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SOPURAE) Introduction

- Union_authorisation: when Sopura decided to
go for a Union Authorization, the goal and
conditions were well defined.

 What  “considerations®  upstream  and
downstream a decision to go for the UA should
be taken into account for an SME?
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SOPURAG)

General benefits of UA

Easier and quicker route to the market when a
business opportunity appears

The process is well structured

(timings and requirements)

It will be a « flag of
confidence » inside
& outside EU
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Our business Model and

Expectations

Strategic gates Challenges within company

Financial consideration
to make

U.A. ® N.A. cost depends
on balance between sales
volumes and number of
countries

Shuffle of product range l

Make choices in
A.l. and products

Integrate your customer’s

strategy

in your dossier NOW! '
Taylor made
win’s will be
Evaluate impact replaced by

on your business more
model standgrdlzed

win’s




SOPURAE

~ _ ~ B Shuffle of product range — unforeseens
% Review of the R&D program ¥ - choices — difficult understanding of
' criteria of BPF (Iimitation on innovation)

dossier with intense dependency of
R&D — right equilibrum N.A./E.A.

Evaluate which national authority is the Put in place a working structure with
most appropriate RMS (2 directions)

(.o Choose the right partner consultant QA Evaluate budget — working process —
‘elr « pioneering project » and find the right experience
(', Integrate your customer’s expectations i o Strategic considerations of customers
\\) now ! \\) should be taken into account

%‘\ Integrate link with active substance and @l Use as much as possible infos build up
dataholder of info of ALl in active substance dossier

il Review of the route to market process @ Evaluate ownership of authorisation
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SOPURAES  SOPURA BPF

« ' SOPURCLEAN' BPF, PT4

« 8 products (2 were reference BP during the
a.s. notification process).

e Active substances: Octanoic & decanoic acid,
both supported by SOPURA. RMS: AT.

 Approval date of the active substances:
1/09/2015.

* eCA: BE.
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SOPURAD Challenges — “itfalls —
Lessons learned

Side (evolving)
regulatory
framework &
duration of the

process

NO RISKS. ONLY RESULTS. 25-10-19



SOPURAE) Dossier: build up

Consolidation of the available data.

Historic (& overload of) data brought more questions

\

\

than answers.

Be critical & concise in the build-up of the dossier and Iin
the studies selection. Evaluate your data with a ‘BPR’
eye.
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SOPURAE) Dossier: build up

\

Drawing conclusions in the context of a BPF

Outcome of certain tests (storage stability, ..) gives
sometimes ‘contradictory’ conclusions, it may also
Impact the structure of your metaSPC and/or family.
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SOPURAE) Dossier: build up

Consistency throughout the process (that
started back in 2004 for SOPURA!)

Example: Identification of the a.s.
supplier.

Don’t overlook the ‘detalls’ — again a critical
verification of all the dossier is a must!
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SOPURAE Interference_ from oth_er or/
new regulations — guidances

\

Duration of the process, new requirements show up and
some side regulation (CLP) may impact the dossier

Change of classification of co-formulants! Did impact
the structure of the BPF (during the BPC Working
Groups!)

Don’t underestimate the global regulatory status of the
coformulants nor the 'general’ regulatory world
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SOPURA-@ %%?gier: format & submission

\

Using the IT tools (SPC editor, R4BP, IUCLID) with the
right versioning!

R4BP is not a flexible system and at the time of the
submission, not all tools were ready!

Train yourself, prepare ‘dummy’ dossiers to make sure
you don’t override a step! Keep the documents updated.
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SOPURA-@V General

\

Impact of the process on the internal departments

In-house test reports (=protocols) not always in line
with BPR data requirements! Strict timeline when new
data submission required.

Involve better your lab team in the process, keep them
iInformed and transpose the BPR data requirements into
internal operating procedures.

NO RISKS. ONLY RESULTS. 25-10-19




SOPURA-@V General

\

Being one of the first UA BPF applicants

For some end points, no guidances available, amongst

other the identification of the worst case product for
efficacy was really challenging — and was challenged!

Accept to have your own conclusions challenged and
propose an acceptable way forward.
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SOPURAG) Communication with the eCA

* Understanding of dossier build-up & field of
applications,

» Update of guidance < info sharing,
« 47 steps in UA = be awake!

« Common positioning in the BPC meetings, be
aligned & accept compromises,

* Minutes of meetings and tracking of decisions
are very critical seen the long process.

= Mutual understanding and a good dose of
support helps.
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SOPURA-Q/ Final word...

NO RISKS. ONLY RESULTS. 25-10-19



SOPURAG)

Thank you for your attention
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