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Beni Hirt

CEO
+41 79 668 02 60

beni@decomplix.com

linkedin.com/in/benihirt

Runs the boutique consultancy and CH-REP
Decomplix for 10 years.

Builds and maintains relationships with Swiss importers,
manufacturers and institutions of all shapes and sizes.
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Helena Lacalle

Regulatory Affairs Director

helena@decomplix.com

linkedin.com/in/helena-lacalle

Pharmacist by training, with a master’s degree
In statistics.

25+ years of regulatory & quality management
experience, mainly in MedTech and Pharma.
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Decomplix

Swiss importers: Are you ready for the 2025 Swiss inspection?

Regulatory requirements for
medical device importers &
Swissmedic’s role

3rd July 2025 | Swiss Medtech Webinar | Beni Hirt & Helena Lacalle © Decomplix 2025
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Heads-up: Swissmedic is coming

/ :
swissmedic i

Swissmedic will be conducting targeted inspections of Swiss importers in 2025
Dear SiMagam.

¥ou are registered with Swissmedic a2 a Swizs importer of medical device=. By this you play a central
fok2 in the supply and verificason of these davices.

Tn= obNGANoNS of an IMPOrieEr NSGE. 3MoNg oMer Ihngs

* o verifioation of formal product sonformity before phasing devices on the Swiss market, including
e requirsments set out in the ransitional provisions®

d storage and transport conditions of the products;

cooperation Wih 3na provisicn of INforMATON 10 the AUTantes avd economic

= compliance with the requi

DEFAIONS In e

evert of compliniz, incidentz, and s 5

y correctve actions including recal

A focus campaign caried out in 2023 to verdy compliance with importer obligations revealed that full
compliance Wit these oblgations poses 3 chalenge for

any i

1 patient and

user zafoty, it i important that imporers are aware

s thair respo!

their rasponzibiiic:
know and comply with the requirements for medical devices. As the competent suthority, Swissmedic is
committed to snsunng compiancs with the reqursments for safe and ofscive madical davicss on tha

ity to

Swiss market by mears of regular inspections

This yoar, Swiszcmedic will bo sonducting anothar foous campaign aimed at verifying importers’

compliance with their obligations.

+  How will SWISSmedic CONGUCE the review?
As part of 3 focus eampaign, 3 cartain numbsr of Swiss importars will be selestod through 3 random
sample. The review wil be conducted on-site at the selected imporners in e form of an inspecton.
folawing writtan prior nosoe.

+ Do you neod to provide Swizcmedic with feedback on thiz information ketier?
No. If you have been seleoted by Swiszmedic as part of the random sample in iz ysars focus
campaign, you wil be naiifisd by 2 separate letter.

+  Wnare can you find mors Infarmation 7

Swizzmedia’s ! oot for authonzod reprocantstves

3 provides

dstalied Information on the SEIZANaNs of IMponers

TEASNONS! ((ONSIES 71 THE B PIOVSIONS TOM AT 100 O TN Wa) CEvis DRINAncs (oo,
from art £1 of the Oranante or In VErD Diognoet Medicay Deviaes (WX

YA GHEZMa s O ~Modi031 00400¢ ~ MaThat Curselianca ~ FCOSE IMPIIGN: ~ SWsemedie OVORT Swice Imporar
* WK SMSSIESE £ >MEICA| D206 > MAKEL 362655 > OHIJ00NS f0r AFTONSE] TEpIRSENtaIVES. IMPONETE N0 CETIONTS

na 2 3 wes 36

25 Agenc for Themasuss Frosus
Cwicemedic | HalersTaces 7| 2012

m | Sohweks | www owleamedio.on | Tel #4158 &
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Obligations of importers under MedDO/IvDO.
For MDR/IVDR devices & “legacy” devices.

Also concerns parallel imports.

Throughout 2025 (with prior written notice).
Inspection duration: 0.5 — 1 day.

On-site inspections (2 inspectors).

Selection of companies by random sampling.
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What makes an “importer”?

::> Making available on the market (Art. 4 para. 1 let. a MedDO, Art. 4 para. 1 let. a IvDO)
Collective term referring to the transfer or supply of a device.

The use of a product by a professional user (e.g. an implant or dressing material) does
not constitute making available on the market.

The making available of a product supposes an offer or an agreement (written or verbal)
between two or more legal or natural persons for lh possession or
any other right concerning the product in question after the stage of manufacture has

taken place '°. The transfer does not necessarily require the physical handover of the
product. This transfer can be for payment or free of charge.

- Placing on the market (Art. 4 para. 1 let. b MedDO, Art. 4 para. 1 let. b IvDO)

First making available of a device on the Swiss market leg. via a transfer or supply
between economic operators or from a Swiss economic operator to a healthcare facility /
the consumer).

The concept of placing on the market refers to each individual device, not to a type of
device''. Consequently, each individual device is placed on the market even if devices of
the same model or type have already been placed on the market.

