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Sanofi 3Q15 - Diabetes sales down 7% operationally to ~$2.1 billion; US Lantus
sales "disappointing" at ~$1.7 billion; Toujeo a "bright spot" with Afrezza still
struggling; LixiLan submission soon - October 29, 2015

Executive Highlights

▪ Sales for Sanofi's diabetes portfolio declined 7% year over year (YOY) in constant currencies (rose
3% as reported) to €1.9 billion (~$2.1 billion), falling 17% sequentially.

▪ "Disappointing" Lantus (insulin glargine) sales fell 11% YOY in constant currencies (and were flat
as reported) to €1.6 billion (~$1.7 billion). US Lantus sales have eroded faster than expected with a
rise in the proportion of sales from less-profitable Medicaid prescriptions. European sales are
challenged by the arrival of Lilly/BI's biosimilar insulin glargine.

▪ Toujeo (U300 insulin glargine) continues to do well, but Afrezza's (inhaled insulin) lackluster
performance has led to revised financial guidance from Sanofi.

Sanofi provided its 3Q15 update this morning in a call led by CEO Mr. Olivier Brandicourt. Total sales for
the company's diabetes portfolio were €1.9 billion (~$2.1 billion), falling 7% year over year (YOY) in
constant currencies (rising 3% as reported) and falling 17% sequentially. Sanofi's sluggish performance in
recent quarters has been driven largely by declines in its US diabetes sales revenue, particularly for largest-
selling product Lantus (insulin glargine). Lantus still leads the basal insulin market, but its share has clearly
declined. The product claimed 68% of the total ~$2.5 billion in basal insulin sales revenue in 3Q15, whereas
Lantus sales accounted for 77% of total basal insulin sales in 4Q14. While the loss of patent protection, the
recent launch of Lilly/BI's biosimilar insulin glargine, and pressure from new next-generation basal
insulins have all played a role in Lantus' decline, Sanofi management also pointed to the overall slowdown
in basal insulin market growth as a factor. Indeed, combined sales revenue for basal insulins fell 9% YOY
this quarter and fell 7% in 2Q15 and 1Q15. This is the first year in which the basal insulin market has
experienced negative growth since we first began tracking it in 2005. In fact, all of 2013 and the first half of
2014 saw double-digit growth between 15%-25% each quarter, before falling to single-digit growth in 2H14.
However, Novo Nordisk's Levemir (insulin detemir), which holds the second-largest market share, has
performed well this year though from a much lower base (it also has had significant marketing resources to
use that we believe were originally meant for long-delayed but now approved Tresiba).

See below for our top five highlights from this morning's call. We'll be back very early next week with a
deeper dive into Sanofi's 3Q15 earnings.

1. Lantus (insulin glargine) sales were down 11% YOY in constant currencies (flat as reported) at €1.6 billion
(~$1.7 billion), - characterized by Sanofi as "disappointing." US Lantus sales have eroded faster than
expected, due in part to a higher share of sales coming from Medicaid prescriptions. In Europe, Lilly/BI's
biosimilar insulin glargine has begun to chip away a little bit at Lantus's base.

2. Lower-than-expected penetration for Afrezza (inhaled insulin) and GLP-1 agonist Lyxumia (lixisenatide)
have led Sanofi to project a 4%-8% annual decline in diabetes revenue through 2018. Afrezza sales were flat
in 3Q15 at €2 million (~$2.2 million) while Lyxumia sales rose 25% in constant currencies (13% as reported)
to €9 million (~$10 million).

3. Toujeo (U300 insulin glargine) was a "bright spot" in Sanofi's diabetes portfolio, with sales more than
tripling YOY and sequentially to €46 million (~$51 million). Management is pleased with its launch and
performance so far in the US and abroad (particularly in Germany).
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4. PCSK9 inhibitor Praluent's (alirocumab) first quarter on the market brought in €4 million (~$4.4 million)
in sales. Sanofi is waiting to hear about formulary access from CVS Health and UnitedHealthcare.

5. On the pipeline front, Sanofi reiterated that it will submit its GLP-1 agonist/basal insulin fixed-ratio
combination LixiLan (lixisenatide/insulin glargine) for US approval by the end of the year. It has also
added a GLP-1/GIP receptor dual agonist to its phase 1 pipeline.
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1. Lantus (insulin glargine) sales were down 11% YOY in constant currencies (flat as reported)
to €1.6 billion (~$1.7 billion) - characterized by Sanofi as "disappointing." The trend was largely
driven by the US market (which accounts for the bulk of Lantus's sales) where Lantus sales fell 20% in
constant currencies (flat as reported) to €997 million (~$1.1 billion). During prepared remarks, Sanofi noted
that there was faster erosion of the US Lantus market than expected. Management attributed this to higher
discounts for Lantus compared to last year (Sanofi agreed to accept higher rebates for Lantus in 2015 in
exchange for better formulary positioning as we understand it), overall slowdown in basal insulin market
growth, and the fact that a higher proportion of Lantus sales are coming from less-profitable government
insurance programs. In particular, management noted that Medicaid prescriptions have increased by 18% and
government insurance prescriptions now account for 33% of overall US Lantus sales. Sanofi noted that the
Affordable Care Act (and, presumably, Medicaid expansion) is likely driving this trend. The company's revised
guidance for the next three years assumes this shift is here to stay.

