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This letter isn’t the first time I’ve likened the annual American Diabetes Association meeting to a
holiday. The comparison is apt on many levels: everyone traveling cross-country or from abroad,
catching up on the things they’re spending time on, renewing ties with the type of excitement that can
come only a few times a year. And like some holidays, considerable fun at ADA comes from getting gifts
– and from the anticipation ahead of time. Sometimes the gift-wrapped boxes are enormous, as they
were in 2005, when the DCCT/EDIC results were announced. Other times, like this year, the boxes might
be smaller, but still interesting and important. And while we can shake the boxes (i.e., read the
abstracts), we can’t really know what’s inside until all the data are revealed. Of course, the results at
ADA aren’t always good, and a disappointing clinical trial is infinitely worse than a dress that doesn’t
fit. But I still think the holiday analogy is a good (if whimsical) way to describe what might be my
favorite time of year.
That said, we already know of one disappointment. We were looking forward to a talk from FDA
Commissioner Dr. Margaret Hamburg (with faint hopes for some Q&A), but we learned a couple of
weeks ago that she was no longer on the schedule. We think the FDA has much to discuss with the
healthcare providers and industry members working to fight diabetes and obesity. One major concern is
the agency’s moving target for obesity drugs. Orexigen’s recent decision to suspend US operations (and
the collective decision of major US pharmaceutical companies to move away from development of antiobesity drugs) shows the harmful effect of that these inconsistencies are having on research. We wish we
could have heard Dr. Hamburg discuss this – both to better understand the FDA’s rationale and, more
importantly, to know whether diabetes and obesity are high enough priorities for her to address in
person. Big strides are occurring outside the healthcare world, as was made clear to us in our interview
with Larry Soler and Dr. James Gavin, who work with First Lady Michelle Obama to lead the
Partnership for a Healthier America in securing anti-obesity commitments from across corporate
America. We would like the FDA to similarly acknowledge the scope and urgency of the epidemic of type
2 diabetes and obesity. We had thought Dr. Hamburg’s presentation would have been a positive signal,
and we hope that next year will be different.
To close on a more festive note, we are thrilled to be in San Diego and are looking forward to seeing the
Southern California sun rise every morning – yet another reason to be there when the sessions start at
5:30 AM. Christmas in June? Not exactly, but we're still waking up early for the presents. See you there.
Best,

Kelly L. Close
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Coming soon in DCU…
In the next issue of DCU, we’ll give a download of all the major presentations and deals announced
during and after ADA, highlights from the advisory committee meeting for BMS/AZ’s dapagliflozin on
July 19, and the start of the 2Q11 earnings season.
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1. Quotable Quotes in Diabetes
On Drug Approvals
"The nadir has been reached and we’re coming up the other side."
— Dr. Janet Woodcock, who leads the FDA’s Center for Drug Evaluation and Research, commenting on
the regulatory environment in the US during the Reuters Health Summit held in New York.
On Cost-Effectiveness
“At the end of the day, the cost of diabetes is not in paying for a pill that costs three dollars a day versus
one that costs five cents.”
— Dr. Jaime Davidson (University of Texas Southwestern, Dallas, TX), arguing that new diabetes drugs
are worth their price tag at the Endocrine Society’s 93rd Annual Meeting and Exhibition in Boston.
On Individualization of Type 2 Diabetes Care
“This is the biggest epidemic in the world, and we treat every patient as if they have the same disease.”
— Dr. David Nathan (Harvard University, Boston, MA), calling for more subgroup-specific analyses of
type 2 diabetes therapies at the Endocrine Society’s 93rd Annual Meeting and Exhibition in Boston.
On Overnight Closed-Loop Control
“Every one of our patients’ parents would be thrilled with an average of 120 mg/dl per night with
consistent glucose levels and a minimal chance of hypoglycemia.”
— Dr. William Tamborlane (Yale University, Yale, CT), describing a closed-loop system that raises the
target range at night to insure against hypoglycemia at the Endocrine Society’s 93rd Annual Meeting and
Exhibition in Boston.
On Bariatric Surgery
"We cannot expect operations that improve weight and diabetes also treat 10 other metabolic diseases
as well."
— Dr. Martin Fried (OB Klinika, Prague, Czech Republic), discussing the role of bariatric surgery on
treating hypertension at the 18th European Congress on Obesity held in Istanbul, Turkey.

Diabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com

5

2. diaTribe FingerSticks

— by Daniel A. Belkin
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3. DCU Company Watch
§

J&J – Pharmaceuticals Business Review highlights canagliflozin: In Johnson &
Johnson’s Pharmaceuticals Business Review on May 26, management reported on the phase 3
SGLT2 inhibitor canagliflozin and the rest of J&J’s metabolic pipeline. Canagliflozin is set for US
and EU regulatory submission in 1H12, a narrowing of the previously announced 2012 target. The
company plans to subsequently file simultaneously in multiple other countries. The company’s
slides also mentioned a fixed-dose combination product of canagliflozin (presumably with
metformin) that is expected to be filed in the range of 2012-2015. Dr. Martin Fitchet, Global
Therapeutic Area Head, Cardiovascular and Metabolism, presented an EvaluatePharma forecast
that the SGLT2 inhibitor class as a whole would reach $800 million by 2015, which would be a
solid result but a substantial departure from the $4 billion in 2016 that J&J forecasted in June
2009 at its previous Pharmaceuticals Business Review. During Q&A, management said it would
be “speculative” to attempt to distinguish canagliflozin from other late-stage SGLT2 inhibitors
(e.g., BMS/AZ’s dapagliflozin, filed with the FDA and EMA in January 2011); differentiation
between the various SGLT2 inhibitors has not been readily obvious as of late.
Dr. Fitchet also briefly discussed J&J’s early-stage efforts in metabolism, which include JNJ16269110 (R256918), a microsomal triglyceride transporter protein (MTP) inhibitor that remains
in phase 2 for type 2 diabetes; unspecified candidates in development through a partnership with
Metabolex; and an internal discovery program focused on beta cell function (incretin/nutrient
receptors in beta cell function; beta cell differentiation), insulin resistance (inflammation
mechanisms in insulin resistance; nutrient receptors in metabolic regulation), and weight control
(peripheral regulation of energy homeostasis). We are encouraged that J&J is taking such a wideranging and innovative approach to next-generation metabolic therapies and were glad for the
rare glimpse at J&J’s early-stage pharmaceutical efforts.

§

Amylin/Lilly – US District Court grants Amylin temporary restraining order to
prevent Eli Lilly from using Byetta sales reps to sell Tradjenta: On May 25, 2011 the US
District Court for the Southern District of California granted Amylin a temporary restraining
order to prevent Eli Lilly from using sales reps who sold the GLP-1 receptor agonist Byetta
(Amylin/Lilly’s exenatide twice- daily) from also selling the DPP-4 inhibitor Tradjenta (BI/Lilly’s
linagliptin). According to Amylin’s breach of contract claim, if Lilly were to use the same sales
force to sell Byetta and Tradjenta, then Amylin would “immediately suffer the loss of invaluable
confidential marketing and selling strategy information that has been developed with the express
purpose of capturing market share from oral products such as [Boehringer’s] linagliptin.” In its
May 25 order, the court agreed that this loss of confidentiality constituted irreparable harm, one
of the four necessary criteria for a temporary restraining order. (The other three criteria are:
likelihood of success on merits, balance of equities [i.e., whether Amylin would be harmed more
by the overlap in Lilly’s sales force or Lilly would be harmed more by temporarily not being able
to sell both drugs with the same personnel], and preservation of the public interest.) The May 25
court order was filed by Amylin with the SEC in a Form 8-K and is available on Amylin’s investor
relations website.
On June 8, the same court vacated the temporary restraining order and denied Amylin’s request
for a preliminary injunction, which would have extended the restrictions on Lilly’s sales force
until the time of a full trial. (Courts use the same criteria to decide whether to issue a preliminary
injunction, but only after the other side [in this case Lilly] has been given a chance to reply.)

§

Medtronic – Diabetes Care up 11% year-over-year and 8% sequentially; CGM
revenue up over 20% operationally: On May 24, Medtronic reported financial results for the
three months ending April 29, 2011 in a call led by retiring CEO Bill Hawkins. Hawkins will be
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officially succeeded by Omar Ishrak on June 13; Ishrak has to date served as President and CEO
of GE Healthcare Systems, a $12 billion business. Medtronic posted worldwide Diabetes Care
revenue of $368 million, a year-over-year rise of 11% as reported (9% operationally). This
comparison to F4Q10 was moderately challenging, as F4Q10 revenue of $332 million had grown
12% over F4Q09. Sequentially, worldwide Diabetes Care grew 8% from $341 million in F3Q11,
which was previously the strongest quarter of sales for the segment. US F4Q11 sales hit their
highest-ever level at $228 million, up 7% from $213 million in F4Q10 and up 4% sequentially.
International F4Q11 sales similarly reached a record high of $140 million, a year-over-year
increase of 18% as reported (13% operationally) from $119 million in F4Q10 and a 15% jump
sequentially.
Overall, Diabetes Care growth was driven by CGM increases in excess of 20% worldwide.
Management did not break out how much of this growth was driven by the mid-April launch of
the new Enlite sensor in over 35 international markets, but said they look forward to the Enlite’s
supporting ongoing CGM growth during fiscal year 2012. Insulin pump growth was “solid”
(roughly 5% by our best estimates), and management noted that Medtronic remains
differentiated as the only company to offer integrated pump/CGM products (J&J/Dexcom’s
Animas Vibe was approved in early June; it is expected to be launched in Europe in July) and the
only company with a pump/CGM that has low-glucose suspend technology, a feature that the
Animas Vibe will not have. Management noted that recent restructuring (net reduction of 2,100
positions) was associated with a $272 million charge and expected annual savings of $225-$250
million, but they did not break out the specifics of cuts or changes in Diabetes Care (e.g., shifting
all customer service to San Antonio, TX).
On May 20, Medtronic announced results from a pooled series of clinical trials showing that the
company's Resolute drug-eluting stent (DES) for coronary artery disease was associated with low
rates of adverse events after one year of follow-up, even in patients with diabetes (who
traditionally have higher rates of adverse events following DES therapy). We think this is great
news for patients, providers, and the company. Also, since insulin-dependent patients had higher
event rates than those not using insulin, we hope that work continues in this important area.
As in recent quarters, no update was given on the products currently in Medtronic’s Diabetes Care
pipeline. These products include a patch pump and next-generation traditional pump, which have
previously been targeted for launch and/or submission in FY13 (May 2012 – April 2013) as well as
a subcutaneous CGM designed for hospital intensive care units. We hope the company will
provide more information on its long-term Diabetes Care plans at this year’s ADA meeting.
§

