. If informed consent is required
6
7
8

. If the research project is a clinical trial 10/218 (4.6%)
. How to import or export biological material, genetic data or other health-related data 3/218 (1.4%)
. The further use of data, samples of an ongoing research project 2/218 (0.9%)

Other reasons for the inquiry 46 (21.2%)

Table 3: Outcome of the jurisdictional inquiries.

Outcome Type of jurisdictional inquiry
Need for ethical approval Declaration of no objection re- Applicable ordinance Total
(n=218) quest (n = 50) (n=3) (N=271)
Outside jurisdiction 165/218 (75.7%) 46/50 (92%) 2/3 (66.7%) 213/271 (78.6%)
Submission required 39/218 (17.9%) 2/50 (4%) 1/3 (33.3%) 42/271 (15.5%)
Further information requested 11/218 (5%) 1/50 (2%) 0 12/271 (4.4%)
No outcome available 3/218 (1.4%) 1/50 (2%) 0 4/271 (1.5%)
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therefore excluded from analysis. Consequently, the online
survey achieved a 56.8% (166/292) response rate (see fig.
1). Respondents had an average age of 40.9 years (range
39.2-42.5), and 52.4% of respondents were female (87/
166). The majority of respondents (104/166; 62.7%)
worked in a university or university hospital, were a non-
medical or medical researcher (102/166; 61.4%), and had
experience in research for an average of 9.9 years (range

8.5-11.3 years) (table 4).

Table 4: Characteristics of survey respondents.

Swiss Med WKkly. 2020;150:w20318

Reported difficulties

The majority of respondents (94/166; 56.6%) reported that
all the questions they were asked during the submission of
the jurisdictional inquiry were easy to understand (table 5).
However, some respondents (39/166; 23.5) reported that
one or several were difficult to understand. Questions iden-
tified as difficult included “Will this project generate gen-
eralisable knowledge?” (n = 15), “Is it solely a quality
control for institution-internal purposes?” (n = 15), “Are
samples or health-related data involved?” (n = 14), “Are
the samples/ data irreversibly anonymised?” (n = 13), “Are
persons involved?” (n = 7).

Characteristic

Total (N = 166)

Age (years), mean (range) 40.9 (39.2-42.5)
Gender

Female, n/N (%) 87/166 (52.4%)
Male, n/N (%) 76/166 (45.8%)

Unknown, n/N (%)

3/166 (1.8%)

Working environment

University or university hospital 104/166 (62.7%)
University of applied sciences 18/166 (10.8%)
Academic institution (non-university) 15/166 (9.0%)
Non-university hospital 12/166 (7.2%)
Private company 12/166 (7.2%)

Private practice

21166 (1.2%)

Other

3/166 (1.8%)

Role of the researcher

Principal investigator or investigator 80/166 (48.2%)
Project leader or project manager 26/166 (15.7%)
Research assistant or research collaborator 20/166 (12.1%)
Sponsor 15/166 (9.0%)
Sponsor-investigator 13/166 (7.8%)
Employee of a contract research organisation 2/166 (1.2%)
Other 9/166 (5.4%)
Missing 1/166 (0.6%)

Professional function

Non-medical researcher

59 (35.5%)

Medical researcher

43 (25.9%)

Clinician

23 (13.9%)

Project manager or monitor

18 (10.8%)

Nurse in patient care 4 (2.4%)
Research nurse 2 (1.2%)
Other 16 (9.6%)
Missing 1(0.6%)
Experience in research (years), mean (range) 9.9 (8.5-11.3).
Table 5: Reported difficulties during submission process.

Difficulties Total
Comprehension of questions

All questions were easy to understand 94/166 (56.6%)
One or several questions were difficult to understand 39/166 (23.5%)

| do not remember

20/166 (12.1%)

| did not fill in this form

10/166 (6%)

| had other difficulties with this form

2166 (1.2%)

Missing

1/166 (0.6%)

Types of difficult questions (multiple answers were possible)

“Will this project generate generalisable knowledge”

15/69 (21.7%

“Is it solely a quality control for institution-internal purposes”

15/69 (21.7%

“Are samples or health-related data involved”

“Are the samples/ data irreversibly anonymised?”

