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Lilly 3Q15 Quick Take - Humalog (insulin lispro) sales flat at $705 million;
Jump in Jardiance (empagliflozin) NBRx after EMPA-REG - October 22, 2015

Executive Highlights

▪ Overall diabetes portfolio sales totaled $1.3 billion, up 7% YOY and 10% sequentially. Flagship
product Humalog (insulin lispro) sales were flat YOY at $705 million and up 8% sequentially.

▪ Jardiance (empaglifozin) sales saw a bit of a bump from the positive EMPA-REG OUTCOME
results, up 39% sequentially to $15 million. New-to-brand (NBRx) market share increased from
15% to 21%; and from 21% to 31% among endocrinologists. Trulicity (dulaglutide) and Tradjenta
(linagliptin) both performed well.

Lilly provided its 3Q15 update this morning in a call led by CEO Mr. John Lechleiter. Total sales for the
company's diabetes portfolio were $1.3 billion, rising 7% year over year (YOY) as reported and 10%
sequentially. Below are our top five highlights from the call, including discussion of the challenging
mealtime insulin market, EMPA-REG OUTCOME's influence on Jardiance prescriptions, initial sales of
biosimilar insulin glargine Basaglar, Trulicity (dulaglutide) and Tradjenta's (linagliptin) continued strong
performance, and plenty of movement on the regulatory and pipeline front. Whew, Lilly has sure been busy
this quarter! We'll be back early next week with a deeper dive into Lilly's 3Q15 update, including some
interesting big-picture commentary on how industry should respond to public frustration over drug prices -
certainly a relevant topic as the presidential campaign heats up and candidates take stances on drug
pricing.

1. Flagship product Humalog (insulin lispro) posted sales of $705 million in 3Q15, flat year over year (YOY)
as reported and up 6% in constant currencies. Management acknowledged challenges in the worldwide
mealtime insulin market, but US sales were relatively strong due to increased prices.

2. Combined sales of Lilly/BI's SGLT-2 inhibitor Jardiance (empagliflozin) and SGLT-2 inhibitor/DPP-4
inhibitor combination Glyxambi (empagliflozin/linagliptin) rose 39% sequentially to $15 million. New to
brand share (NBRx) has increased following the positive EMPA-REG OUTCOME results.

3. Biosimilar insulin glargine Basaglar is off to a modest but promising start with $3.8 million in ex-US
sales.

4. Lilly's GLP-1 agonist Trulicity (dulaglutide) and BI-partnered DPP-4 inhibitor Tradjenta (linagliptin)
received little mention during the call, despite posting strong results. Trulicity sales rose 66% sequentially to
$74 million and Tradjenta sales rose 16% sequentially to $15 million.

5. This quarter featured plenty of action on the regulatory and pipeline front, including US submissions of
Jentadueto XR (linagliptin/metformin XR) and a Humulin U500 KwikPen and the recent acquisition of
Locemia's intranasal glucagon.

TOP FIVE HIGHLIGHTS

1. Worldwide sales of Lilly's flagship rapid-acting insulin Humalog (insulin lispro) were flat
YOY as reported at $705 million (up 6% in constant currencies).. Sequentially, sales were up 8%
against an easy comparison, as sales fell 4% in 2Q15. Total human insulin Humulin sales fell 6% as reported
(1% in constant currencies) to $317 million and were flat sequentially. Lilly Diabetes head Mr. Enrique
Conterno noted in Q&A that overall growth in the mealtime insulin market has slowed, which he attributed in
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part to the impact of increasing GLP-1 agonist and SGLT-2 inhibitor popularity. We see this as a net positive
from a public health perspective, and we suspect that many of these patients may eventually move to prandial
insulin in any case, though perhaps on a delayed timeline. On a more positive note for the company,
management emphasized Humalog's strong performance in emerging markets and the positive growth for
Humalog and Humulin in the US. In the US, Humalog sales rose 6% and Humulin sales rose 12%, which Lilly
attributed to higher prices. We're surprised that Lilly was able to increase insulin prices in the US, given the
challenging payer environment and outcry over rising insulin costs. We certainly do not see such price
increases as a sustainable long-term strategy for growth (see: Sanofi's recent experience with Lantus).