Ford – Aligns with WellDoc and Medtronic to develop in-vehicle diabetes
management: From its home in Dearborn, Michigan, on May 18 Ford unveiled several in-car
health and wellness solutions, including two innovations for on-board diabetes management. The
American car manufacturer has partnered with WellDoc to develop an in-car version of its
DiabetesManager software and with Medtronic to develop an in-car display for continuous
glucose monitoring (CGM) systems. WellDoc will use Ford’s AppLink technology to give people
with type 2 diabetes access to DiabetesManager in their cars by voice commands. As when used
on mobile phones, this application will analyze data and transmit recommendations back to the
user. Medtronic is working with Ford to link Medtronic continuous glucose monitoring (CGM)
devices to cars via Bluetooth so that glucose levels and trends could appear via audio and visual
displays. The potential applications are broad, since anyone in the car with a connected glucose
device could be monitored. Dr. Anand Iyer, President and COO of WellDoc, and James Dallas,
Senior Vice President of Quality and Operations at Medtronic, were among the nine speakers who
presented for a total of 45 minutes in an intimate auditorium at Ford’s Innovation and Research
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facility. The presentations were fast-paced and little time was allotted for questions, though the
roughly 75 attendees (mostly members of the automotive industry media) were eager to learn
when the technologies would be rolled out. Our understanding is that WellDoc’s
DiabetesManager could be available for cars roughly a year after the launch of the application for
US employers in 2H11, while Medtronic’s in-vehicle CGM system is still in the prototype phase
and will not launch for two years or more. Broadly, we are excited to see these companies’ efforts
and the larger trend toward integration of diabetes data and devices with the other technologies
patients use in their everyday lives.
§

Alkermes – Guidance for royalty revenues up to $5 million for Bydureon in Fiscal
2012; no news provided on Bydureon regulatory status: On May 18, in a call led by CEO
Richard Pops, Alkermes reported financial results for the fourth quarter of fiscal year 2011 that
ended March 31, 2011. Although Bydureon was discussed briefly, no new updates were provided.
Surprisingly, no mention was made of Amylin’s recently filed lawsuit against Eli Lilly. In the
lawsuit, Amylin alleges that Eli Lilly is engaging in anti-competitive behavior through its
partnership with Boehringer Ingelheim to develop and commercialize the DPP-4 inhibitor
linagliptin (Tradjenta), a product that will compete directly with Byetta and Bydureon (see
above). Rather, management highlighted the recent recommendation for Bydureon approval in
the EU by the EMA’s Committee for Medicinal Products for Human Use (CHMP) (see below),
noting that a decision by the EMA is expected in late June or early July (Bydureon has since
received CE Mark clearance, as announced on June 22). On the US front, the company reiterated
that the tQT study requested by the FDA for Bydureon had been initiated in February 2011, and
Amylin remains on track to resubmit the candidate GLP-1 agonist to the agency in 2H11 (see
below). As a reminder, Alkermes is not responsible for any further development, regulatory, or
commercialization costs associated with Bydureon, and the company expects the drug to become
a significant source of revenue in the years to come. Once approved, Alkermes will receive $7
million in milestone payments for each of the first sales in the US and EU as well as 8% royalties
on the first 40 million units sold/year and 5.5% royalties on any additional units sold/year
thereafter. Management also drew attention to the positive phase 2 results for exenatide once
monthly reported earlier this year. As a reminder, in that study, individuals receiving exenatide
once monthly achieved an average A1c reduction of 1.3-1.5% while individuals receiving Bydureon
achieved an average reduction of 1.5%. Like Bydureon, exenatide once monthly uses Alkermes’
Medisorb extended-release technology, and Alkermes stands to receive royalties from any future
sales of this drug.
With regard to financials, Alkermes recorded a slight net loss on the manufacture of the Bydureon
polymer in fiscal 2011, with revenues of $2.3 million and costs of $2.4 million. This contrasts to
2010 in which the company reported revenues of $3.4 million and costs of $2.3 million. During
the call, CFO John Frates also provided financial guidance for fiscal year 2012. Pending the
approval of Bydureon in the EU, Alkermes expects to receive the aforementioned $7 million
milestone payment after the drug’s first sale. The company also anticipates receiving up to $5
million in royalty revenues from Bydureon sales, which equates to approximately $62 million in
estimated total Bydureon sales. This is on par with the $59.1 million achieved by Novo Nordisk’s
liraglutide (Victoza) during its first two quarters on the European market. Finally, Alkermes
expects revenues and costs from the manufacture of the Bydureon polymer to be between $1-2
million each.

§

GSK – Avandia risk evaluation and mitigation strategy (REMS) updated to prevent
non-REMS Avandia use effective November 2011: On May 18, The FDA released an
updated version of its Risk Evaluation and Mitigation Strategy (REMS) for rosiglitazonecontaining medications (GSK's Avandia franchise). The new program will restrict AvandiaDiabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com
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franchise medications to patients who have either been successfully treated with them or have
failed other antihyperglycemic drugs, consulted with their healthcare provider, and decided not to
use pioglitazone-containing medications (Takeda's Actos franchise) - the same restrictions
proposed by the FDA in fall 2010. Effective November 18, Avandia will be available via mail order
from certified REMS pharmacies, so both physicians and patients must enroll in the REMS by
then in order to have access to rosiglitazone. As a reminder, in 1Q11 US Avandia franchise sales
were approximately $58 million - roughly one-tenth their level in 1Q07, before Nissen and Wolski
published their meta-analysis on Avandia and CV risk in June 2007. We expect that the REMS
will continue to shrink US sales once implemented, though we point out the drug is still
annualizing at nearly a quarter million dollars in sales– a major fall, but still a lot of prescriptions
in absolute terms.
§

D. Medical – Receives clearance to market Spring Universal Infusion Sets in US,
Canada; plans 2Q11 US launch: On May 15, D. Medical announced that Health Canada has
granted the company a medical device license for the Spring Universal Infusion Set, which is
marketed by D. Medical’s subsidiary Spring-Set Health Solutions (formerly Medx-Set Ltd.). This
marked the company’s second North American regulatory success of the month; on May 1, D.
Medical announced that the FDA had granted 510(k) clearance for the Spring Universal. The set
was filed with the FDA in January 2010; we think that this seems like a long review period for an
infusion set, reflecting the challenges of the current US regulatory environment. The Spring
Universal Infusion Set, formerly called the Lighty DD Infusion Set, features a hidden, autoretractable 28-gauge needle; 360°-connector; one-click, all-in-one inserter; and a proprietary
“Detach-Detect” mechanism that triggers an occlusion alarm if the infusion set disconnects from
the user’s body. The Spring Universal is compatible with “most insulin pumps currently on the
market,” which we assume means that it is compatible with products from all the major
manufacturers except for Medtronic. D. Medical management expects to launch the Spring
Universal in the US during 2Q11, having recently begun mass production through the company’s
China-based subcontractor, UPG (Suzhou) EPZ. As of the company’s 4Q10 update, distribution
discussions in the US are ongoing. The Spring Universal will be reimbursed according to code
A4230 on payers' fee schedules for infusion sets, and the company is not seeking a new
reimbursement code.
As a reminder, D. Medical conducted a soft launch of the Spring Universal sets and its Spring ADI
durable insulin pump in the Netherlands in 2010, and it has also begun working with distributors
in Sweden, Greece, the Czech Republic, and Italy. By the end of 2011, D. Medical hopes to have
launched the Spring Universal in several more European countries, Mexico, Brazil, India, China,
and Canada; as of the company’s 4Q10 update, regulatory and/or distribution discussions are
ongoing in all of these markets.
Members of the American Association of Diabetes Educators will receive a mailing regarding the
Spring Universal, listing the US distributors so that the educators can direct people with diabetes
directly to them. D. Medical is planning to make the Spring Universal widely accessible to all
infusion pump users through several mail-order distributors; we look forward to seeing how the
company will differentiate in this field. So far, the company has indicated that it will target
athletes and parents of pediatric patients. On a related note, on May 1 D. Medical also announced
the completion of a usability and safety study in 48 American pump users of various ages, which
was conducted as part of the 510(k) submission. The company said that “most users” had high
scores for satisfaction. We look forward to more detail on this, and we will be interested to see
how D. Medical positions the Spring Universal during its presentation at ADA 2011 (June 24-28
in San Diego).
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§

