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Amne: SV: PT19 - application of art. 19(5)

Dear 512¢

Thank you for lifting this issue, as it promotes greater harmonizations across assessments! And apologies
for not responding earlier, we wanted to double check the assessment and thus needed to await the access
to R4BP3.

For the two products mentioned, only Buiten reikwidte verzoek is applied for in Norway. And even
after the last update of the PAR it is not fully clear to us which uses (age category, application) of this
product may be authorised according to article 19(1), and which used we must consider authorising under
article 19(5). Hence, we have just sent a message to CA BE to ask if they can make a clear overview of
uses to be authorized under article 19(1) and which uses need to be authorized under article 19(5), as this
is important in order to determine if the same conditions apply in Norway.

On a general basis, we agree with Sweeden that this is a complex issue.

We have gone through authorized products in Norway and there is a large variance in at what ages the
different DEET products can be used, how much product to be applied and where the product should be
applied. Also, there are different assessment performed by rMSs and also different uses applied by
applicants.

As both Sweden and Denmark have responded, we also have quite short summers, and most people use
long trousers and long-sleeved shirts when travelling in areas where there is a high density of mosquitoes.
Hence an additional refinement/recalculation of the human health exposure assessment by using a reduced
skin area might be a way forward, if needed. However, when refining the risk assessment, it is important to
remember that the dose used in the efficacy studies must still be covered by human health risk
assessment, also a more detailed review of whether there exists comparable alternatives is needed.

For some DEET products, including the RNL for Buiten reikwite verzoek both ticks and mosquitos
are listed as target organisms. As there is an increase of vector borne diseases by ticks in Norway and thus
there is a higher need for ticks protection, authorisation according to article 19(5) could be relevant.
However, as the efficacy guidance clearly state that "PT19 biocides against ticks can only claim to repel or
attract (in order to trap) the target organisms, not to prevent the diseases”, and also considering the scope
of BPR not being in conflict with directive for medicinal products for human use (i.e. when claiming to
prevent disease in human beings), we are a bit reluctant to use article 19(5) with this as the main

argument.

We are wondering whether 3'2¢  could elaborate about the discussion on DEET they are planning on
initiating?















