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Evenity receives a negative opinion from CHMP
Cardiovascular side-effects leading to a negative decision?
The CHMP has given a negative opinion regarding the approval of romosozumab
(Evenity, for osteoporosis). No reason was given for this decision, but we suspect that
the side effect profile was the cause for it. Indeed, in the US, Evenity was approved
with a boxed warning due to the cardiovascular side effects (observed in clinical trials)
for which no clear explanation has been given by Amgen and UCB, except the age of
the patients (70 years on average), which increases the risk of such side effects. In
Europe, there is not such a mechanism of boxed warning in the label of drugs and the
way to alert about potential serious adverse events is to add it in the contraindication
or in the “warnings and precautions” section.

UCB and Amgen will "appeal" the decision
Not all is lost since Amgen and UCB will "appeal" this decision by submitting a written
notice for a re-examination. If a positive outcome of such a re-examination is always
possible, we think that numerous back and forth discussions occurred during the
examination process of the dossier and most options should have been considered
already. The sponsors are in no position either to add new data or bring postmarketing experience in other countries since the launch in the US is too recent and,
moreover, maybe not very informative.
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At this stage we do not change our forecast
That said, since discussions will continue with the EMA, we keep our Evenity forecasts
in our model unchanged. Our sales estimates in Europe for UCB are c.EUR300m in 2026
applying a PoS of 80%. With no risk-adjustment, we estimate the drug should be able
to reach peak sales of c.EUR500m (always in Europe for UCB). As a reminder and
according to the agreement signed with Amgen, the two companies will share equally
costs and profits of this drug in the US and Europe and UCB will commercialise the
drug in Europe using Amgen's European commercial network.

Neutral rating reiterated
Evenity is an important drug for UCB since it should help the company to compensate
for the maturity of drugs like Neupro and Keppra and potential loss of exclusivity for
Neupro in 2021.
We estimate the value of Evenity for UCB at about EUR4/share (in a non-risk adjusted
manner) and EUR3.2/share applying our 80% PoS.
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Bryan Garnier stock rating system
For the purposes of this Report, the Bryan Garnier stock rating system is defined as follows:

Stock rating
BUY

NEUTRAL

SELL

Positive opinion for a stock where we expect a favourable performance in absolute terms over a period of 6 months from
the publication of a recommendation. This opinion is based not only on the FV (the potential upside based on valuation),
but also takes into account a number of elements that could include a SWOT analysis, momentum, technical aspects or the
sector backdrop. Every subsequent published update on the stock will feature an introduction outlining the key reasons
behind the opinion.
Opinion recommending not to trade in a stock short-term, neither as a BUYER or a SELLER, due to a specific set of factors.
This view is intended to be temporary. It may reflect different situations, but in particular those where a fair value shows
no significant potential or where an upcoming binary event constitutes a high-risk that is difficult to quantify. Every
subsequent published update on the stock will feature an introduction outlining the key reasons behind the opinion.
Negative opinion for a stock where we expect an unfavourable performance in absolute terms over a period of 6 months
from the publication of a recommendation. This opinion is based not only on the FV (the potential downside based on
valuation), but also takes into account a number of elements that could include a SWOT analysis, momentum, technical
aspects or the sector backdrop. Every subsequent published update on the stock will feature an introduction outlining the
key reasons behind the opinion.

Distribution of stock ratings
BUY ratings 50,9%

NEUTRAL ratings 42,4%

SELL ratings 6,7%
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