Lexicon – Company focuses on GLP-1 and PYY secretory effects of LX4211 in R&D
update; phase 2b study expected to start in June: On May 12, Lexicon held an update on
its R&D activities, focusing heavily on its phase 2 dual SGLT1/SGLT2 inhibitor LX4211.
Management emphasized that LX4211 would be a first-in-class dual SGLT1/SGLT2 inhibitor, as
opposed to a fourth-to-market SGLT2 inhibitor. As opposed to specific SGLT2 inhibitors,
management discussed at length that SGLT1/SGLT2 inhibitors stimulate GLP-1 and PYY
secretion. They proposed that the GLP-1 and PYY secretory effects of the drug are due to retained
intestinal glucose resulting in enhanced glucose-sensing in the ileum by the T1R and T2R
receptors, and/or altered short-chain fatty acid (SFCA)-sensing in the colon by the GPR41 and
GPR43 receptors. Changes in either pathway would be expected to signal release of GLP-1 and
PYY by intestinal L cells. Comparing LX4211 with sitagliptin, management noted that the LX4211mediated endogenous release of GLP-1 and PYY could have benefits beyond the effects of DPP-4
inhibitors. Management argued that the cardioprotective effects of GLP-1 and its effects on
decreasing hepatic glucose production are likely attributable DPP-4 cleaved forms of GLP-1,
which, naturally, are not increased by DPP-4 inhibitors. During Q&A, management commented
that LX4211 could be a good candidate to explore in combination with a DPP-4 inhibitor, given
their complementary mechanisms of action. In addition, management emphasized that the severe
GI side effects associated with SGLT1 inhibition has not been seen with LX4211 thus far;
management suggested that only people with rare homozygous mutations that cause
glucose/galactose malabsorption would experience these adverse effects. While this is the case,
we nonetheless remain cautious, given that few patients have participated in clinical trials of
LX4211 to date; the phase 2b and eventual phase 3 trial(s) should be more telling to this end.
Management expressed optimism that LX4211 could be the first oral small-molecule GLP-1
secretagogue to eventually reach the market, with the additional benefits of also having SGLT2
inhibitory effects. We believe that this claim may be something of a stretch because metformin is
also thought to stimulate endogenous GLP-1 and PYY release, which is one of the reasons that
metformin works synergistically with DPP-4 inhibitors (which hinder the breakdown of GLP-1).
On the clinical trial front, management provided additional details on the effects of LX4211 on
weight, blood pressure, and triglycerides in the phase 2a study (n=36). As a reminder, patients
receiving placebo (n=12), 150 mg LX4211 (n=12), and 300 mg LX4211 (n=12) experienced average
A1c reductions of 0.49%, 1.15%, and 1.25% from baselines of 8.20%, 8.22%, and 8.50%,
respectively. After the four-week treatment period, those receiving the high dose of LX4211
experienced an approximate 2.0 kg (4.4 lbs) weight loss beyond placebo (baseline values not
disclosed), an approximate 9.0 mm Hg drop in systolic blood pressure beyond placebo (baseline
values not disclosed), and a decrease in triglyceride levels to approximately 120 mg/dl from a
baseline of approximately 183 mg/dl. Additionally, management outlined the trial design for the
upcoming phase 2b study (n=285). Following a two-week screening period, patients in the 12week study will be randomized to one of five treatments as an add-on to metformin therapy:
LX4211 75 mg QD, 200 mg QD, 400 mg QD, 200 mg BID, or placebo. Subsequently, patients will
receive two weeks of additional follow-up off therapy. Management anticipates that the company
will be ready to initiate the trial in June; initial results are expected in 1H12.
On May 3, CEO Arthur Sands led Lexicon’s 1Q11 financial update. On the financial front,
Lexicon’s revenues decreased 64% year over year to $0.6 million from $1.6 million; management
cited reduced revenues from the company’s alliance with Taconic Farms as the primary reason for
the overall decline in revenue. R&D expenses amounted to $23.9 million in 1Q11, a 13% increase
from $21.1 million in 1Q10. Net loss for 1Q11 was $29.6 million, compared to $26.1 million in
1Q10. Lexicon ended 1Q11 with $188.9 million in cash and investments, down from $278.7
million at the end of 1Q10 and down from $211.1 at the end of 4Q10.
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§

Takeda – US sales drive 2.6% Actos growth; Nesina sales slow: On May 11, Takeda CEO
Yasuchika Hasegawa reported financial results for the fourth quarter of the company’s fiscal year
2010, which ended on March 31. Worldwide Actos (pioglitazone) sales in F4Q10 grew to 94.9
billion yen ($1.16 billion), a modest year-over-year rise of 2.6% from 92.5 billion yen ($1.02
billion) in F4Q09. This marks the seventh consecutive quarter that Actos sales have exceeded $1
billion. US Actos sales rose to 76.6 billion yen ($935 million), up 4.5% from 73.3 billion yen ($806
million) in F4Q09. However, sales fell year-over-year in Japan (down 1.9%) and in Europe (down
13.0%). We find the European decreases somewhat puzzling given that Actos’ main competitor,
GSK’s Avandia, posted $59 million in European sales during 1Q10 but none in 1Q11 after being
pulled from the EU market in September 2010. Europe was never as positive on TZDs as America,
and possibly the continent has soured further toward the drug class in light of the Avandia fallout;
Actos sales may also have slowed in light of the European Medicines Agency’s ongoing
investigation into possible links between Actos and bladder cancer. Management expects similar
trends to continue in fiscal year 2011, with overall Actos sales rising to 393.0 billion yen ($4.62
billion) in fiscal year 2011, up 1.3% from 387.9 billion yen ($4.51 billion) in FY10. Nesina
(alogliptin) sales in Japan in F4Q10 were at most 0.3 billion yen ($3.7 million), down
substantially from 1.3 billion yen ($15.8 million) in F3Q10. Management has previously
mentioned the strong market presence of Januvia (Merck’s sitagliptin) as a difficulty in Japan;.
The biggest factor in our view is that for the first 12 months a drug is marketed in Japan,
prescriptions have a maximum length of two weeks; as a reminder, Nesina was approved in Japan
in April 2010 and subsequently launched in June 2010, so this limitation should soon come to an
end. (As a reminder, Novartis’ Equa [vildagliptin, marketed as Galvus in the EU] was approved in
Japan in January 2010 as the second DPP-4 inhibitor in Japan.) Notably, in fiscal year 2015,
Takeda expects Nesina to comprise the bulk of 100 billion yen (~$1.2 billion) in Japanese diabetes
franchise sales – an aggressive forecast.
On the obesity front, Takeda did not discuss its partnerships with Orexigen (for Contrave
[naltrexone/bupropion]) or with Amylin (for pramlintide/metreleptin. As a reminder, Takeda is
not responsible for funding at the current stage of development for either therapy. However,
management emphasized that Takeda remains very committed to obesity therapies, and they
understandably stressed the importance of establishing clean safety profiles with preclinical/clinical research. No major updates were provided on the company’s robust diabetes and
obesity pipeline candidates – ATL-962 (phase 3; cetilistat [oral lipase inhibitor]; Japanese
submission now expected in FY13 rather than FY12), AC-137164594 (phase 2;
pramlintide/metreleptin), TAK-875 (phase 2; GPR40 agonist), SYR-472 (phase 2; DPP-4
inhibitor), TAK-428 (phase 2; neurotrophic factor production accelerator), and TAK-329 (phase
1; glucokinase activator).
In our quarterly comparison of top-selling diabetes drugs, Sanofi’s Lantus retained its lead with
$1.26 billion in global sales as compared to Actos’ $1.16 billion. Meanwhile Merck’s Januvia
franchise broke the billion-dollar mark with $1.04 billion in 1Q11 sales, and if Januvia continues
to grow at this rate, sales may pass Actos even before Takeda’s giant goes generic in August 2012.

§

Amylin/JDRF – Partner to co-formulate insulin and pramlintide for the treatment
of type 1 diabetes: On May 10, Amylin and JDRF announced that they would explore the
feasibility of co-formulating Amylin (Amylin’s pramlintide) with insulin to treat type 1 diabetes, as
part of JDRF’s Industry Discovery and Development Partnership (IDDP). This would involve
combining Symlin and insulin into one mealtime injection, as opposed to the separate injections
currently required. According to Amylin and JDRF, co-formulation studies will require up to
three clinical proof-of-concept studies, which will determine the optimal pramlintide:insulin ratio
and investigate whether this fixed-ratio therapy can improve glucose control compared to insulin
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alone. We understand that following these feasibility studies, additional studies would still be
needed before regulatory approval. Which mealtime insulin will be used is currently unclear,
although our understanding is that the proof-of-concept studies are expected to begin in 2Q11 and
last “up to” four years (as of this writing, the clinical studies are not yet listed in clinicaltrials.gov).
As a reminder, Symlin is approved for type 1 and type 2 diabetes patients using mealtime insulin
therapy who have failed to achieve desired glucose control despite optimal insulin therapy (with
or without concurrent sulfonylurea and/or metformin in type 2 patients). Symlin requires an
additional injection and according to the Symlin label, the pharmacokinetic characteristics are
altered when mixed with regular insulin, NPH, and 70/30 premixed formulations of human
insulin immediately before injection. Currently, we believe Symlin is not widely used because of
the additional required mealtime injection and the difficulties associated with dosing, which
cause side effects of nausea and insulin-induced hypoglycemia if not titrated properly. Although a
single-injection co-formulation would solve the hassle of the additional injection, Amylin will
have to determine an appropriate ratio for the two hormones in order to preserve Symlin efficacy
without inducing more frequent hypoglycemia.
Symlin primarily works through three mechanisms: 1) slowing the rate of gastric emptying; 2)
suppressing the release of postprandial glucagon; and 3) enhancing satiety. While a coformulated therapy may better mimic the physiological action of beta cells, no data are currently
available to prove this hypothesis. We understand that roughly 60% of lives are currently covered
for Symlin at a tier 2 benefit. If the results of these studies are positive, we are curious whether
Amylin will plan to pursue this combination for type 2 patients on basal-bolus insulin.
§

Abbott – Receives CE Mark for FreeStyle InsuLinx blood glucose monitoring
system: On May 10, Abbott announced that it has received CE Mark for its FreeStyle InsuLinx
Blood Glucose Monitoring System, which features a bolus calculator that accounts for fingerstick
readings and insulin on board; however, the device does not sync up with insulin pumps.
Designed for people with diabetes using mealtime insulin, the meter features a large,
monochrome touchscreen and uses Abbott’s previously available FreeStyle Lite test strips with
ZipWik tabs. Among other data, the InsuLinx stores meter readings, bolus recommendations,
pre-/post-meal markers, and carbohydrates. The meter’s USB connectivity allows direct upload to
computers and analysis with the FreeStyle Auto-Assist data management software. The AutoAssist software, which is built into the InsuLinx and is not compatible with previous generations
of meters, lets patients generate reports and send them to healthcare providers, and – unlike
Abbott’s current CoPilot Health Management Software – it is compatible with Mac OS as well as
Microsoft Windows. In a nice touch, patients are able to personalize their devices with weekly
messages and by uploading a personal photograph. We thought the InsuLinx attractive when we
saw it at Diabetes UK, and though it is larger than traditional meters, we think the overall size is
reasonable (especially because the device is thin and light). In line with previously announced
plans for after CE Mark, Abbott said it would launch the InsuLinx in Belgium, France, Germany,
the Netherlands and the United Kingdom later in May. We understand that reimbursement has
been secured and will occur at the same price as for other Abbott meters (i.e., FreeStyle, Optium,
Precision); this is a major win for patients and we salute Abbott for making this possible. That
said, we assume that cost of goods for the InsuLinx are greater and thus would translate to lower
margins on reimbursed meters although this should also be a popular meter (especially among
those on insulin), and we anticipate that volume will likely be strong. We speculate that retail
pricing may be at least slightly higher for this meter and so margins would be higher for meters
purchased directly by patients. Presumably, this will vary among the five launch markets. Abbott
has not announced the regulatory status of the InsuLinx in the US or other countries not covered
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under CE Mark. If patient response is positive, which we assume it will be, we would imagine
demand would start to heighten from patients in markets where this product isn’t yet approved.
§

Ligand – Clinical studies of glucagon receptor antagonist to start ~2H12; on longer
development path than forecast at time of Metabasis acquisition: On May 10, CEO
John Higgins led 1Q11 financial results for Ligand, a La Jolla, CA-based biotech firm that develops
and partners compounds for a variety of indications. During the question and answer session,
Higgins discussed Ligand’s preclinical glucagon receptor (GCGR) antagonist program (gained in
Ligand’s acquisition of Metabasis that was announced in October 2009 and begun in January
2010; Metabasis’ lead compound was known as MB11262). He said that, although the program is
promising, more pre-clinical studies are needed, and the soonest the company would file an
investigational new drug application to begin clinical trials would be in the second half of 2012.
The call did not include any update on the preclinical development of XL550, a mineralocorticoid
receptor (MR) antagonist based on technology that Ligand licensed to Exelixis (through Exelixis’
2004 purchase of X-Ceptor, which originally licensed the technology from Ligand in 1999). In
2006 Exelixis licensed XL550 to Daiichi-Sankyo, which is responsible for all development,
regulatory, manufacturing, and commercialization activities for the compound.