( )
( )
14/69 (20.3%)
13/69 (18.8%)

“Are persons involved?”

7/69 (10.1%)
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Reported outcome of projects

Respondents reported that virtually all of the projects (111/
112; 99%) that were assessed by research ethics commit-
tees as not needing ethical approval were started or
planned to start (table 6). Out of those projects which were
determined to need ethical approval, 80% (36/45) were
started or planned to start. Consequently, 88% (147/166) of
all projects were started or planned to start. The vast ma-
jority (154/166; 93%) of respondents agreed with the deci-
sions made by research ethics committees.

Discussion

This is the first study to examine the underlying reasons for
jurisdictional inquiries concerning the Human Research
Act in Switzerland and it has resulted in two key findings:
(1) Jurisdictional inquiries were often prompted by uncer-
tainty about whether the project should be considered “re-
search” or involved fully anonymised data under the Hu-
man Research Act, and (2) the majority of jurisdictional
inquiries included persons as subjects but were determined
not to require ethical approval. These findings often reflect
persistent structural issues that many other countries also
face.

Ethical oversight systems around the world typically make
a sharp distinction between clinical research and clinical
practice. As a result, researchers wanting to conduct re-
search studies involving humans are typically required to
obtain prior approval from an independent ethics commit-
tee, to fully inform participants about the study and obtain
their written consent agreeing to participate [4]. Howev-
er, many projects in the healthcare setting are increas-
ingly not clearly fitting the “research” or “practice” dis-
tinction, which can lead to uncertainty about how some
projects should be ethically handled. For instance, qual-
itative research studies in the US involving health care
leaders [5], and those responsible for quality improvement
[8], have highlighted persistent difficulties in determining
which healthcare improvement projects need to be submit-
ted to a research ethics committee and disclosed to pa-
tients.

Our findings regarding the underlying reasons for the ju-
risdictional inquiries are also supported by a recently pub-
lished qualitative study with key stakeholders in Switzer-
land by McLennan [3]. Similar to our analysis of
jurisdictional inquiries, it was reported that there is wide-
spread uncertainty among key stakeholders regarding
when certain activities require cthical review because of
two main factors: (1) many projects fall into a “grey zone”
where “research” cannot always be clearly differentiated
from “non-research”; and (2) there is confusion about
when health data should be considered fully anonymised

[3].

Table 6: Reported outcome of project.

Difficulties in correctly interpreting these terms in the Hu-
man Research Act may be partly caused by a lack of clarity
in the legislation itself. Indeed, swissethics has recom-
mended that the terms “research” and “anonymous data”
should be better defined in the Human Research Act [18].
However, it is also clear that Swiss researchers need to be
provided with more support and guidance in determining
whether their projects require ethical approval. It has been
recently reported that the vast majority of Swiss healthcare
institutions currently do not have clear and systematic in-
ternal policies and procedures in place to determine which
projects require ethical approval [3]. This is concerning
and is likely causing some researchers to instead contact
research ethics committee for guidance via a jurisdiction-
al inquiry. Having clear internal policies and procedures to
determine the need for ethical approval has been identified
as important [5, 7] and Swiss healthcare institutions should
work towards developing such guidance. Assessment tools
developed in other countries may provide helpful models
[19, 20].

However, it should be noted that 46 jurisdictional inquiries
requesting clarification whether the project had to be sub-
mitted for ethical approval did not reveal any uncertainties
regarding the correct interpretation of the Human Research
Act and 50 requested a declaration of no objection. It is
therefore possible that there were other factors influenc-
ing a number of researchers’ decisions to submit a juris-
dictional inquiry, other than being uncertain about the cor-
rect interpretation of the Human Research Act. The study
by McLennan also revealed that many Swiss researchers
are submitting to research ethics committees projects that
they know do not fall under the Human Research Act [3].
Due to a general lack of oversight mechanisms for projects
falling outside of the Human Research Act, researchers are
requesting a confirmation from research ethics committees
that their project does not require ethics approval because
they are intending to publish the results or to meet require-
ments set by funders [3]. However, “[t]his was seen by
many as ethically problematic, not only because it creates
inefficiencies and wastes resources for the ethics commit-
tees, but also because it can give the impression that a pro-
ject has been ethically reviewed when it has not been” [3].

