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SWITZERLAND IVD REGULATORY MAP

A practical orientation for global RA teams entering Switzerland

C START HERE: WHAT IS THE PRODUCT IN SWITZERLAND? o)

o Confirm Swiss regulatory identity

Confirm the intended use, product family, and whether the item
is an VD reagent, analyzer/instrument, or software/other.
Classification and registration depend on the degree of risk

to human health under the Swiss IvDO, which is closely

aligned with EU IVDR.

B IVD reagent (

Choose the regulatory route

CLASS A CLASS B CLASS C CLASS D

@ Low risk @ Moderate risk @ High risk

Highest risk

Self-declaration route

Lowest risk products with
well-established performance
and mature technology.
Manufacturer self-declaration

of conformity. )

Third-party / Notified
Body route
Moderate-risk products
require third-party
conformity assesement by

Stronger conformity
assessment route
Higher-risk products require
stronger conformity assessment

Highest scrutiny route
Highest-risk / critical products
undergo the highest level of
scrutiny with the most

a Notified Body. evaluation expectations,

Build the Switzerland market-access infrastructure

Swiss VDO conformity /
CE-oriented technical
foundation

Swissmedic economic-
operator registration and
traceability / UDI readiness

Swiss Authorized
Representative (CH-REP)
and importer structure

Design tothe
Swiss VDO, closely aligned
with EU IVDR. CE marking
under IVDR s the entry ticket

Register facturer, CH-REP
and importer with Swissmedc
Implement traceabity systems

and UDI per WDO.

¢
appoint a Swiss CH-REP.

Animporteris required to place
the device on the Swiss market.

o Build the evidence stack

Administrative
foundation
QMS certificate,

technical
documentation,

fisk management,
PMS plan, PSUR

Quality /QMS
evidence

180 13485 QMS
with processes
for

sup)

performance
evaluation per
Swiss VDO,

manufacturing,
PMS, and CAPA

Clinical / scientific

Clinical evaluation
rtand

and control.

Swiss language readiness
Product information generally in
German, French, and lalan;
professional-use flexibiity or
English may be possible under
condtions. Seff-testing and
near-patient information must
be easy to understand and
provided n the offical languages. |

Labeling & FU
package

Swiss-language

labeling and IFU
per\DO+UD,
symbols per
Swissmedic

RA TRAP TO AVOID

Do not assume an EU setup alone is enough. Switzerland
is not the EU — CH-REP, importer, Swiss registration, and
language obligations must be addressed.

STRATEGIC INSIGHT

Switzerland is technically close to EU IVDR but
operationally distinct. Plan Swiss market access
as a separate workstream.

J

pr +REP /import
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SWITZERLAND IVD: HOW THE WORK ACTUALLY FLOWS

From classification to commercialization — with the decision points a new RA professional should watch
0 Program flow

(2]
o9&
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@Q
Scope Classify under Appoint CH-REP / pare tech it I e L i
the product ‘Swiss WDO importer documentation & registraton/ traceabilty/  PMS / vigilance /
Define intended use, Class A-D under the Appeint a Swiss P package Self-declaration (A), labeling setup change control
population and InVito Diagrostic  authorized representative  Compll design,saety.  Swissmedic audit(B/C). Ragiter dovicas Qoo PUS erioit
specimen type, Ordinance (1vDO) (AR) i reqired. performance, and PMS or Notified Body (D). 5 UDVCH“N prepare  incidents, manage
plns. Hlabeling changes.

9 What gets heavier as the class rises?

m Y W

If-declarati Notified Body +
Regulatory pathway Swissmedic review

||[ Evidence intensity Low ® Moderate @ ® Hgh ©@®

Veryhigh @@ @@

Q Analytical performance Basic ® Moderate @ @ High/ comprehersive @ Extensie © © @ @

Clinical / scientific support | Typicallynotrequired @ Limited  ® @ Substantial @ ® Extensie ©® © ® @

Quality / QMS readiness Basic ® Stong © @ ® Verystrong @ Robust © @ @@

Intensive @ © ® @

Post-market control Basic reporting @ Enhanced © ® Strong @

G Indlcatlve route-based planning ranges

only — capacit,
language apttion and Swis operarur setup.

© CLASS A | Selt-decaration
@ CLASS B | Swissmedic audit B ~0-15 months

© CLASS C | Swissmedic audit 3
© CLASS D | Notfied Body + C i

~6-12 months

~12-24 months

0 6 12 months 18 2
o Class A self-declaration timelines are typically shortest a Classes B—D timelines depend on review workload,
but stil depend on product complexity and evidence. conformity assessments, and site inspections.

Q Labeling & | ial

Product mfnnmnon/ | Symbols & labeling Professional-use Near-patient & Claims. HZMIQ\ &
% 17U langs St s fexibilty sofvutiog waceabiity
Product m’rmna(mn ‘some written Professional-use Cl
ﬁ and U are generally satements where dovices may allow patent nformation verfable,and evidece-
e | o o | e UDICHRN
e s o bk b icaunguges ol rsdinss,

)

PRIMARY RESOURCES USED FOR THIS TRAINING AID
+ Swissmedic  In Vitro Diagnostic Medical Devices (IVD)  Information for Manufacturers: www:swissmedic.chfivd
* Ordinance on In Vitro Diagnostic Medical Devices (IvDO); SR 812.219 (official legal text)
+ Swissmedic — Authorisation and Registration of Medical Devices and IVDs: wwwswissmedic.ch/md-autorisation
g * Federal Chancellery — Systematic Compilation of Swiss Federal Law (SR): wwifedlex.adminch

IMPORTANT: Product-specific requirements, standards, and recent regulatory changes govern.
Confirm current requirements before execution.
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