§

Insulet – Reports strong year-over-year growth, submits 510(k) for next-gen
OmniPod: On May 9, CEO Duane DeSisto led the Insulet 1Q11 financial update. OmniPod sales
totaled $28.3 million for 1Q11, up 61% from $20.8 million in 1Q10. Sequentially, sales grew 2%
from $27.8 million in 4Q10, a shift attributed mainly to typical year-end insurance changes: over
the past three years, fourth quarter to first quarter sales have risen between 3% and 5%. Gross
margin dropped to 48% from 50% in 4Q10, the first decline we can remember. The gross margin
decline was attributed to a higher volume of shipments to Insulet’s international partner
Ypsomed (which generate lower gross margin than US sales) and a two-week shutdown of
Insulet’s contract manufacturer, Flextronics’, production line in China. Management declined to
break out US vs. international revenue precisely, although their comments during Q&A suggest
that international sales came to over $1 million in 1Q11. Operating expense in 1Q11 totaled $20.8
million, up 9% year-over-year and sequentially down 12%, indicating impressive operating
leverage. Notably, operating loss in 1Q11 was $7.3 million, down 32% year-over-year and down
sequentially by 25%. Management reaffirmed its 2011 guidance, and said they expected to break
even operationally before the end of the year. Management highlighted Insulet’s international
partnerships with Ypsomed and GSK, giving no new timelines but providing some color on the
structure of Insulet’s GSK deal for Canadian distribution (the companies are apparently working
together in preparation for reimbursement and launch).
The highlight of the call was hearing that Insulet’s next-gen pump system had been submitted to
the FDA. On this front, Insulet filed a 7,800-page 510(k) application with the FDA for its “Eros”
OmniPod system in May 2011. As a reminder, this device is more than 40% smaller by volume
than the first-gen OmniPod, 25% lighter, and one-third less expensive to produce. DeSisto pulled
back slightly on expectations, saying that Insulet was hopeful for US approval before the end of
the year, rather than by 3Q11, as projected in the 4Q10 update. Since the product was submitted
with tests to support six-month dating, assuming the FDA does not require any additional studies,
the only further data Insulet plans to submit will be shipping and packaging data to support 12month and eventually two-year dating. In the EU, the company has received an initial response
from the regulatory authorities, which had more questions pertaining to Abbott’s new strip rather
than the insulin pump, according to DeSisto. After Insulet works with Abbott to answer the “one
remaining question,” DeSisto believes the second-gen OmniPod can obtain approval in the EU
within the next 90 days. Indeed, management remains hopeful that the second-gen OmniPod
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could receive CE Mark approval by ADA 2011 (June 24-28, 2011), as mentioned in the company’s
4Q10 financial update, although they do not seem to be counting on it. The company continues to
proceed in validating the manufacturing line for the next-gen pod, in preparation for a potential
launch in June, pending regulatory approval.
§

Orexigen – Submitted proposed CV outcomes trial to FDA; meeting with the agency
scheduled for 2Q11: On May 9, CEO Mike Narachi led Orexigen’s 1Q11 financial and business
update. The company has submitted a “specific, innovative and robust” proposal for assessing the
cardiovascular risk of its weight loss drug Contrave, including a cardiovascular outcomes trial.
While management did not elaborate on the specific details of the proposed trial, they have
previously expressed interest in conducting a large simple trial (LST), which would enroll patients
more representative of the target, on-label treatment population. From a patient perspective, we’d
be very happy to see this kind of trial approved, as it should provide the FDA with the necessary
information in a timely fashion, while enabling patients who respond to take advantage of access
to Contrave. Orexigen has scheduled a meeting with the FDA in 2Q11 and hopes to gain further
clarity on the patient population, the level of risk needed to rule out an adverse effect, the
possibility of streamlining approaches to data collection, and the appropriate time of
resubmission. While this meeting will shed light on the agency’s requirements and views, the
company will also have to assess the (economic) feasibility of performing the outcomes trial,
which will be influenced by the duration of the trial, the probability of success, and the cost. We
certainly hope to see positive movement since the super responders to this therapy from our view
make the drug well worth approving for use in appropriate populations. As a reminder, on
February 1, 2011, Orexigen received a complete response letter stating that the company must
conduct “a randomized, double-blind, placebo-controlled trial of sufficient size and duration to
demonstrate that the risk of major adverse cardiovascular events in overweight and obese
subjects treated with Contrave does not adversely affect the drug’s benefit-risk profile.” During
the prepared remarks and the subsequent Q&A, Narachi emphasized that the company would
immediately reinitiate partnership discussions for Contrave outside North America once a “clear
path forward” was determined for Contrave in the US. (On June 3, Orexigen announced that it is
suspending US development until a general FDA advisory committee meeting in 2012. During a
meeting, the FDA requested a preapproval CV outcomes trial with hazard ratio “close to unity”;
such a trial would need to enroll 60,000-100,000 patients, and the agency has said its standards
might change after the 2012 Advisory Committee meeting.)
On the financial front, Orexigen had cash, cash equivalents, and marketable securities of $76.6
million as of March 31, 2011, compared to $92.3 million on December 31, 2010, $100.5 million on
September 30, 2010, and $63.2 million on June 30, 2010. Management believes the company has
cash resources to run operations through 2012, excluding any expenses related to additional
clinical activities: Orexigen anticipates the need to raise additional capital in order to conduct the
required CV outcomes trial.

§

MannKind – Gains further clarity from end-of-review meeting with FDA; awaits
finalization of the minutes before initiating two phase 3 studies: MannKind
management announced the company’s 1Q11 results in a call on May 9. On May 4, MannKind met
with the FDA to discuss the two proposed clinical studies outlined in the FDA’s second complete
response letters, Affinity-1 (in type 1 patients) and Affinity-2 (in type 2 patients). The FDA
required these trials to assess pulmonary safety of the next-generation inhaler (Dreamboat) and
to provide a direct head-to-head comparison of the Dreamboat and the first-generation inhaler
(MedTone). The FDA agreed with MannKind that the observed changes in pulmonary function
did not differ between type 1 and type 2 patients, and therefore, the comparison between
Dreamboat and MedTone could be incorporated into one study (Affinity-1). The company was
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also encouraged by the agency’s request to test pulmonary function using spirometry alone, rather
than use additional more complicated measurements such as DLCO and TLC; pulmonary
function tests (FEV1) will be measured at baseline, 12 weeks after titration, and 24 weeks after
titration. Regarding the type 2 study (Affinity-2), management was also encouraged by the FDA’s
“re-direction” of the study from one evaluating Afrezza in a basal-bolus regimen to one
investigating the use of Afrezza in earlier-stage type 2 patients on an oral agent (“monotherapy
without a background of Lantus”). While additional details were not provided, the FDA indicated
that it would include more specific recommendations on the trial design in the official minutes of
the meeting, which were expected to be released within three to four weeks (the company has not
given an update as of this writing). MannKind is hoping to accelerate the timelines of both trials
by incorporating additional centers and countries. In addition, the company is planning to use an
electronic diary to record data directly from patients and clinic investigators in order to expedite
data analysis. Management currently guided the completion of the two phase 3 studies for 2H12,
pending timely release of the FDA meeting minutes and a smoothly conducted phase 3 program.
However, if this occurs, Afrezza could be resubmitted by 1Q13, positioning a potential PDUFA
date for 3Q13, at the earliest.
In other news, management announced that all other issues raised in the CRL (e.g. human factor
studies) are “mostly” completed and will be discussed with the FDA later this year to ensure that
the only outstanding issues are data from Affinity 1 and Affinity 2. On the research front,
MannKind will be presenting initial data from the pilot study within trial 159 at ADA 2011; CSO
Peter Richardson noted that these data support the dosing of Afrezza based on blood glucose
readings without carb counting. Finally, on the financial front, cash, cash equivalents and
marketable securities were $47.5 million at the end of 1Q11, compared to $70.4 million at the end
of 2010, $98 million at the end of 3Q10, and $30.8 million at the end of 2Q10; the company can
fund operations through 1Q12.
§

Medtronic – Expands Bayer SMBG partnership to include US; three-year LifeScan
deal completes: On May 9, Medtronic and Bayer announced that they will collaborate to
“develop innovative next-generation diabetes management systems for patients worldwide,”
including the US. This expands the Medtronic/Bayer alliance that has brought Bayer’s Contour
Link meter, which links wirelessly to Medtronic pumps and CGM, to users in over 20
international countries since 2007. The news coincides with LifeScan’s fulfillment of the terms of
a three-year agreement to provide the wirelessly linked OneTouch UltraLink meter to US
Medtronic users. LifeScan issued a press release saying that the company would now focus to a
greater degree on collaborations with fellow J&J subsidiary Animas. We are not surprised that the
two J&J companies would be working in tandem; although the contract represents a loss of highfrequency users for LifeScan, we imagine the economics of the deal certainly benefit Medtronic.
Without understanding more about pricing, we cannot predict the impact on profitability for
Bayer or J&J/LifeScan, but certainly the deal bodes well for Bayer in terms of volume even though
Medtronic is encouraging patients to move to CGM, especially its sensor-augmented pump
systems Revel and (pending its eventual approval) Veo.
While Bayer and Medtronic have not yet officially announced regulatory or marketing plans for
the Contour Link or any other blood glucose meter in the US, we know that an FDA submission
has been made, and presumably after the meter is approved, new Medtronic pump users will
receive the Bayer meter. Ultimately, Bayer plans to develop integrated BGMs that are smaller,
easier to use, and more accurate than currently available offerings, but Bayer has provided no
word on timing on this front. Until Bayer launches a Medtronic-linked system in the US,
LifeScan’s UltraLink will continue to be made available to Medtronic patients in the US. We think
that Bayer’s Contour USB plug-and-play functionality would be a big step forward in userDiabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com
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friendliness of CGM/pump downloads, so we hope that Medtronic/Bayer make this functionality
available.
§

