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Sanofi hosts "Meet Sanofi Management" seminar, unveils new strategic plan,
and announces licensing agreement with Lexicon - November 6, 2015

Executive Highlights

▪ Sanofi's diabetes priority areas moving forward will include developing its insulin franchise,
strengthening the pipeline through strategic partnerships, and leading a shift toward a broader
definition of managing diabetes outcomes.

▪ The call highlighted Sanofi's new licensing agreement with Lexicon for the SGLT-1/2 dual
inhibitor sotagliflozin.

Sanofi hosted a Meet Sanofi Management seminar this morning in Paris, France, with the morning plenary
session webcast live. New CEO Mr. Olivier Brandicourt presented a fresh strategic vision for Sanofi's future.
The company's "roadmap to 2020" centers around four key priority areas: (i) reshaping the portfolio; (ii)
delivering outstanding launches; (iii) sustaining innovation in research and development; and (iv)
simplifying the organization. Within its diabetes business, Sanofi will focus on developing its insulin
franchise (including Lantus [insulin glargine], Toujeo [U300 insulin glargine], and LixiLan [lixisenatide/
insulin glargine] - although Afrezza [inhaled insulin]) wasn't mentioned, we certainly believe Sanofi is
committed to the millions of patients not in good control in the US (where Afrezza is approved) and getting
them to better management whether through new therapies like orals (especially considering their SGLT-2/
SGLT-1 announcement earlier today with Lexicon), GLP-1, or oral or injected insulin.

Management highlighted Sanofi's recently announced partnerships with Lexicon (see below for details) and
Hanmi Pharmaceutical that will build the future of the company's diabetes portfolio by strengthening its
pipeline and bolstering the diversity of their partnerships. Finally, Sanofi noted its commitment to "leading
the market shift to managing diabetes outcomes" through its partnership with Google Life Sciences.
Through that partnership, Sanofi and Google aim to integrate diabetes devices, healthcare services, data
management, and drugs to improve patient outcomes - a lofty goal indeed! In its 3Q15 update this week,
Sanofi forecast that its diabetes portfolio sales would fall 4%-8% per year from 2016-2018, which certainly
reflects the challenges abreast in the field and for Sanofi in particular, as Lantus goes generic. With the
exciting new developments revealed today, Sanofi stated its belief that its diabetes portfolio would return to
growth by the beginning of 2019. See below for a few of the top highlights from the call, as well as highlights
from Lexicon's 3Q15 update today, which focused almost entirely on the Sanofi partnership. We'll be back
next week with a more detailed look at the seminar.

▪ Sanofi announced early this morning that it has licensed Lexicon's SGLT-1/SGLT-2
dual inhibitor sotagliflozin. Lexicon provided more details on the deal - and its own perspective
- during its 3Q15 update this morning as well. Under the terms of the agreement, Lexicon will
receive $300 million upfront and is eligible for up to $430 million in development and regulatory
milestone payments and up to $990 million in sales milestone payments - up to $1.4 billion total.
Lexicon is also entitled to royalties on net sales of the compound that are tiered based on region (US
vs. elsewhere) and indication (type 1 diabetes vs. type 2 diabetes). These royalties start in the low
single digits and go up to as much as 40% (for type 1 diabetes sales in the US) - that was incredibly
specific information that we were very excited to hear! Lexicon management repeatedly emphasized
during the call that the high end of royalties for type 1 diabetes in the US represents the investment
that the company has already made in its ongoing phase 3 program for sotagliflozin in type 1
diabetes. Lexicon decided to move forward with a solo development program for type 1 diabetes
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after failing to find a partner for a type 1 and type 2 diabetes development program. With this deal,
Lexicon will remain responsible for the phase 3 program in type 1 diabetes and will co-
commercialize the product with Sanofi for this indication in the US. Sanofi will be responsible for
ex-US commercialization in type 1 diabetes and for all development and commercialization in type 2
diabetes. Lexicon will contribute up to $100 million in funding for the type 2 diabetes development
program and management noted that the company felt it was important to take a leadership role in
type 2 diabetes development program as well.

◦ This deal adds a novel, likely first-in-class product to Sanofi's pipeline. Lexicon
management had projected sales of $1 billion per year for sotagliflozin in its 2Q15 update.
If this forecast plays out, this revenue would certainly help offset the declining sales for
Lantus expected in the coming years. The product will also help Sanofi further diversify its
diabetes portfolio, enhancing its ability to compete with companies like Lilly and AZ that
have a broader presence in the field and hopefully minimizing the impact of challenges in
one segment (like basal insulin) on the entire company.

