Public Summary SwissPAR dated 19.02.2020

Onpattro® (active substance: patisiran)
First authorisation in Switzerland: 23.09.2019

Concentrate for solution for infusion for the treatment of hereditary
transthyretin amyloidosis (hATTR amyloidosis).

Information on authorisation

Since hereditary transthyretin amyloidosis
(hATTR amyloidosis) is a rare disease, Onpat-
tro has been authorised as an “orphan
drug”. The term "orphan drug" refers to im-
portant medicines for rare diseases that
meet specific requirements. Medicinal prod-
ucts of this kind benefit from simplified au-
thorisation conditions in Switzerland.

Onpattro was authorised under Article 13 of
the Therapeutic Products Act (TPA). This
means that the medicinal product is already
authorised in another country with compa-
rable medicinal product control.

In this case, Swissmedic takes into considera-
tion the results of checks carried out by the
foreign regulatory agency, provided certain
requirements are fulfilled. These involve
checks on the quality, efficacy and safety of
the medicinal product, and the extent to
which the results can be accepted for Swit-
zerland. The consideration of the results of
foreign authorisation procedures is in-
tended to help ensure that medicines that
are already authorised abroad can be made
available to patients in Switzerland as
quickly as possible.

Swissmedic accepted the assessment of the
European Medicines Agency (EMA) and the
EMA’s authorisation decision when making
its own decision on whether to authorise
Onpattro in Switzerland.

In Switzerland, Onpattro is not authorised
for administration at home.

If Swissmedic does not carry out its own sci-
entific assessment, Swissmedic refers to the
Assessment Report of the reference author-
ity in both the SwissPAR (Swiss Public Assess-
ment Report) and the resulting Public Sum-
mary SwissPAR. Since no separate review,
and therefore no separate SwissPAR exists,
in the Public Summary SwissPAR for Onpat-
tro we refer to the public short report issued
by the EMA: EMA: An overview of Onpattro
and why it is authorised in the EU
(www.ema.europa.eu)
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Further information on the medicinal product

Information for healthcare professionals: If you have any further questions, please ad-
Information for healthcare professionals dress them to healthcare professionals (doc-
ONPATTRO® tor, pharmacist, etc.).

Information for patients (package leaflet):
Patient information ONPATTRO®

This information is correct as at the date above. New information concerning the authorised medicinal
product in question will not be incorporated into the Public Summary SwissPAR.

Swissmedic monitors medicinal products authorised in Switzerland. Swissmedic initiates the necessary ac-
tion in the event of newly discovered adverse drug reactions or other safety-relevant signals. New findings
that could impair the quality, efficacy or safety of this medicinal product are recorded and published by
Swissmedic. If necessary, the medicinal product information is adapted.
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