Novo Nordisk – Meta-analyses confirm significant reduction in overall and
nocturnal hypoglycemia for Degludec compared to Lantus; extensive
strategy/regional update: On May 6, in one of the most comprehensive and detailed company
events we have ever covered, Novo Nordisk presented a whirlwind update on its worldwide
strategy during the 2011 Capital Markets Day. While CEO Lars Sorensen was not present,
multiple members of the management team, including CSO Dr. Mads Thomsen, global Chief
Medical Officer Dr. Alan Moses, COO Kare Schultz, Ron Christie, SVP China, and Jakob Riis, SVP
Global Marketing led presentations and contributed to the fascinating Q&A sessions that occurred
throughout the day. Most notably, Dr. Thomsen shared the results of two new meta-analyses of
phase 3 studies comparing Degludec to Lantus. These analyses demonstrated statistically
significant differences in confirmed overall hypoglycemia as well as confirmed nocturnal
hypoglycemia, both in favor of Degludec. When comparing Degludec and Lantus in basal-only
therapy in type 2 diabetes, the meta-analysis of studies 3579, 3685, and 3672 found that Degludec
was associated with a 17% reduction in overall hypoglycemia and a 36% reduction in nocturnal
hypoglycemia across the complete treatment period. When pooling all studies comparing the two
long-acting insulins (type 1 and type 2 patients; basal-only and basal-bolus therapy), Degludec
was associated with a 9% reduction in overall confirmed hypoglycemia and a 26% reduction in
nocturnal hypoglycemia. This result bodes well for Novo Nordisk as the company will have presubmission meetings with major regulatory agencies “around summertime.” Interestingly,
Thomsen briefly referenced clamp studies that will be published and presented later this year that
show the counter-regulatory response and ability to recover from hypoglycemia following
Degludec is actually improved. In other R&D news, Thomsen briefly mentioned that the
company’s faster-acting “upgraded” formulation of NovoLog (NN1218) had a “left-shift” in the
onset of action when administered to patients in a clamp study corresponding to an onset of
action that coincides with the entrance of carbohydrates into the circulation (roughly 2-4 minutes
following ingestion). Although this compound is in phase 1 studies, we found it one of the more
exciting topics of the call given the big demand for faster-acting insulin. The call also included
several breakout sessions related to the performance/strategy in particular geographies, including
North America, Europe, China and International Operations.

§

Halozyme – Looks forward to two presentations at ADA 2011, completion of two
phase 2 treatment studies by 3Q10: On May 6, Halozyme Therapeutics reported 1Q11 results
in a call led by CEO Gregory Frost. Management spent a significant portion of the call discussing
Halozyme’s ultrafast insulin-PH20 program, one of the company’s three lead clinical programs
that are approaching “key clinical inflection points” in parallel. They drew attention to the
company’s two upcoming presentations at ADA 2011 (one on pharmacokinetics and
glucodynamics across multiple populations, another on insulin absorption variability as reflected
by CGM). They also reviewed the positive results of a three-day pump study that were showcased
in mid-April at AACE, from which more detailed data will become available later in 2011.
Additionally, two 12-week phase 2 treatment trials (n>100 each) of subcutaneous injection in type
1 and type 2 diabetes are expected to be completed in 3Q11. Halozyme will require a partner in
order to move into phase 3, and management said during Q&A that partnership discussions are
expected to take place through early 2012.
Research and development spending in 1Q11 was $13.8 million, up 20% from $11.5 million in
1Q10 due mainly to increased clinical trial activity in the ultrafast insulin program. Halozyme
posted a net loss of $9.6 million in 1Q11, a 19% reduction from $11.8 million in 1Q10 and a
sequential improvement of 43% from $16.9 million in 4Q10. Halozyme ended 1Q11 with $73.8
Diabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com

17

million in cash and cash equivalents, down from $83.3 million at the start of the quarter for a net
cash burn of roughly $9.4 million. For full-year 2011, Halozyme continues to expect net cash burn
in the range of $47-$52 million.
§

Isis – Positive phase 2 data for PTP-1B inhibitor reported; shelves development in
favor of more potent candidate; no updates on ISIS-SGLT2: On May 5, Isis
Pharmaceuticals reported 1Q11 results in a call led by CEO Stanley Crooke. The call focused
mainly on financials, given that Isis updated its pipeline of antisense therapeutics in a call on
April 13. Isis finished 1Q11 with $426.8 million in cash, cash equivalents, and short-term
investments, down by $45.6 million from $472.4 million at the end of 4Q10. Pro forma net
operating loss of $13.4 million in 1Q11 was up from $1.4 million in 1Q10, generally in line with the
company’s expectations. Isis’ many collaborations and agreements generated a total of $20.0
million in 1Q11 revenue, down 30% from $28.6 million in 1Q10 and down 24% sequentially.
Management continue to anticipate full-year net operating loss of slightly more than $40 million,
and they still plan to end 2011 with at least $350 million in cash (a forecast that does not depend
on any new transactions).
On April 13, Isis management provided an update on the company’s novel insulin-sensitizing
therapy ISIS 113715, a PTP-1B inhibitor. Dr. Sanjay Bhanot, Vice President of Metabolic Disorders
and Translational Medicine, summarized the results from two 13-week phase 2 studies for ISIS
113715. The first study examined ISIS 113715 as monotherapy and was conducted in people
diagnosed with type 2 diabetes within the past five years who had not received prior diabetes
treatment; the second study investigated the effects of ISIS 113715 in people with type 2 diabetes
on a background of sulfonylurea therapy. According to Dr. Bhanot, ISIS 113715 provided
significant improvements in “several measures” of blood glucose control in both trials, including
self-monitored blood glucose values: -23 mg/dl (p=0.03) in the monotherapy study, and -24.8
mg/dl (p=0.026) in the sulfonylurea study. For neither study were baseline or control values
provided. Results for the other glycemic parameters measured in the trials were not reported,
including changes in A1c, FPG, and fructosamine. Treatment with ISIS 113715 also resulted in
notable improvements in LDL: -13 mg/dl (p=0.03) for the monotherapy study, and -11 mg/dl
(p=0.005) for the sulfonylurea study. As with the SMBG values, no baseline or control values
were provided. The change in LDL, suggests that the compound may have beneficial CV effects,
but this will have to be confirmed in phase 3 and CV outcomes studies. Additionally, a trend
toward weight loss was observed in both studies. In terms of tolerability and safety, Dr. Bhanot
indicated that PTP-1B inhibition was safe and well tolerated and was not associated with any
clinically relevant adverse effects, including hypoglycemia.
Although these results suggested promise for ISIS 113715 as a treatment for type 2 diabetes, Dr.
Bhanot revealed that a fivefold more potent PTP-1B inhibitor candidate was discovered after the
phase 2 program for ISIS 113715 was already underway. With the belief that this increased
potency will lead to even better clinical outcomes than those observed with ISIS 113715, ISIS has
decided to shelve further development of ISIS 113715 in favor of the new candidate. IND-enabling
studies for the new candidate have already been completed, and the company expects to initiate
phase 1 studies later this year, and phase 2 studies in 2012. Despite representing a slight delay in
the PTP-1B development program for ISIS (previously its lead metabolic candidate), management
expressed confidence in this decision, emphasizing that the lessons learned from the ISIS 113715
program will accelerate the development of the new candidate and that the company will benefit
from the longer patent life associated with the new drug. We found the demonstrated
improvements in glycemic control and lipid levels, the possibility for weight reduction, and the
promising safety profile with ISIS 113715 encouraging. Given the growing need for therapies that
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address insulin resistance, the underlying cause of type 2 diabetes, we look forward to hearing
results from the upcoming clinical trials for the more potent candidate later this year.
§

XOMA – Waiting for phase 2a study to complete before making decision on the
future of XOMA 052 for type 2 diabetes: On May 5, XOMA CEO Steve Engle led the
company’s 1Q11 financial results. Overall, little mention was made of XOMA 052 for the
treatment of type 2 diabetes. As a reminder, in late March, the company announced that the sixmonth phase 2b study of XOMA 052 in type 2 diabetes did not meet the primary endpoint of A1c
reduction. This was the second set of phase 2 data to show disappointing efficacy results for
XOMA 052. XOMA is continuing to consult with Servier and conduct additional analyses (formal
and ad hoc); however, the company plans to make a decision on the future of the diabetes
indication for XOMA 052 only after it has completed the ongoing phase 2a trial, which is expected
to conclude this summer. During Q&A, management noted that XOMA is looking into several
analyses in subgroups of patients, including, but not limited to, the duration of diabetes,
concomitant medications, and dosing. We look forward to additional details on the phase 2a data
as well as further information on the sub-analysis during the XOMA 2Q11 update.

§

Biodel – company begins phase 1 PK/PD/tolerability study of novel rapid insulins;
no new updates to development timeline: On May 5, Biodel released its F2Q11 results in a
call led by CEO Errol de Souza. During the call, management announced that in March the
company initiated its double-blind, three-period, crossover phase 1
pharmacokinetics/pharmacodynamics/tolerability study (n=18) of BIOD-105 and BIOD-107
(using Humalog as a comparator); the study is on track to complete in 3Q11. In addition,
researchers at Oregon Health Sciences University will initiate a similar phase 1 pump study (n=8)
soon (management previously stated that the trial is expected to begin in 2Q11 and report topline
results in 4Q11). During Q&A, management noted that in diabetic swine models BIOD-105 has a
rapid-in rapid-out profile, while BIOD-107 has a rapid-in with a slower tail. Based on the results
of the two phase 1 trials, Biodel will select the most promising candidate to move forward into
further clinical development. In line with previous timelines, a phase 2 trial in type 1 patients is
expected to begin in 4Q11, and phase 3 pivotal trials could begin before the end of 2012. As a
reminder, phase 2 and phase 3 trials for the selected formulation will be five months in duration
(two months of active titration, followed by three months of relatively stable dosing), and they will
use Humalog as a comparator. Unlike in the pivotal trials for Linjeta, no dose-cutting will occur in
the new trials; we applaud this change, as dose-cutting of Linjeta inherently biased the prior
pivotal trials in favor of the comparator. In addition, the anticipated pivotal trials will recruit
patients with better glycemic control at baseline than in the former pivotal trials (an artifact of
running some of the trial program in India); this could also potentially influence how patients
perform. In the ultra-rapid-acting insulin arena, Halozyme Therapeutics fully recruited two phase
2 studies for PH20 in January, and expects to complete the two studies in 3Q11. Meanwhile,
Biodel continues to fund limited development of its extended glargine and stabilized glucagon
pipeline candidates. We were glad to hear this given the potential role of glucagon in artificial
pancreas development and applications.
During F2Q11, R&D expenses were $2.9 million, down from $7.0 million in F2Q10. Management
noted that the decline in Biodel’s R&D spending was primarily attributable to several
nonrecurring events in F2Q10: the conclusion of Linjeta phase 3 trials in February 2010 ($2.1
million), recombinant human insulin purchases ($1 million), professional fees related to safety
report filing of Linjeta and follow-on questions from the FDA ($0.7 million), and pen
development costs ($0.4 million). General and administrative expenses totaled $2.3 million for
the quarter, a decline from $3.4 million a year prior, attributable to reductions in personnel ($0.7
million) and reductions in professional fees ($0.4 million). Biodel reported a net loss of $5.4
Diabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com