▪ The recent launches of Lilly/BI's biosimilar insulin glargine Basaglar/Abasaglar - and
upcoming biosimilar launches down the pipeline - received significant attention
during the call. Sanofi noted that European sales of Lantus eroded this quarter due to the
introduction of the biosimilar. European Lantus sales totaled €222 million (~$246 million) this
quarter, down 1.4% in constant currencies (flat as reported). We learned from Lilly's 3Q15 update
that Abasaglar has launched in several ex-US markets, including Japan, the UK, Germany, Sweden,
Poland, the Czech Republic, and Slovakia. That said, Sanofi management suggested during Q&A that
European penetration of the biosimilar is relatively limited "with the exception of one or two minor
countries." We assume Sanofi is referring to the Czech Republic and Slovakia, where Abasaglar has
achieved 3% and 11%, respectively, of the total basal insulin market share according to Lilly. In
addition, we learned from Lilly that Abasaglar's market share in Japan reached 5.5%. Lilly had
commented that Abasaglar's strong performance in Slovakia is likely due to poor reimbursement for
Lantus, consistent with our assumption that payer access and cost will likely determine how the two
products fare in various markets.

◦ In its revised guidance for 2016-2018, Sanofi assumes that three biosimilar
versions of insulin glargine will be on the market by 2018. This forecast likely
includes Basaglar and phase 3 candidates from Mylan/Biocon and Merck/Samsung
Bioepis. Sanofi noted in Q&A that while this will likely not affect its 2016 guidance (as a
recent settlement agreement between Sanofi and Lilly bars Lilly from marketing its
biosimilar in the US until December 15, 2016), the company will likely have to reduce the
price of Lantus in order to remain competitive with the biosimilars entering the market.
That said, Sanofi emphasized that it sees the biosimilars as competitors to Lantus rather
than substitutes. Biocon did suggest in its F2Q16 update that Mylan is hoping to achieve a
stricter "interchangeable" designation for the biosimilar that would allow pharmacists to
dispense it as a substitute for Lantus without consulting the prescribing physician, but we
assume the barriers to this are fairly high. We'll certainly be interested in how the pricing
dynamics play out in the US marketplace. In ex-US markets Abasaglar is priced at only a
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15%-20% discount relative to Lantus, but we've heard commentary from CVS Health's
chief medical officer suggesting that biosimilars may drive the price of medications down
by as much as 40%-50% in the US. Given rising public frustration over high drug prices in
general and insulin costs in particular, we expect Lantus and the biosimilar versions of
insulin glargine will not increase prices meaningfully in the coming years.

▪ On a more positive note, Lantus continues to see a bit of a renaissance in non-US, non-
European markets. Within emerging markets, Lantus sales rose 16% YOY in constant currencies
(12% as reported) to €260 million (~$289 million).

2. Lower-than-expected penetration for Afrezza (inhaled insulin) and GLP-1 agonist Lyxumia
(lixisenatide) have led Sanofi to project a 4%-8% annual decline in diabetes revenue through
2018. Afrezza sales were flat in 3Q15 at €2 million (~$2.2 million). Lyxumia sales were up 25% in constant
currencies (13% as reported) to €9 million (~$10 million). The MannKind-partnered Afrezza has struggled to
take off since its launch in 1Q15, posting sales of only $1-2 million each quarter. Afrezza's ultra-rapid-acting
profile demonstrated in clinical trials makes it an attractive mealtime insulin, but the fact that that claim did
not make it onto its final label represents a major barrier to wider uptake - and an unfair one in our view.
Administrative hurdles like the need for pulmonary function testing and lack of robust reimbursement have
also made it very difficult for this product with a strong "real world" clinical profile to do well commercially
early on. Lyxumia's performance has been limited by its absence from the US market, which accounts for the
bulk of GLP-1 agonist sales. The FDA accepted Sanofi's NDA for Lyxumia, supported by the results from the
ELIXA CVOT, in September. Assuming a standard 10-month review cycle, the product will likely be approved
by July 2016. While the GLP-1 agonist market has become fairly crowded, Lyxumia can likely find a niche due
to its status as the fastest-acting once-daily agent, which should make it particularly appealing as an add-on to
basal insulin. Sanofi also shared that its updated guidance reflects a de-prioritization of its blood glucose
meter (BGM) business.

