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Dear
! All correspondence addressed

to the postal address quoting
On behalf of Sante-Group (hereafter: the applicant) you submitted an application date and reference of this

on 18th March 2021 for an exemption under section 8 of the Medical Devices Act letter.
(WMH) for MP Biomedicals Rapid SARS-CoV-2 Antigen.

This letter contains the decision concerning your application.
Assessment of your application
Having assessed the documentation that you submitted, I find as follows:

- You are a manufacturer of an antigen test and are able to demonstrate
that the rapid antigen test in question already bears a CE-mark for
professional use.

- You have demonstrated that you have submitted an application to a
notified body of one of the EU member states to obtain CE-certification for
use of the rapid antigen test as a self-test.

- I asked the Health and Youth Care Inspectorate (hereafter: 1G]) to provide
a supplementary opinion on your application. The purpose of this limited
check is to determine whether there are any with respect to factors that
would advise against the manufacturer of the antigen self-test. In the
context of this limited check, the IG] did not find any factors that would
advise against the manufacturer or the product.

- In addition, I asked the National Institute for Public Health and the
Environment (RIVM) for its opinion on your application. As part of the
procedure in which the Ministry of Health, Welfare and Sport (VWS) grants
temporary exemptions under the exceptional circumstances of the COVID-
19 pandemic, RIVM conducts a limited assessment of certain sections of
each complete application. These are the product description, instructions
for use, user-friendliness study, risk management, validation studies and
the checklist of essential requirements. This assessment is not comparable
with an assessment in the context of the requirements for CE certification.
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Consequently, the manufacturer may not use RIVM’s assessment to invoke Directoraat Generaal

any rights in a certification procedure with a notified body. Curatieve Zorg
Directie Geneesmidd en Med.

. . . Technologie
- The final conclusion of RIVM'’s assessment of MP Biomedicals Rapid SARS- Team B

CoV-2 Antigen: The test is fundamentally sound. However, RIVM
recommends that the manufacturer be required to make a number of
changes to the instructions for use. These changes are mentioned in Dutch
in the Annex to this decision.

Decision
On the basis of the assessment and the opinions provided by the IG] and RIVM, I
have decided as follows:

Pursuant to section 8, subsection 1 and section 9, subsection 1 of the WMH, and
subject to the conditions stated below, I hereby grant Sante-Group an exemption
from the provisions in article 3, paragraph 1 and article 7 of the Decree on in vitro
diagnostic medical devices (IVDs) with respect to making available and
distributing MP Biomedicals Rapid SARS-CoV-2 Antigen as a self-test for which no
CE certificate has (yet) been issued. The exemption is valid until 31 December
2021 at the latest.

- The exemption applies exclusively to the territory of the Netherlands.

- The exemption will enter into effect on 7 April 2021 and will remain valid
until 31 December 2021 at the latest.

- If a notified body issues an EC design-examination certificate for the use
of this test as a self-test before 31 December 2021, the manufacturer
must inform the Ministry of Health, Welfare and Sport and the 1G]
immediately by emailing a copy of the EC design-examination certificate to
medicaldevices@minvws.nl. In that case, the exemption will be lifted with
immediate effect. Tests that have already been placed on the market
under the exemption may be sold to users and used.

- Your rapid antigen test satisfies the requirements for devices for self-
testing as set out in the Decree on in vitro diagnostic medical devices
(IVDs) and existing standards for self-tests (with the exception of the EC
design-examination certificate for self-tests, issued by a notified body).

- If, after completing the conformity assessment procedure, the notified
body concludes that the test does not comply with the statutory
requirements for self-tests and does not issue a certificate, you must
inform the Ministry of Health, Welfare and Sport and the 1G] immediately
by sending an email to medicaldevices@minvws.nl.

- The manufacturer must promptly provide the IGJ, at its request, with
comprehensive information about all incidents involving the product (or
use of the product), in addition to the procedures already in place.

- The applicant must comply with the regular statutory vigilance procedures
relating to general safety and performance requirements.

- Any reports of incidents and safety issues related to self-administering the
test in question must be reported immediately to the I1GJ.

- You are able to record and assess experiences with the use of the rapid
antigen test as a self-test and, on the basis of this information, are able to
indicate appropriate measures to the manufacturer or the authorised
representative in the EU, if necessary. You have made written agreements
with the manufacturer and, if applicable, its authorised representative in
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the EU, concerning compliance with statutory requirements regarding
post-market surveillance and are able to present these agreements
immediately upon request.

- In the instructions for use you must include contact details so that users
can report a complaint about or incident involving the test.

- The instructions for use must contain the instructions for the user laid
down by the government. These instructions must explain the steps to be
taken in response to a negative or positive test result. These instructions
(in Dutch) can be found on the central government website.?

- Depending on how the pandemic develops, the Ministry of Health, Welfare
and Sport may decide to amend these instructions at any time. In that
case, you will receive further information.

- If you wish to make any change that relates to the essential requirements
the test must meet, including specifically the labelling (outer packaging
and instructions for use), you must explain this change to the Ministry of
Health, Welfare and Sport in an email to medicaldevices@minvws.nl.