Although there is a growing number of institutions in
Switzerland (the Ethics Commission of ETH Zurich, the
University of Zurich, the University of Basel, and many
Faculties of Psychology, etc.) that provide ethical oversight
for projects outside of the Human Research Act, there are
often limited ethical oversight mechanisms available for
these projects. Consequently, a number of research projects
involving humans in Switzerland do not receive ethical ap-
proval, because they do not constitute “research” for the
purposes of the Human Research Act. Indeed, we found in
our mixed-methods study that the majority of jurisdictional
inquiries included persons as subjects but were determined

Outcome Need for ethical approval
Needed ethical approval Did not need ethical approval Total
(N =166)
Started or is planned to start 36/45 (80%) 111/112 (99.1) 147/166 (88.5)
Not started 9/45 (20%) 1/112 (0.9) 10 (6)
Other 7 (4.2%)
Missing 2 (1.2%)
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not to require ethical approval. However, it should be noted
that article 51(2) of the Human Research Act states that
ethics committees “...may advise researchers in particular
on ethical questions and, if so requested by the researchers,
comment on research projects not subject to this Act and
specifically projects carried out abroad”. Ethics commit-
tees will therefore often state in response to jurisdiction-
al inquiries that they have “reviewed the submitted docu-
ments and can confirm that the research project fulfils the
general ethical and scientific standards for research with
humans”. This is not, however, a full ethical review of
the project. Swissethics has also recommended that decla-
rations of no objections are no longer issued by research
ethics committees as in the past [18]. It will therefore be
important that more consideration is given to how the eth-
ical oversight of projects falling outside human research
legislation can be strengthened.

This mixed-methods study has a number of limitations that
should be taken into account when interpreting the results.
Due to time constraints of the project, data was only col-
lected over 6 months in the second half of 2017. Although
analysis of the national sample reached saturation in the
difficulties researchers had with correctly interpreting the
Human Research Act, it is possible that some difficulties
were not sufficiently represented in the study because of
the short data collection timeframe. Furthermore, the quali-
tative analysis of the jurisdictional inquiries involved a lev-
el of interpretation, introducing a subjective element to the
analysis. Nevertheless, as multiple authors were involved
in the analysis and met regularly to discuss challenges with
interpretations, this process should ensure as much as pos-
sible the reliability and validity of the findings. As the sur-
vey of submitting researchers had a response rate of less
than 60% (166/292; 56.8%), a generalisation of the results
to submitting researchers is not necessarily possible. How-
ever, as those who responded to our survey are likely to
be generally more motivated and more interested than the
non-respondents, the difficulties identified should be tak-
en seriously. Furthermore, because the two data sources
(BASEC and survey) were not linked with respect to spe-
cific projects, a more detailed comparison between the two
data sources was not possible. Finally, because the sur-
vey was initiated before the completion of the qualitative
analysis in which we found out that 25 of the submitted
files were actually not jurisdictional inquiries, all 296 sub-
mitting researchers were surveyed, and due to the anony-
mous survey analysis we could not exclude any respon-
dents based on our findings in the qualitative analysis.

Conclusion

Jurisdictional inquiries are an important means for re-
searchers to clarify whether their project requires ethical
oversight. However, our mixed-methods study revealed
that a number of researchers are having difficulties cor-
rectly interpreting some legal terms in the Human Re-
search Act. Better defining these terms in the Human Re-
search Act may be helpful, but Swiss researchers also need
to be provided more support and guidance in determin-
ing whether or not their projects require ethical approval.
Strengthening the ethical oversight of projects falling out-
side human research legislation may further improve this
process.
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Appendix 1 SPQR checklist and survey questionnaire

The appendix is available as a separate file at
https://smw.ch/article/doi/smw.2020.20318.
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