19

million, compared to a net loss of $10.4 million in F2Q10. The company ended F2Q11 with $17.6
million in cash and cash equivalents, down from $32.7 million in F2Q10. Consistent with previous
estimates, management projected that Biodel’s cash will be able to sustain the company’s
operations until the end of March 2012, assuming continued deferral of API purchases and
assuming the company’s outstanding 2.4 million warrants are converted.
§

CVS – MinuteClinic, Pharmacy Advisor continue to grow: On May 5, CVS Caremark CEO
Larry Merlo reported 1Q11 results. Merlo emphasized that although the company’s Pharmacy
Benefits Management segment has been “disappointing,” management has no plans to split up
CVS. The Pharmacy Advisor Program, designed to improve adherence and address gaps in care
for people with diabetes who use PBM companies, was mentioned to illustrate the CVS PBM
segment’s “unique clinical offerings.” Since Pharmacy Advisor’s January 2011 launch with roughly
10 million members, 2.5 million more people have committed to join. Early results suggest the
program has been well received by patients and physicians and that it has led to significant
improvements in medication fill rates. Meanwhile MinuteClinic, the company’s retail-based walkin clinic, increased patient visits by 24% compared to 1Q10 due to higher levels of flu-related
illness. Notably, Merlo also mentioned that MinuteClinic has in part reduced its dependence on
seasonal acute disease by offering “convenient health-condition monitoring” to patients with
diabetes and other chronic conditions. Chronic disease management will also figure into a
wellness program being developed for MinuteClinic; we look forward to learning more details of
this program in future company updates.

§

WebMD – Launches anti-childhood-obesity resources in partnership with Sanford
Health: On May 5, WebMD CEO Wayne Gattinella announced 1Q11 results. In his prepared
remarks, Gattinella mentioned that in March, the company launched several online resources to
address childhood obesity through its partnership with Sanford Health, the nation’s largest notfor-profit rural healthcare provider. The WebMD site now contains a “dedicated resource area”
for parents called Raising FIT kids, and the company has also launched additional sites (FIT Kids
and FIT Teen) that offer health and wellness information geared toward the ages of 8-19 (FIT Jr.,
targeted at ages 2-7, has since been launched as well.) Company chairman Martin Wygood noted
that these resources are just one example of WebMD’s growing efforts to promote health and
wellness, and we hope to see more programs to help curtail type 2 diabetes and obesity in the
future.

§

Santarus – Cycloset sales reach approximately $1 million: On May 4, Santarus released
its 1Q11 financial results in a call led by President and CEO Gerard Proehl. During the call,
management focused heavily on Glumetza (extended-release metformin) and Cycloset (a first-inclass dopamine receptor agonist in-licensed from VeroScience) as the company’s two main
anticipated drivers of revenue growth for 2011. In 1Q11, Cycloset sales were approximately $1
million in its first full quarter on the market (the specific sales amount was not disclosed), while
promotional revenues for Glumetza reached $10.3 million, up approximately 16% from $8.8
million in sales for the same period in 1Q10. Given Cycloset’s unique mechanism of action,
management emphasized that its promotional activities for Cycloset have focused primarily on
physician education. Market research indicates that physician familiarity, satisfaction, and intent
to prescribe Cycloset are increasing as a result. Thus, management believes that this will translate
into accelerated prescription growth through the rest of the year, primarily in 2H11, given the lag
between physician education and prescription. We understand that 20-30% of current Cycloset
prescriptions are filled via mail order. 4Q10 sales were roughly $770,000. Meanwhile, the supply
of Glumetza 500 mg resumed in early January, following a voluntary recall and subsequent
supply interruption that began in mid-June 2010. As of the week ending April 22, 2011,
management said Glumetza has recaptured the leading position in the branded metformin
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market, with 35% share of branded metformin total prescriptions and 40% of branded new
prescriptions. Total Glumetza units dispensed on a 500 mg equivalent basis are approximately
80% of pre-recall levels; interestingly, approximately 60% of units currently dispensed are
Glumetza 1000 mg, compared to less than 30% prior to the recall.
As a reminder, the patents for Cycloset will likely expire in late 2014 or early 2015, due to the long
regulatory cycle the drug faced because the FDA approval process lasted over 10 years. As such,
Santarus has only a narrow four-to-five year window to capitalize on the drug before facing
potential generic competition. In 3Q10, management suggested that combined annual sales for
Glumetza and Cycloset could reach $300 to $400 million in the next five years; only time will tell
whether Cycloset and Glumetza sales are as successful as anticipated. Cycloset has the added
advantage of being characterized as a drug that addresses cardiovascular risk more than other
drugs for type 2 diabetes; we believe that these positive CV outcomes data (Gaziano et al.,
Diabetes Care 2010) are an untapped advantage and we’re eager to see where management takes
this.
§

Allergan – LAP-BAND sales decline 14.9%; company discontinues development of
the EASYBAND: On May 4, Allergan released its 1Q11 financial results in a call led by CEO
David Pyott. Sales for the Obesity Intervention business (LAP-BAND, LAP-BAND AP, and
ORBERA intragastric balloon system sales) reached $52.1 million in 1Q11, a noticeable 14.9%
decrease (16.0% in local currencies) from $61.2 million in 1Q10. Management cited the recession,
the increased popularity of sleeve gastrectomy, and lack of patient access to the LAP-BAND as
major contributors to the lackluster LAP-BAND sales observed in the US. Based on the company’s
market research, management estimated that overall bariatric procedures in the US declined 12%
in 1Q11 on a year-over-year basis, and that the cash-pay segment of the market now accounts for
less than 6% of bariatric procedures, largely attributable to unemployment. On a more positive
note, management noted that the market appears to have rebounded in March following an
especially poor January and February. Notably, management stated that sleeve gastrectomy
increased its share of the bariatric market to 15% from 6% a year prior, taking away roughly equal
market share from gastric banding and gastric bypass. Management estimated that in 1Q11, the
LAP-BAND achieved 73% market share within gastric banding, which accounted for
approximately 48% of all bariatric procedures in the quarter. In addition, many of those who
theoretically have coverage through commercial insurance plans face significant barriers to access
such as high co-pays and the necessity to demonstrate failure on medically supervised diet and
exercise programs. Management noted that Allergan is trying to address these issues through
their managed markets organization, and they mentioned that the company intends to leverage
its recent FDA approval for use of the LAP-BAND in lower BMI individuals with payers. Overseas,
Allergan experienced a poor quarter for LAP-BAND in Australia, a key market for the product.
Meanwhile, sales of the ORBERA intragastric balloon increased modestly, with strong gains in
Brazil offset by a decline in Spain due to poor economic conditions. Notably, management
emphasized that the company will be placing more emphasis on its Obesity Intervention business
moving forward.
On the product development front, Allergan has decided to discontinue the EASYBAND remote
adjustable gastric band system (obtained in its acquisition of EndoArt in 2007) due to increased
regulatory barriers for bariatric devices established by the FDA in the past few years, as well as
engineering challenges with the product. Management noted that Allergan remains resolved to
bring the ORBERA intragastric balloon to the US. Meanwhile, no updates were provided on
OZURDEX, Allergan’s potential treatment for diabetic macular edema (DME); previously,
management stated that the earliest the company expects to receive approval for the DME
indication for OZURDEX would be 2013.
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§

Pfizer – No mention of 12 diabetes and obesity compounds in pipeline: On May 3,
Pfizer announced its 1Q11 financial results in a call led by CEO Ian Read. During the
call, management made no mention of the company’s diabetes or obesity pipeline candidates or
its partnership with Biocon, even though metabolic disorders are one of the company’s “Invest to
Win” areas. As outlined in the company’s pipeline update earlier this year, Pfizer has 12 diabetes
and obesity compounds in clinical development: two for the treatment of diabetic macular edema
(Macugen [in registration in Europe] and PF-04523655 [phase 2]), a phase 2 treatment for type 2
diabetes (PF-04971729; undisclosed mechanism), six phase 1 compounds for the treatment of
type 2 diabetes (PF-05175157, PF-05190457, PF-04856883 [CVX096], PF-0460110, PF04937319, PF-04991532; undisclosed mechanisms), two phase 1 candidates for diabetic
nephropathy (PF-03882845 and PF-04634817), and one phase 1 biologic for the treatment of
diabetes and obesity (PF-05212389 [OAP-189]).

