Role of representatives in Switzerland for sponsors based
abroad

This interpretation guide is designed to clarify the role of agents in Switzerland representing
sponsors based abroad (foreign sponsors in accordance with the provisions of the Ordinance
on Clinical Trials (ClinO)' and the Ordinance on Clinical Trials of Medical Devices

[ClinO- MD] 2).

This interpretation guide has been updated because clinical trials involving medicinal products
and those involving medical devices are now regulated separately since the ClinO-MD entered
into force.

The FOPH, Swissmedic, and swissethics have agreed among themselves on the updating of
this interpretation guide. By standardizing the assessment practices of the authorities, the rec-
ommendations take into account the desire to ensure equal application of the law. The deci-
sion-making competence of the individual authorities remains unaffected.

Background

According to the definition set out under Art. 2 let. d ClinO, ‘sponsor’ means a person or insti-
tution headquartered or represented in Switzerland that takes responsibility for organising a
clinical trial, and in particular for the initiation, management and financing of the trial in Swit-
zerland. In the ClinO-MD, ‘sponsor’ is defined slightly differently, namely as “any person or in-
stitution that takes responsibility for organising a clinical trial — specifically its initiation, man-
agement and financing — in Switzerland” (Art. 2 para. 1 let. d ClinO-MD). In accordance with
Art. 4 para. 3 ClinO-MD, if the sponsor is not domiciled in Switzerland and does not have a
place of business there, it must designate an agent that is domiciled or has a place of busi-
ness in Switzerland as an address for correspondence. This agent must ensure compliance
with the sponsor’s obligations.

This means that persons or institutions domiciled abroad are acceptable as sponsors only if
they have a designated representative in Switzerland. The legislation does not set out the ex-
plicit obligations of such representatives. On the basis of the sponsor’s obligations, the role of
the representative can be specified as follows.

Written agreements

The sponsor based abroad and the representative in Switzerland must agree on their mutual
rights and responsibilities in writing. The applicable international rules on Good Clinical Prac-
tice® describe the tasks of the sponsor and investigator, and grant a great deal of flexibility to
the roles in a clinical trial which must be specified in written agreements.

" SR 810.305

2SR 810.306

3 For clinical trials involving medicinal products the ICH GCP E6 (R3) in accordance with Art. 5 para. 1 in
conjunction with Annex 1 no. 2.1 ClinO; for clinical trials of medical devices in accordance with Art. 4 par-
agraphs 1 and 2 ClinO-MD, the ISO standards ISO 14155 for clinical trials involving medical devices and
ISO 20916 for clinical performance studies on in-vitro diagnostic medical devices.
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Communication with the authorities in the approval procedure

— Sponsors headquartered in another country must designate a representative in Switzer-
land in accordance with Art. 2 let. d ClinO and Art. 4 para. 3 ClinO-MD. This provision is
primarily designed to ensure the availability of a contact for the Swiss authorities in ac-
cordance with Art. 11b para. 1 Administrative Procedure Act (APA)*. Under this provision,
parties headquartered in another country are required to designate an address for corre-
spondence in order to ensure the legally valid issuing of rulings. Bearing in mind the pro-
cedure for obtaining from Swissmedic approval for clinical trials of therapeutic products
(Art. 54 Therapeutic Products Act, TPA®) in which a foreign sponsor is a party as defined
in Art. 6 APA (see also Art. 31 para. 1 ClinO and Art. 16 para. 1 ClinO-MD), and on the
basis of Art. 11b para. 1 APA, a natural or legal person must be designated as a repre-
sentative with responsibility for fulfilling all the obligations in respect of communication be-
tween the foreign addressees and the authority in the manner of an address for corre-
spondence.® Any communication by Swissmedic with this representative in Switzerland is
considered communication with the sponsor.

— The same applies to the procedure for obtaining approval for clinical trials of transplanta-
tion from the Federal Office of Public Health (Art. 36 Transplantation Act’, Art. 54 para. 1
ClinO).

—  Where a foreign sponsor is the applicant in the procedure for obtaining approval from a
cantonal ethics committee (see Art. 24 para. 3 ClinO and Art. 10 para. 1 ClinO-MD),

a representative should similarly be appointed in order to ensure that the approval de-
cision can be delivered.?

— The approval authorities are responsible for specifying the detailed requirements to be
satisfied by the representative in Switzerland. These authorities can decide on a case-
by-case basis whether, in the interests of the efficient disposition of proceedings, the rep-
resentative in Switzerland must be aware of the legal requirements for clinical trials, famil-
iar with the specific trial in question or able to provide substantive information in response
to verbal enquiries. Conversely, the competent approval authority can also accept that
much of the communication with a sponsor based abroad can be dealt with if that sponsor
can always be contacted by the authority. For legally material correspondence such as
(interim) rulings, however, the representative in Switzerland remains the authoritative ad-
dress for correspondence.