3. Toujeo (U300 insulin glargine) was a lone "bright spot" in Sanofi's diabetes portfolio, with
sales more than tripling YOY and sequentially to €46 million (~$51 million). Management
highlighted that Toujeo has now launched in many major markets including the US, Germany, the UK, Japan,
and Canada. Sanofi is clearly hoping that Toujeo can be a saving grace for its overall diabetes portfolio in the
US market. Sanofi noted that, in spite of a less favorable label in the US than in Europe, Toujeo has captured
14% of the new-to-brand prescription share in the US. Management also shared that Toujeo accounts for 4%
of new prescriptions and 2.5% of total prescriptions in the US. Sanofi was also particularly proud of the fact
that the combined insulin glargine franchise's market share has stabilized at 68% (we note that Novo
Nordisk's 3Q15 presentation slides indicate a combined market share of 66.5% for Sanofi's insulin glargine
products, though their model includes NPH insulin as part of the basal segment). We also learned during Q&A
that 75% of Toujeo's volume is driven by switches from Lantus. This suggests that fewer patients may be
converting from Levemir, which has gained share in the US basal insulin market over the course of the year.
The product reached 24% market share measured by total prescriptions as of August according to Novo
Nordisk's 3Q15 update this morning. In addition, Novo Nordisk's next-generation basal insulin Tresiba (the
product most directly comparable to Toujeo) has yet to launch in the US, though it recently (finally!) received
FDA approval. Novo Nordisk believes most switches to Tresiba will come from Lantus, though it does expect
some cannibalization of Levemir sales as well.

▪ Sanofi drew a direct comparison between the early launches of Toujeo and Tresiba in
Germany. The presentation slides included a graph indicating a steeper launch trajectory for
Toujeo compared to Tresiba, with Toujeo achieving 6.8% of the market at 25 weeks post-launch
compared to 3.6% for Tresiba at 25 weeks post-Tresiba's launch. We see this as a bit of an unfair
comparison, however, since Tresiba was withdrawn from the German market during Toujeo's
25-week launch period due to the disappointing "no additional benefit" decision from IQWiG, which
led to severe reimbursement challenges. Toujeo benefited from not having to go through the IQWiG
review process for reimbursement because it has the same active molecule as Lantus.
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4. PCSK9 inhibitor Praluent's (alirocumab) first quarter on the market brought in €4 million
(~$4.4 million) in sales. Sanofi noted that it launched Praluent in the US days after its approval in July
and it plans to launch in Europe by the end of the year. The company stated that it is focusing on increasing
US formulary access and improving awareness and adoption of the product. Management expressed
enthusiasm over Express Scripts' decision to add Praluent in a branded preferred Tier 2 position and shared
that the company is waiting to hear from two other major pharmacy benefit managers - CVS Health and
UnitedHealthcare - about formulary access. In addition, Sanofi highlighted its myPraluent provider outreach
and patient support program and stated that 4,000 providers have enrolled in the program, 75% of whom are
specialists and 25% of whom are primary care physicians. In addition, management shared that about 90% of
prescriptions have opted for the lower 75 mg dose of the product, though both the 75 mg and the 150 mg
doses are priced equally. Cardiovascular outcomes trial results for Praluent are expected in the second half of
2017. If the results are positive and Praluent sales rise in line with expectations, Sanofi's new consolidated
structure (which will include a single Diabetes and Cardiovascular business unit) could help draw some
attention towards the drug and away from the struggling diabetes business.

5. On the pipeline front, Sanofi highlighted the US regulatory submission of Lyxumia
(lixisenatide) and reiterated that it will submit its GLP-1 agonist/basal insulin fixed-dose
combination LixiLan (lixisenatide/insulin glargine) for US approval by the end of the year.
European submission will occur "shortly after" in 1Q16. Novo Nordisk's GLP-1 agonist/basal insulin
combination Xultophy (insulin degludec/liraglutide) was submitted in the US in September of this year and is
already on the market in Europe, suggesting Sanofi will have to hurry if LixiLan is to arrive on the US market
around the time Xultophy does. We have assumed that the two products will be fairly comparable clinically,
but Novo Nordisk suggested in its 3Q15 update that it sees Xultophy as significantly differentiated. While not
mentioned during the call, Sanofi has added a GLP-1/GIP receptor dual agonist (SAR438335) to its phase 1
pipeline, where it joins a GLP-1/glucagon receptor dual agonist (SAR425899).

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