- This decision will be published on www.rijksoverheid.nl/ontheffingen-
antigeentesten. If a notified body issues an EC design-examination
certificate for the use of this test as a self-test, the exemption will be
removed from the website.

- You must state on the individual packaging and/or in the supplemental
instructions that MP Biomedicals Rapid SARS-CoV-2 Antigen that this test
is a self test, and has been placed on the market under the exemption
granted to you and refer to the website where the decision is published.
This information can be given by means of a label or sticker on the
packaging stating the name of the applicant and referring to the website
where all exemptions are published, or in the supplemental instructions
stating the steps to be taken in response to a negative or positive test
result.

Yours sincerely,

the Minister of Medical Care and Sport,

on behalf of,

the Director of the Department of Pharmaceutical Affairs and Medical Technology,

dr. M.T.M. van Raaij

! Informatie voor gebruiker van corona zelftest (Information for coronavirus self-test users)]|

Publicatie | Rijksoverheid.nl

Directoraat Generaal
Curatieve Zorg

Directie Geneesmidd en Med.
Technologie

Team B
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Directoraat Generaal
Curatieve Zorg

B . Directie Geneesmidd en Med.
Objections Technologie

If you have questions about or disagree with this decision, visit Team B
http://www.riiksoverheid.nl/ministeries/vws/bezwaarschriften-vws, where you will find
information about what to do if you disagree with the decision and are considering

lodging an objection.

You have six weeks from the date of this letter to submit a notice of objection. Please
note: if your objection is not lodged within the time limit, it will not be processed.

Lodging an objection will not suspend the effect of this decision.

The notice of objection must state your name and address, the date of this letter and
the reference code in the right-hand margin of this letter. Explain the reasons why you
disagree with this decision. Don't forget to date and sign your notice of objection.
Please include a copy of this letter with the objection.

You can submit your objection by email to: W]Z.bezwaarenberoep@minvws.nl,
preferably with a scanned signature.

If you submit your objection by email without a signature, you might be asked at a
later date to provide proof that you are authorised to lodge an objection.

Alternatively, you can post your notice of objection to the following address:
Ministerie van Volksgezondheid, Welzijn en Sport

attn. Directie Wetgeving en Juridische Zaken

Postbus 20350

2500 EJ Den Haag

You can also fax your notice of objection to: +31 (0)70 340 59 84.
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Directoraat Generaal
Curatieve Zorg

Directie Geneesmidd en Med.
Technologie

Team B

Annex: Required changes to the Dutch IFU

e Vervang medische en ingewikkelde termen door lekentaal.

e Er staan drie titels met verschillende termen voor de zelftest boven aan de
gebruiksaanwijzing, de term 'gebruiksaanwijzing' (het doel) komt hierdoor
onvoldoende naar voren.

e Maak de layout van de gebruiksaanwijzing overzichtelijker. Bijvoorbeeld
door witregels boven de kopjes toe te voegen.

e Een overzichtsplaatje van de onderdelen van de kit met de juiste
benamingen ontbreekt, hierdoor zijn de afbeeldingen in de procedure niet
goed te herkennen.

e “Slangstandaard” wordt niet uitgelegd of gebruikt.

e De tekst onder “"Beperkingen” bestaat uit lastige zinnen voor een leek en
bevat de volgende fouten: "Een negatief resultaat sluit virale infectie niet
uit, behalve voor SARS-CoV-2", "De kit werd gevalideerd met de diverse
wattenstaafjes. Het gebruik van alternatieve wattenstaafjes..."; enkel het
bijgeleverde wattenstaafje dient te worden gebruikt.

e Afbeelding 5 monsterafname is niet duidelijk. “Anterieure neusuitstrijkjes”
wordt niet uitgelegd.

e Interpretatie van resultaten: duidelijker onderscheid tussen de resultaten
(tekst loopt in elkaar over, is te lang en te moeilijk) en de afbeeldingen
hebben niet dezelfde afmetingen.

e Verplaats de instructies over wat te doen bij een positieve of negatieve
testuitslag van “Veelgestelde vragen” naar “Interpretatie”.

e Ingewikkelde termen die moeten worden uitgelegd of aangepast:
potentieel besmettelijk; monsterafname; optimale werking garanderen;
monsterkamer/monsterkoker/monsterputje (gebruik dezelfde
naamgeving); wikkel; extractieoplossing; kwalitatieve detectie; SARS-
CoV-2 viraal antigeen; exacte concentratie; klinische en laboratorium
resultaten; moleculaire diagnostische methoden; ziekteverwekkende
middelen; niet-levensvatbaar detecteren; virale belasting; correleren;
diagnostische methoden; neus- of oroparyngeale uitstrijkjes;
nasofaryngeale uitstrijkjes; virusmutaties; antigeen; RT-PCR test; vals-
negatieve; weefselkweekisolaten; geintegreerd reagens; reagentia; N-
eiwit; streepachtige coating; zichtbaar monstermateriaal;
vloeistofabsorptie is van nature beperkt; manifestaties, epidemiologisch,
myalgie, respiratoir.
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