4 SR 172.021

5 SR 812.21

6 The statements on p. 13 of the explanatory report on the ordinances to the HRA can primarily be read
in this way.

7SR 810.21

8 The direct delivery of rulings to an addressee in another country violates the sovereignty of the country
concerned. Any ruling that is delivered without the consent of the foreign country will be rendered null
and void (Supreme Court Ruling BGE 124 V 47 E. 3a). Accordingly, the designation of an address for
correspondence also constitutes the minimum requirement for approval procedures before a cantonal
authority in which the foreign sponsor is a party.
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Liability and coverage

The person or institution that carries out the clinical trial is responsible for the liability and
coverage described in Art. 19 — 20 of the Human Research Act (HRA)® even if it is not
headquartered in Switzerland. The law does not provide for any transfer of the above-
mentioned obligations or liability to a third party. This order is not fundamentally affected
by Art. 2 let. d ClinO and Art. 4 para. 3 ClinO-MD according to the current interpretation.
The wording of this provision does not mean that the representative must accept respon-
sibility for the liability and coverage of the foreign sponsor.'® However, with the intent and
purpose of the liability and coverage obligations in mind, it must be ensured at all times
that injured participants are not disadvantaged by the fact that the sponsor is based in
another country.

During the approval procedure before an ethics committee, evidence must be provided to
show that liability is covered by insurance or some other manner (Art. 25 let. f ClinO; Art.
11 ClinO-MD). Under the relevant insurance oversight legislation, coverage in the form
of insurance is in particular only acceptable if it is provided by an insurance company
headquartered in Switzerland or by a foreign insurance company with a branch office in
Switzerland." This ensures that patients are able to assert both their right of direct claim
(Art. 20 para. 3 let. a HRA, Art. 14 para. 2 ClinO and Art. 3 para. 1 let. ¢ ClinO-MD) and
associated legal enforcement claims in Switzerland.

If liability is not covered by insurance, but by the provision of security of equivalent
value in accordance with Art. 13 para. 1 let. b ClinO and Art. 3 para. 1 let. ¢ ClinO-MD,
the ethics committee must require the granting of a right of direct claim towards a person
based in Switzerland (Art. 14 para. 4 ClinO and Art. 3 para.1 let. ¢ ClinO-MD). The Ordi-
nance does not specify whether this is implemented by the ‘representative’ as defined
under Art. 2 let. d ClinO and Art. 4 para. 3 ClinO-MD, or by a third party.

If, exceptionally, liability does not need to be covered by insurance or equivalent secu-
rities (Art. 12 let. b ClinO and Art. 3 para. 1 let. ¢ ClinO-MD), injured persons must di-
rect their claim for damages to the sponsor. Under international private law, injured
persons resident in Switzerland can bring an action against a sponsor based in an-
other European country in Switzerland.'?

Notification, reporting and cooperation requirements, proceedings

The notification, reporting and cooperation requirements specified in Art. 46 HRA and
the relevant provisions of the ordinance (particularly Art. 37 ff. ClinO and Art. 32 ff.
ClinO-MD) are not directly affected by Art. 2 let. d ClinO and Art.4 para.3 ClinO-MD; ulti-
mately the foreign sponsor is responsible for satisfying these requirements. The for-
eign sponsor can forward the necessary notifications and reports directly to the compe-
tent executing authority without going through the representative as defined under Art.2
let. d ClinO and Art. 4 para. 3 ClinO-MD.

The foreign sponsor may mandate a third party (e.g. a CRO) to fulfil the notification, re-
porting and cooperation requirements assigned to it In accordance with 3.6.1 ICH GCP

9 SR 810.30

0 There is no equivalent provision in Chapter 1 Section 4 ClinO (‘Liability and Coverage’) either.

" See in particular Art. 15 Act on the Oversight of Insurance Companies, (IOA, SR 961.01) and imple-
menting provisions in the Oversight Ordinance (I00, SR 961.011).

2 See Art. 5 of the Lugano Convention (LugC, SR 0.275.12).
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E6 (R3)™ and 6.9 1ISO 14155:2020 as well as 5.11. 1ISO 20916:2019 such an agreement
should be recorded in writing or documented.

— The sponsor remains responsible for compliance with the notification, reporting and co-
operation requirements if it has commissioned a third party to fulfil them.™

— The representative as defined under Art. 2 let. d ClinO and Art. 4 para. 3 ClinO-MD
is not legally obliged to fulfil the notification and reporting requirements.

— In principle, the federal and cantonal authorities conduct all communications with the for-
eign sponsor — e.g. in relation to inspections (Art. 54b para. 1 TPA) or official measures
(Art. 48 HRA) — exclusively through its representative as defined under Art. 2 let. d ClinO
and Art. 4 para. 3 ClinO-MD. In this connection, we refer to the statements relating to
Part 1 (Communication with the authorities in the approval procedure).

13 https://ichgcp.net/3-sponsor-ich-e6-r3
4 See Section 3.6.6 ICH-GCP E6 (R3).
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