§

Dexcom – Product revenue nearly doubles year-over-year, declines slightly from
4Q10; positive interim data for CGM in type 2 patients: On May 3, Dexcom reported 1Q11
results in a call led by CEO Terry Gregg. Product revenue for 1Q11 was $13.1 million, an increase
of 94% from $6.8 million in 1Q10 and a decline of 3% sequentially. Management attributed the
sequential decline to patients’ unwillingness to start on CGM until their annual deductibles have
been met, a bigger factor in 1Q11 than 1Q10 due to higher deductibles. Starter kit sales were down
sequentially by several hundred units. Product gross margin of $4.8 million (36% of sales)
declined sequentially from $5.9 million (44% of sales), when margin received a 1% boost due to
one-time inventory increases; margin is expected to improve going forward due to the shift of
durables production to China and to higher volumes. Net loss for 1Q11 was $11.9 million, down
42% from $20.3 million in 1Q10 and up 21% sequentially. Dexcom ended 1Q11 with $39 million in
cash, cash equivalents, restricted cash and marketable securities, down from $49 million at the
start of 1Q11 due to spending on operations. Importantly, management noted during Q&A that
Dexcom is “deep in the weeds” in partnership discussions and hopes finalize a partner by “midyear” to help co-promote and supplement the direct sales force. The FDA delay on the
Insulet/Dexcom product, as well as on J&J/Dexcom’s Animas Vibe, has slowed plans for having
many more reps co-promote the products. (On June 2, Animas and Dexcom announced the
receipt of CE Mark approval for the Animas Vibe; they plan to launch the system in July).
Notably, management announced that board member Kevin Sayer, the former MiniMed CFO, will
become Dexcom’s President effective June 1. Sayer will focus on internal affairs while Gregg turns
more attention externally.
On the development front, Dexcom continues to maintain an open dialogue on a “pre-IDE” basis
for the fourth-generation sensor. Consistent with previous guidance, the company expects to
reach an agreement with the FDA on the study design to enable the filing of a formal IDE, which
would allow Dexcom to initiate the required clinical trial for the fourth-gen sensor within
approximately 60-90 days, and file an amendment for the fourth-gen PMA supplement during
late summer. However, during Q&A, management warned of recent reports that the FDA has
been slowing down the IDE process (which is typically a 30-day review) by responding with
comments that require multiple iterations. In other news, the non-ICU hospital-based fifthgeneration sensor is in feasibility studies. Notably, Gregg referenced an article published that day
that reviewed interim 12-week data from a 52-week randomized controlled trial comparing CGM
to SMBG in type 2 patients not taking bolus insulin (Ehrhardt et. al, Journal of Diabetes Science
and Technology). The investigator-initiated study used the Dexcom SEVEN sensor exclusively
and demonstrated a significant reduction in A1c with CGM over SMBG (1.0% vs. 0.5%; p=0.006).
At AACE in April, Dr. Bruce Bode characterized the 52-week follow-up results of this study as
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“game-changing” data that could “change the entire course of CGM in diabetes,” if validated.
These data will be presented at ADA 2011 as a late-breaking abstract.
§

BI/Eli Lilly— Linagliptin approved by FDA: On May 2, the FDA approved a once-daily 5 mg
dose of Boehringer Ingelheim and Eli Lilly’s DPP-4 inhibitor Tradjenta (linagliptin) for use as
monotherapy or in combination with metformin, sulfonylurea, or pioglitazone. In clinical studies,
Tradjenta showed placebo-adjusted A1c reductions of up to 0.7% as monotherapy (from baseline
A1cs of 8.0% and 8.1%), and placebo-adjusted A1c reductions of 0.5-0.6% in combination with
metformin, sulfonylurea, or pioglitazone from baseline A1cs of 8.1%, 8.6%, and 8.6%,
respectively. While two other DPP-4 inhibitors are already available in the United States (Merck’s
Januvia [sitagliptin; approved in October 2006] and BMS/AZ’s Onglyza [saxagliptin; approved in
July 2009]), we believe that plenty of room still exists for growth of this drug class, given both the
ease of use and tolerability.
In 2010, the DPP-4 inhibitor class demonstrated very strong growth, generating $3.9 billion in
sales in 2010, up 40%, including $3.3 billion for Merck’s Januvia franchise, approximately $400
million for Novartis’ Galvus (approved in Europe), and approximately $160 million for BMS/AZ’s
Onglyza. This near-$4 billion for DPP-4 inhibitors compares quite favorably to the long-acting
insulin analog class, which reached almost $6 billion in sales in 2010, but grew at just 11% as a
class, substantially slower than the 20%-plus growth seen in 2009. Indeed, Sanofi mentioned in
mid-2010 that incretins were slowing growth of Lantus, and the results for 2010 support this.
Notably, DPP-4 inhibitors have had just four full years on the market compared to ten for longacting insulin analogs. As the still-young drug class matures, we think that BI and Lilly could
build Tradjenta into a blockbuster, though we wouldn’t expect this to happen quickly.
Notably, Tradjenta is the first DPP-4 inhibitor not to be cleared by the kidney and the first for
which no dose adjustment is recommended in patients with renal impairment. Given that a
significant percentage of type 2 patients experience some degree of renal impairment, this could
represent a key differentiating factor for BI and Lilly in their efforts to distinguish Tradjenta from
other members of the drug class, particularly for patients who have a longer duration of disease.
According to 2003-2006 NHANES data, 18.4% of people with self-reported diabetes had
moderate chronic kidney disease, while 2.9% had severe chronic kidney disease.
Management noted that both companies will be targeting diabetologists, endocrinologists, and
primary care physicians in their marketing efforts, with Lilly focused on endocrinologists and BI
more focused on PCPs. (On June 15, Lilly and BI announced that Tradjenta had become available
in US pharmacies. This followed a court ruling that Lilly personnel who sell Byetta can also sell
Tradjenta, vacating a May 25 temporary restraining order achieved by Amylin. For details on this
litigation, see above.) In addition, the companies are currently conducting a number of additional
studies to support label expansion and fixed-dose combinations in the next few years. Lilly’s
familiarity with these doctors, their long history in diabetes, and their understanding of incretins
should serve the partnership as major advantages. As a reminder, BI and Lilly also submitted
linagliptin in Europe and Japan in 2H10 and we should hear soon on these submissions.

§

Vivus – FDA deems retrospective study feasible; second advisory committee
meeting will be held for Qnexa resubmission; potential filing in limited indication of
men and women of non-child bearing age: On May 2, CEO Leland Wilson provided several
regulatory updates during Vivus’ 1Q11 financial results. He announced that Vivus’ proposed
retrospective study of mothers using topiramate was deemed feasible by the FDA. During the 2011
end-of-review meeting, the agency had asked Vivus to assess the feasibility of performing a
retrospective, observational study utilizing electronic medical databases to determine the
incidence of congenital malformations, “with a specific interest in oral clefts and low birth
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weight,” in children of women treated with topiramate 100 mg for migraine prophylaxis. The
company is currently conducting the study, dubbed FORTRESS (Fetal Outcome Retrospective
TopiRamate ExpoSure Study), and has reached an agreement with the FDA on the study
objectives, study design, primary endpoints, and eligibility criteria (pending the finalization of a
written protocol, expected to be received “shortly”; the company has not provided an update as of
this writing).
Notably, Vivus expressed a willingness to pursue an alternative approach to resubmitting Qnexa
in a limited population of men or women of non-child bearing age if FORTRESS results reveal a
higher-than-acceptable fetal risk, or if the FDA requires a full validation of the FORTRESS study
results: full validation is used to verify the accuracy and consistency of electronic coding;
management estimated that it would take at least six months to complete. When Vivus will gain
further clarity on whether a full validation of FORTRESS study results will be required remains
unclear; management believes the FDA’s decision will depend on the extent of previous validation
and the agency’s willingness to accept cited references. On a positive note, the company reached
agreement with the FDA on the content of a Qnexa resubmission in limited populations.
However, the FDA stated that it would convene a second advisory committee meeting for the
Qnexa resubmission, regardless of whether it was for a limited indication or a full indication. We
expect the company to prepare a detailed REMS program to assure panelists that the label will be
properly enforced, and that the REMS will be assessed frequently and appropriately for
effectiveness. As a reminder, the anticipated resubmission of Qnexa in 4Q10 will be classified as a
class 2 resubmission, entailing a six-month review cycle; therefore, we assume the advisory
committee meeting will be held in the first half of 2012.
Finally, regarding the EU filing, Vivus expects to receive the 120-day list-of-questions in late May
or early June, and will have six months to answer the questions. Management plans to provide an
update on the regulatory process in Europe during 2Q11; in the best case, the European Medicines
Agency could give an opinion by year-end, though 2012 is more likely.
§

Merck – Januvia franchise surpasses $1 billion in quarterly revenue, with global
growth holding strong, particularly internationally: On April 29, Merck CEO Ken Frazier
announced 1Q11 financial results. Worldwide revenue for the Januvia franchise (consisting of
Januvia [sitagliptin] and Janumet [sitagliptin/metformin]) was $1.04 billion, surpassing $1
billion for the first time and representing a very strong 47% jump from $712 million in 1Q10.
While the growth of the Januvia franchise had slowed a bit in recent quarters, 1Q11 marks the
strongest year-over-year growth since 2Q09. Januvia’s worldwide revenue was $739 million in
1Q11, up 45% from $511 million in 1Q10, and its US sales of $426 million represented a 20%
increase from $354 million in 1Q10. Worldwide Janumet sales were $305 million in 1Q11, a 52%
jump from $201 million in 1Q10, and its US sales were $163 million in 1Q11, growing 30% from
$125 million in 1Q10. Notably, the 9% sequential increase in 1Q11 was entirely attributable to OUS
sales: sales were perfectly flat in the US between 4Q10 and 1Q11 (with sales of $589 million in
both quarters), whereas OUS sales jumped 22% sequentially. Regionally, management noted that
sales for the Januvia franchise grew over 50% in the EU (compared to 23% in the US). In Japan,
Januvia had a combined market share of 26% in 1Q11, up from 17% in 4Q10, despite the recent
introduction of Takeda’s Nesina (alogliptin) in June 2010, which was also approved for use in
combination therapy with alpha-glucosidase inhibitors (commonly used in Japan). Notably,
Januvia now has an impressive 24% share of the entire global oral diabetes market. Given the
very strong 1Q11 results, Januvia has joined the ranks of Takeda’s Actos and Sanofi’s Lantus, with
over $1 billion in quarterly sales. Given Actos’ single-digit growth, Januvia may be poised to
surpass Actos even before generic pioglitazone enters the US market (expected August 2012) In
terms of the DPP-4 inhibitor market, BMS/AZ’s Onglyza (saxagliptin) is still working to gain
Diabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com

24

traction. While performance in 4Q10 was relatively strong, the Onglyza franchise displayed less
encouraging sales in 1Q11.
Management indicated that Merck’s strategy to target patients switching from Avandia is “already
paying off.” We assume the company is continuing to focus promotion efforts on high prescribers
of sulfonylureas as well, presumably extolling the benefits of avoiding hypoglycemia and weight
gain. On the development front, management highlighted multiple pipeline opportunities to
further build on the Januvia franchise, including two combination products that have been
submitted to the FDA. These include once-daily Janumet (sitagliptin and metformin XR; MK0431A XR), and a novel six-dose combination of Januvia and simvastatin (MK-0431D), which will
be available in six different fixed-dose combinations. With regard to once-daily Janumet, Merck is
playing a bit of catch-up with BMS/AZ’s Kombiglyze (Onglyza/metformin XR fixed-dose
combination), which was recently approved for once-daily dosing. Both sitagliptin combination
products are slated to launch in 2011, pending regulatory approval of the supplemental NDAs
(once-daily Janumet was accepted by the FDA on January 11, 2011; we thus assume the PDUFA
date is in November 2011).
§