◦ Lexicon is "remarkably pleased" with this deal. Its ideal endgame all along was to
commercialize sotagliflozin for both type 1 and type 2 diabetes. The company had a
challenging time finding a partner for the product and had been de-emphasizing
partnership discussions in its last few updates, focusing instead on moving forward
independently with a solo type 1 diabetes program. During its update, Lexicon
management repeatedly highlighted that this deal "unlocks" the full potential of
sotagliflozin and will allow the product to reach hundreds of millions of patients. In
addition, Lexicon is eager to gain commercialization and diabetes market expertise from
Sanofi.

◦ Lexicon's 3Q15 call provided an update on the phase 3 program in type 1
diabetes and hinted at a development and regulatory timeline for
sotagliflozin. Management noted that enrollment in the type 1 diabetes phase 3 program
is progressing ahead of schedule, and there is no expectation that the program will slow
down following the partnership. The phase 3 program for type 2 diabetes will begin at
some point in 2016 (Lexicon and Sanofi will determine a more specific development
timeline in the near future). Lexicon reiterated that sotagliflozin has been ready for phase 3
in type 2 diabetes for quite some time, but the regulatory aspects of the deal will take some
time to work out. Given this discrepancy, Lexicon management forecast that sotagliflozin
will be available on the market for type 1 diabetes before a label for type 2 diabetes is
approved. Of course, that wouldn't preclude providers from prescribing sotagliflozin off-
label for type 2 diabetes during this lag period - for that reason, we wonder if the FDA
might want to delay approval in type 1 diabetes until the data package for type 2 diabetes is
complete.

◦ "You don't get a deal like this if you don't think you can win." Lexicon is very
confident in sotagliflozin's potential to differentiate itself in the marketplace. Management
noted that a cardiovascular outcomes trial will be necessary now that the candidate is
pursuing a type 2 diabetes indication and suggested that sotagliflozin can demonstrate
cardioprotection even beyond that shown with Lilly/BI's Jardiance (empagliflozin) in
EMPA-REG OUTCOME. The company particularly emphasized sotagliflozin's impressive
blood pressure-lowering efficacy - the phase 2 trial in type 2 diabetes demonstrated a 14
mmHg reduction in systolic blood pressure. We would note that several speakers have
suggested that empagliflozin's blood pressure-lowering effect was likely not the driver of its
cardioprotective benefit given the lack of an effect on stroke rates. Management went so far
as to say that it "believes sotagliflozin is a cardiovascular drug" - we wonder if Lexicon and
Sanofi could pursue an even wider indication for hypertension in the future. Lexicon also
highlighted sotagliflozin's effect on renal impairment as another important point of
potential differentiation.
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▪ Sanofi management shared that in the LixiLan-O and LixiLan-L phase 3 studies,
LixiLan demonstrated reduced nausea and similar hypoglycemia rates as its
components. Topline results had not included safety or adverse event information for the highly-
anticipated GLP-1 agonist/basal insulin combination. The call did not delve into details of the
magnitude of the effect and we eagerly await the announcement of full results at a future conference,
particularly to gain some sense of how LixiLan's profile compares to that of Novo Nordisk's
Xultophy (insulin degludec/liraglutide). Sanofi also celebrated LixiLan in the context of a broader
shift in the diabetes field toward combined therapies, comparing it to recent trends in the cancer
field.

▪ Earlier in the pipeline, Sanofi management appeared particularly excited about the
GLP-1/glucagon receptor agonist SAR425899. The call noted that the phase 1 study for the
candidate recently completed (ahead of schedule - ClinicalTrials.gov still lists the expected
completion date as December 2015). The company is especially interested in the weight-loss
potential of the dual agonist - in animal studies, the candidate had a similar glucose-lowering effect
and a superior weight-loss benefit compared to liraglutide. A GLP-1/GIP receptor dual agonist
(SAR438335) was also added to Sanofi's phase 1 pipeline in 3Q15.

▪ Sanofi has initiated three real-world studies to further establish Toujeo's clinical
value and the company has committed to a phase 3b/4 program aimed at enhancing
the product's US label. Sanofi noted that its R&D strategy involves committing 40% of R&D
funds to "consolidation innovation," or actively supporting existing products and their competitive
positioning. An enhanced US label for Toujeo, plus real-world clinical data, could strengthen its
standing in the competitive landscape as Sanofi prepares for the entrance of next-generation basal
insulin competitor Tresiba (insulin degludec) from Novo Nordisk and a biosimilar version of insulin
glargine (Basaglar) from Lilly/BI. In addition, Sanofi is developing a new pen for Toujeo that will
have a higher single maximum daily dose and greater capacity.

-- by Helen Gao, Emily Regier, and Kelly Close
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