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Zolgensma and Piqray approved by the FDA on the same day
Happy end of the week for Novartis
At the Meet-The-Management meeting, the understanding was clear that discussions
were coming to an end with the agency about Zolgensma and that only the spectrum
of the label was still being debated. Actually it could well be that Novartis was the
one to advocate in favour of a certain limitation, not to scare off payers and also to
be able to fully serve demand from a manufacturing standpoint.
With Piqray, it seems that it even took Novartis by surprise but the company will
getready to launch the drug quickly. It is not the first PI3K inhibitor to be approved
by the FDA since Aliqopa (copanlisib, Bayer) was approved 18 months ago but Piqray
(alpelisib) is an alpha-specific PI3K inhibitor which may prove highly beneficial from
a safety perspective and is approved for PI3K-muted HR+/HER2- breast cancer and
with hopes in other solid tumours (whereas Aliqopa is for an advanced form of NHL).

Market Data
Bloomberg / Reuters

CHF214,069m

E.V.

CHF215,505m

Free Float

100%

Avg. Daily volume (6m)

4,802

12m high / low

usdM
Sales

About 24 hours after the MMM ended, the FDA approved Zolgensma with a very broad
label that basically mentions it is for paediatric patients with SMA without any
reference to the form/type of the disease. Actually the limitation is more likely to
come from either the age or the weight of the patient. Where SMA is diagnosed early
(including in states where it is now systematically used in pre-borns or in newly borns
and not only when it is symptomatic), Zolgensma can be expected to capture a very
significant share of the incidence market (Novartis expects that 100% of States will do
the test by 2021). Here, the drug will be injected iv and the label introduces a limit
of 13.5kg which also more or less corresponds to the upper-limit age of 2 years. This
is more favourable than the initial 8.5 kg. With this label, not only will the vast
majority of SMA type 1 be covered, but a significant share of the SMA type 2 market
could also be addressed since it often becomes symptomatic in the first years.
The question mark relates to those who have already been diagnosed and treated with
Spinraza: how many will be candidates to switch and receive Zolgensma, which may
add a meaningful cohort of young patients to the list, and pretty quickly.
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Zolgensma’s price is responsible
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There is less to say about Piqray except that the approval came very early. Actually,
the main surprise came from the WAC price of USD201,500 for a year, which is well
above the CDK4-6 inhibitors we took in reference. We are increasing from USD100k to
USD150k the worldwide average price and move the PoS to 100%. This is mainly where
our new upgrade in FV comes from since PS go up from USD1.2bn to USD2.1bn.
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Zolgensma receives a broad label from the FDA

Piqray early approved and very highly priced

CHF84.9 / CHF64.0
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Zolgensma’s price approaches the ICER recommendations i.e. USD2.125m for the
single injection, able to be divided into five equal parts over five years if required for
cash constraints. As of the fifth year, Spinraza becomes more expensive than
Zolgensma. We took USD2.5m recently and so we are adjusting downwards but we are
slightly increasing the penetration both in prevalence and in incidence to adjust for
the label, thus resulting in the end in a slightly positive overall impact.
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Next Catalyst: Today @4.30pm – Conf. Call
Last rating Change:
2018-7-2, If Alcon is worth USD22-23bn, then our FV is
CHF95
Last FV Change:
2019-5-24, There is more upside than downside to our
central-case scenario
Last Reports:
2019-5-24, There is more upside than downside to our
central-case scenario

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 50.3%

NEUTRAL ratings 42.9%

SELL ratings 6.7%
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Bryan Garnier & Co Limited or another company in its group (together, the “Bryan Garnier
Group”) has a shareholding that, individually or combined, exceeds 5% of the paid up and
issued share capital of a company that is the subject of this Report (the “Issuer”).
The Issuer has a shareholding that exceeds 5% of the paid up and issued share capital of one
or more members of the Bryan Garnier Group.

No

2

Issuer shareholding in
Bryan Garnier

3

Financial interest

A member of the Bryan Garnier Group holds one or more financial interests in relation to the
Issuer which are significant in relation to this report
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A member of the Bryan Garnier Group is a market maker or liquidity provider in the securities
of the Issuer or in any related derivatives.
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Lead/co-lead manager
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Investment banking
agreement

7

Research agreement

In the past twelve months, a member of the Bryan Garnier Group has been lead manager or
co-lead manager of one or more publicly disclosed offers of securities of the Issuer or in any
related derivatives.
A member of the Bryan Garnier Group is or has in the past twelve months been party to an
agreement with the Issuer relating to the provision of investment banking services, or has in
that period received payment or been promised payment in respect of such services.
A member of the Bryan Garnier Group is party to an agreement with the Issuer relating to the
production of this Report.
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The investment analyst or another person involved in the preparation of this Report has
received or purchased shares of the Issuer prior to a public offering of those shares.
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Analyst receipt or
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Issuer
Remuneration of analyst

The remuneration of the investment analyst or other persons involved in the preparation of
this Report is tied to investment banking transactions performed by the Bryan Garnier Group.
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Corporate finance client

No

11

Analyst has short
position

In the past twelve months a member of the Bryan Garnier Group has been remunerated for
providing corporate finance services to the issuer or may expect to receive or intend to seek
remuneration for corporate finance services from the Issuer in the next six months.
The investment analyst or another person involved in the preparation of this Report has a
short position in the securities or derivatives of the Issuer.
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Analyst has long
position

The investment analyst or another person involved in the preparation of this Report has a long
position in the securities or derivatives of the Issuer.
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Bryan Garnier executive
is an officer

No
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Analyst disclosure

15

Other disclosures

A partner, director, officer, employee or agent of the Bryan Garnier Group, or a member of
such person’s household, is a partner, director, officer or an employee of, or adviser to, the
Issuer or one of its parents or subsidiaries. The name of such person or persons is disclosed
above.
The analyst hereby certifies that neither the views expressed in the research, nor the timing
of the publication of the research has been influenced by any knowledge of clients positions
and that the views expressed in the report accurately reflect his/her personal views about
the investment and issuer to which the report relates and that no part of his/her remuneration
was, is or will be, directly or indirectly, related to the specific recommendations or views
expressed in the report.
Other specific disclosures: Report sent to Issuer to verify factual accuracy (with the
recommendation/rating, price target/spread and summary of conclusions removed).

A copy of the Bryan Garnier & Co Limited conflicts policy in relation to the production of research is available at www.bryangarnier.com
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