2. Combined sales of Lilly/BI's SGLT-2 inhibitor Jardiance (empagliflozin) and SGLT-2
inhibitor/DPP-4 inhibitor combination Glyxambi (empagliflozin/linagliptin) rose 39%
sequentially to $15 million, after falling 43% last quarter. The potential impact of the recently
announced positive EMPA-REG OUTCOME results for Jardiance received significant discussion throughout
the call. Most notably, management highlighted that new-to-brand (NBRx) market share for Jardiance
increased from 15% before the release of the topline results to 17% after the topline results announcement to
21% now. Among endocrinologists, NBRx jumped from 21% to 31%. While these increases are not huge, Lilly
emphasized that they occurred without any direct promotion of the EMPA-REG OUTCOME results, which are
not yet included in the product's label. Management noted that partner BI is expected to submit the results to
regulatory authorities for label revision by the end of the year. Once in the label, Jardiance's cardioprotective
benefit will likely help the product make inroads against J&J's market leader Invokana (canagliflozin) on US
formularies, though payers might want to wait for results from other SGLT-2 inhibitor CVOTs to resolve the
question of a class effect. While Jardiance currently has 85% commercial formulary access and 65% Medicare
Part D access, improved "preferred" positioning would likely swing prescribing decisions in its favor. We
assume most of Jardiance's bump is coming from patients new to the SGLT-2 inhibitor class rather than from
those switching from other agents, but we would love to see the numbers on this split in the future.

3. Lilly/BI's biosimilar insulin glargine Basaglar/Abasaglar is off to a modest but promising
start with $3.8 million in international sales. The product has launched in several ex-US markets,
including Japan, the UK, Germany, Sweden, Poland, the Czech Republic, and Slovakia. During Q&A,
management highlighted that the biosimilar has achieved 5.5%, 3%, and 11% of the total basal insulin market
share in Japan, the Czech Republic, and Slovakia, respectively. Management noted that the market share in
Slovakia especially is likely at least partially due to switches from Sanofi's Lantus (insulin glargine), which is
not reimbursed well there. Sanofi noted in its 2Q15 update that Basaglar is priced at a 15%-20% discount
relative to Lantus in the markets where it has launched, though Lilly management did not provide a specific
answer to that question during today's call. The call did highlight Lilly's recent US patent lawsuit settlement
with Sanofi - Lilly will be able to launch Basaglar in the US in December 2016 under a royalty-bearing license.

4. Lilly's GLP-1 agonist Trulicity (dulaglutide) and BI-partnered DPP-4 inhibitor Tradjenta
(linagliptin) received little mention during the call, despite posting strong results. Trulicity sales
totaled $74 million, up 66% sequentially from $44 million in 2Q15. Surprisingly, the call did not include any
mention of Trulicity, beyond noting that it launched in Japan this quarter. Sales of Trulicity continue to
experience strong growth and appear to be boosting growth for the GLP-1 agonist class as a whole. Lilly
launched a new direct-to-consumer campaign for Trulicity just this week, framing it as the ideal first
injectable treatment for patients on oral medications. We find it interesting and somewhat surprising that
Trulicity has brought in substantially more revenue than Jardiance for the past two quarters ($44 million vs.
$11 million in 2Q15) after posting essentially equal results in 1Q15. This of course could change if Jardiance
experiences a substantial boost from EMPA-REG OUTCOME. Combined sales of Tradjenta and DPP-4
inhibitor/metformin combination Jentadueto (linagliptin/metformin) totaled $93 million this quarter, up
18% YOY (30% in constant currencies) and 16% sequentially.

5. On the regulatory and pipeline front, Lilly spotlighted recent US approvals and launches of Synjardy
(empagliflozin/metformin) and the Humalog U200 KwikPen. The company has also submitted a once-daily
DPP-4 inhibitor/metformin extended-release combination - branded Jentadueto XR (linagliptin/metformin
XR) - and a Humulin U500 KwikPen for FDA approval. A KwikPen device for Humulin U500 would be a
welcome improvement over the current vial-syringe system in terms of convenience and dosing, though we
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wonder if it would come with a less welcome price increase. Lilly's recent acquisition of Locemia's phase 3
intranasal glucagon powder also received a mention during the update. Management emphasized that it could
be the first non-needle rescue for hypoglycemia and stated that Lilly hopes to submit the product for
regulatory approval in the next 18 months. Basal insulin peglispro appears to be on hold, with ongoing
discussions with regulators on further clinical trials to evaluate its safety. Adocia-partnered ultra-rapid-acting
insulin BioCharperone Lispro advanced to phase 2 (though Adocia characterized the ongoing studies of the
compound as phase 1b trials in its 3Q15 update) while an undisclosed new biologic entity for diabetes entered
phase 1. A phase 1 chronic kidney disease therapy was dropped from Lilly's pipeline - a disappointment
considering the great unmet need in this area.

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