Putting into service (Art. 4 para. 1 let. c MedDO, Art. 4 para. 1 let. c IvDO)
- The stage at which the device is made available to the final user/healthcare facility for the
first time.
v Source: Swissmedic's InfoSheet on the Obligations of Economic Operators
. 17} . n,
The action of "placing on the market”:
)

1) "Transfer of ownership” from foreign manufacturer ¥ Elow of goods is NOT indicative of

2) Subsequent “transfer of ownership” within Switzerland ST @ @UISE L
They frequently follow different paths.
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https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu600_00_016d_mb_pflichten_wirtschaftsakteure_ch.pdf.download.pdf/MU600_00_016e_MB_Obligations_Economic_Operators_CH.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu600_00_016d_mb_pflichten_wirtschaftsakteure_ch.pdf.download.pdf/MU600_00_016e_MB_Obligations_Economic_Operators_CH.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu600_00_016d_mb_pflichten_wirtschaftsakteure_ch.pdf.download.pdf/MU600_00_016e_MB_Obligations_Economic_Operators_CH.pdf

Swiss importer requirements (VedDO Art. 53 / IvDO Art. 46)

__ loeAm t t=n ce| =

(O10123456 78910111 171200976/ 10)1 23456 /89

g (01)01234567891011
(17)210526
: (10)123456789

Check conformity per device unit (CE Ensure right storage/transport
marking, labelling, CH-REP, UDI) conditions (GDP)

CHRN - |[M - 2XXXXXXX

CHRN
o Ve Vg
Q

Record complaints, non-conformities, Register in swissdamed & Inform & Cooperate with
recalls & withdrawals Indicate importer particulars stakeholders
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https://www.fedlex.admin.ch/eli/cc/2020/552/en
https://www.fedlex.admin.ch/eli/cc/2020/552/en
https://www.fedlex.admin.ch/eli/cc/2022/291/en
https://www.fedlex.admin.ch/eli/cc/2022/291/en

Swissmedic's COI’TtFOlS (for Swiss importers)

Mandatory Notifications

Non-conformities
Request for submission of a written CAPA Plan
to Swissmedic (various review loops possible).

Insufficient correction

Swissmedic’s ruling (administrative procedure),
e.g. further CAPA, mandatory product recall,
restriction of sales.

Market Surveillance

device focus suspicion
iInspections campaigns reports

Consequence of offences

. P Fines or prosecution.
A (/’ ' Penalties for criminal provisions per chapter 8
X = of the TPA (SR 812.21).

9 © Decomplix 2025


https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-surveillance-of-medical-devices/schwerpunktaktionen.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-surveillance-of-medical-devices/schwerpunktaktionen.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-surveillance-of-medical-devices/suspicion-reports.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-surveillance-of-medical-devices/suspicion-reports.html
https://www.fedlex.admin.ch/eli/cc/2001/422/en
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-surveillance-of-medical-devices/inspections-of-market-participants.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-surveillance-of-medical-devices/inspections-of-market-participants.html

Decomplix

Thank you for your attention!

© Decomplix 2025



Decomplix

Recommendations
for importers

3rd July 2025 | Swiss Medtech Webinar | Beni Hirt © Decomplix 2025



What is Compliance?

7 ; — Compliance =
Q s ¢ — Compliance that implement the

requirements of the regulations

? — In Medtech, by meeting 3 conditions:

Documentation Traceability Auditability



Swissmedic’s expectations on importers

From a previous focus campaign (2023), key points

that were checked:
— Correct device verification prior to sales

— Indication of importer’s contact details

accompanying the device

— Appropriate storage and transportation
conditions (per manufacturer’s instructions)

— Duly reporting of problems or complaints to the

manufacturer

13 © Decomplix 2025

Swissmedic reviewed 30 Swiss importers

18 out of 30 importers performed
incomplete product checks.

For 8 out of 30 importers, the
importer information was incomplete.

At 8 out of 30 importers, the storage
and transport conditions were inadequate.

3 out of 30 importers had deficiencies in the
recording and forwarding of complaints.




inspectors focus on

M and IvDO paragraphs.
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Tips for being prepared and compliant

. Re-read frequently.

and identify your EO role for each product you bring into the

\ / Swiss market.
N 7 — Record in your about each device
o” — Have always the following
L
- — Conformity verification record
P ~ — Device’s Declarations of Conformity (or CMD statement or PP/S statement)

— Notified Body’s Certificates (and Confirmation Letters for legacy devices)
— Traceability proof
— Complaints log (and proof of notification to the manufacturer & CH-REP)



[ mu—{ |
See the inspection as an opportunity to improve
/ quallty and effluency W|th|n your company.
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How to avoid common pittalls during the inspection

Ensure a professional

QJC\/D welcoming of the
%ﬁ/ inspection team.

Ensure consistency between

\{;/"i what you say, you show and

you have sent in advance.

h

h

n

Start with a clear presentation
of your company and all your
product categories.

Have a clear approach to
ensure importer and CH-REP

particulars on labelling.



Take compliance seriously

Establish the minimum procedures. Create and save records.

Train your team, prepare your

. . Keep your RA knowledge up to date.
infrastructure and documentation. p you wiledge up



ibe to our

s Importer Compliance Insights

https://decomplix.com/importer-compliance-insights
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Decomplix

Questions & Answers

Subscribe to our Swiss Importer Compliance Insights
https://decomplix.com/importer-compliance-insights © Decomplix 2025
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