Bayer – Contour rises 16% in local currencies, driving ~7% Diabetes Care growth: On
April 28, Bayer reported 1Q11 earnings in a call led by CEO Marijn Dekkers. Sales of the Contour
blood glucose meter franchise totaled €151 million (~$207 million), up 16.0% as reported and
14.3% operationally from €131 million (~$181 million) in 1Q10. During the question and answer
session, management acknowledged that the growth reflected a weak base in 1Q10, but said that
the quarter was strong in its own right. They attributed the growth to higher volumes, with
particularly large improvements in the US; during Q&A management forecasted that the Diabetes
Care performance would be “similar” in the rest of 2011. Sequentially, Contour sales fell by
roughly 5.5% from €160 million (~$218 million) in 4Q10.
Bayer has ceased reporting sales of its Breeze line of glucose meters, and it also does not report
directly on other Diabetes Care products or the unit as a whole. Our calculations suggest that
Bayer Diabetes Care grew by ~7% year-over-year to reach €240 million (~$328 million), with
non-Contour revenue down 4% since 1Q10. No updates were given on the company’s CGM system
or other diabetes devices in development.
Bayer’s growth stacked up well against the Diabetes Care results of the other Big Four BGM
companies, Roche (down a reported 9.2% to 643 million CHF [~$683 million]), J&J (up a
reported 6.7% to $637 million), and Abbott (up a reported 10.3% to $325 million). We estimate
that the Big Four’s revenue of SMBG products totaled ~$1.85 - $1.9 billion in 1Q11, up 5.7% from
approximately $1.76 billion in 1Q10. Notably, this is still barely above the $1.85 billion revenue
posted by the Big Four in 1Q08, and the sequential comparison certainly supports that the field is
not growing as fast as it once did. Still, the quarter’s results do suggest real growth in this category
compared to more anemic results for the field overall in previous quarters.
On the pharmaceuticals side, sales of the alpha-glucosidase inhibitor Glucobay (acarbose)
reached €88 million (~$120 million), up 11.4% year-over-year and up 1% sequentially. No
information was given on sales of SciLin, a recombinant insulin licensed to Bayer in China; as a
reminder, the Chinese launch occurred in September 2010. During Q&A, management discussed
the safety profile of Regeneron/Bayer’s VEGF Trap-Eye (intravitreal aflibercept), and the
regulatory timeline for age-related macular degeneration; however, no information was provided
on the recently announced phase 3 study in patients with diabetic macular edema (see below).

§

Sanofi – Diabetes Division sales reach $1.5 billion; BGStar and iBGStar meters
launched in Germany: On April 28, Sanofi announced 1Q11 results in a call led by CEO Chris
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Viehbacher. Global sales for the company’s Diabetes Division totaled €1.13 billion ($1.52 billion),
representing a 10.5% operational increase from €971 million ($1.3 billion) in sales in 1Q10.
Lantus sales climbed to €925 million ($1.26 billion) in 1Q11, a 17.1% reported increase (13.2%
operational increase) from €790 million ($1.09 billion) in 1Q10. Growth in Lantus sales was
attributable largely to additional promotional efforts put in place in the US in mid-2010, as well
as increased sales in Japan, China, and Latin America. Notably, 1Q11 is the eighth straight quarter
in which Lantus has achieved over $1 billion in revenue. Apidra sales increased 25.6% on a
reported basis (20.5% operationally) to €49 million ($67.0 million) for the quarter, while Amaryl
sales flat-lined on a reported basis at €108 million ($147.6 million) and decreased 5.6% on an
operational basis.
On the R&D and device fronts, 1Q11 included a number of noteworthy updates. The BGStar and
iBGStar were launched earlier in May in Germany, and have since been introduced in France.
Rollouts are planned cross Europe throughout the rest of the year. Sanofi intends to launch the
meters in the US by the end of 2011; however, the company has yet to receive 510(k) clearance for
the iBGStar from the FDA. In addition, Sanofi has terminated its licensing agreement with
Metabolex for the phase 2 GPR119 agonist SAR260093 (MBX-2982); no reasons were provided
for this decision. Meanwhile, lixisenatide remains on track for regulatory submissions in the EU
in 2H11 (specifically 4Q11) and in the US in 2H12.
§

Novo Nordisk – Diabetes Care up 16% year-over-year; Victoza grows 16%
sequentially: On April 28, Novo Nordisk CEO Lars Sorenson reported 1Q11 financial results.
Despite a challenging economic environment in the quarter, Diabetes Care achieved solid yearon-year reported revenue growth of 16% to DKK 11.8 billion ($2.2 billion). Modern insulins
continued to drive growth, as did sales of Victoza in the US and Europe. Sales of modern insulins
(which now account for 72% of Novo Nordisk’s total insulin sales) reached DKK 6.7 billion ($1.2
billion), up 14% on a reported basis. Sequentially, however, sales of these products dropped 6%
from DKK 7.1 billion ($1.3 billion), the first sequential loss recognized by the modern insulin
franchise since 3Q09. During the call, management provided detailed characterizations of insulin
markets in a number of regions (especially the US and Chinese markets). Overall, Novo Nordisk
remains the leader in both the total insulin and modern insulin markets globally (51% and 46%
share respectively) and regionally in North America (42% and 37%), Europe (53% and 54%),
“International Operations” (59% and 56%), China (63% and 69%), and Japan (63% and 69%).
Notably, management highlighted the increasing competition in insulin markets between Novo
Nordisk, Sanofi, and Eli Lilly, especially in the US, where Novo Nordisk recently lost three
managed care organization or Medicare Plan D contracts. Additionally, management revealed
that 62% of insulin users are now converted to modern insulins in the US and European, resulting
in lower modern insulin conversion rates in those regions. Both the increased competitiveness,
and lower conversion rate (as well as increased penetrations of GLP-1 agonists) may help explain
the stagnant sequential growth observed for Novo Nordisk’s modern insulins in 1Q11.
Management indicated that they hope to drive value growth and increase the competitiveness of
Novo Nordisk’s modern insulin franchise through sales (and the sales teams) of Degludec and
DegludecPlus. During Q&A, management suggested that Degludec and DegludecPlus would be
filed in the middle of 2H11.
Sales of Victoza remained strong in 1Q11, growing sequentially by 16% to DKK 1.1 billion ($200.9
million). Management estimated that 60% of sales for this drug now occur in the US and 40% in
Europe. Since its launch in Europe in 3Q09, Victoza has amassed sales of DKK 3.6 billion ($648.9
million), and remains on track to reach blockbuster status (sales exceeding $1 billion) by 2012. In
the US, Victoza now holds about a 45% market share (about 200,000 patients), up from 40% in
4Q10. Finally, looking ahead to the possible European approval of Bydureon this summer,
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management called this situation the “best case scenario” for Novo Nordisk since the company
will be able to get experience on how to market Victoza against Bydureon before the “main battle”
begins in the US in 2012 (Amylin, Lilly, and Alkermes announced European approval of Bydureon
on June 21).
On the R&D front, Chief Scientific Officer Mads Krogsgaard Thomsen announced topline results
from a six-month extension study (n=988) of a six-month phase 3b trial investigating the effect of
Levemir as an add-on therapy to Victoza and metformin; the study met the primary endpoint of
A1c reduction compared to Victoza and metformin alone. Lastly, Novo Nordisk discontinued its
rapid-acting oral insulin NN1952 (phase 1) and entered into phase 1 studies with a long-acting
oral insulin, NN1953.
§

BMS – Onglyza/Kombiglyze growth slows again, reaching $81 million in 1Q11; FDA
issues dapagliflozin PDUFA date: On April 28, CEO Lamberto Andreotti announced 1Q11
results for BMS. Worldwide sales of BMS/AZ’s Onglyza/Kombiglyze were $81 million in 1Q11
($57 million from the US and $24 million from international markets), an 11% sequential rise
from $73 million in 4Q10 ($53 million from the US and $20 million from international markets),
and an eightfold jump from $10 million in 1Q10. Management highlighted prescription trends for
recently launched Kombiglyze (Onglyza/metformin fixed-dose combination), which reportedly
drove a 30% sequential increase in Onglyza franchise prescriptions. While Kombiglyze accounted
for only $4 million of the Onglyza/Kombiglyze sales, management believes these sales do not
reflect prescription demand, citing “inventory work down.” In general, Onglyza’s performance in
1Q11 was not encouraging, especially in comparison to 4Q10, when the franchise’s sales leaped
55% sequentially from $47 million in 3Q10 to $73 million. However, since sequential growth
tends to be slower in the first quarter, we look forward to its performance in the coming quarters
of 2011.
On the development front, the FDA accepted the dapagliflozin NDA in March, issuing a PDUFA
date of October 28, 2011. As a reminder, the company has previously announced in its 4Q10
update that the EMA validated the dapagliflozin filing in the EU. Interestingly, according to
clinicaltrials.gov, BMS is recruiting a total of 822 patients for two additional trials of dapagliflozin
in Asian patients, one in treatment-naïve patients (NCT01095653) and one in metformin-treated
patients (NCT01095666). During Q&A, management highlighted the fixed-dose combination of
dapagliflozin and metformin, which is slated for regulatory submission in the EU and US in 1H12
(according to AstraZeneca’s pipeline). We are particularly interested in hearing the potential for a
fixed-dose combination of dapagliflozin and Onglyza, or even a triple combination of
dapagliflozin, Onglyza, and metformin; however, currently these combinations do not appear on
the companies’ pipelines. Lastly, the company’s “exploratory development” pipeline (postdiscovery through phase 2) now includes an FGF21-related compound, as well as a TGR5 agonist.

§

AstraZeneca – Recognizes $35 million in Alliance Revenue for Onglyza; mentions of
a potential advisory committee meeting for dapagliflozin: On April 28, AstraZeneca CEO
David Brennan led the company’s 1Q11 financial results. AstraZeneca reported $35 million in
“Alliance Revenue” for Onglyza in 1Q11, which represented AZ’s share of gross profit, compared
with $32 million in 4Q10 and $19 million in 3Q10. Of the $35 million received in 1Q11, 74% was
from the US, 17% from Western Europe, 3% from “established rest of world (ROW),” and 6% from
“emerging ROW.” Notably, management highlighted that Onglyza’s total share of new
prescriptions of DPP-4 inhibitors was 15.2% in March (11.8% from Onglyza and 3.4% from
Kombiglyze). Interestingly, Onglyza’s share of new DPP-4 inhibitor starts has reached 29%, with
roughly one-third already attributable to Kombiglyze.
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Notably, during Q&A, management speculated that the FDA would likely hold an advisory
committee meeting for dapagliflozin, despite not having received any confirmation from the
agency: “given the dapagliflozin registration, we obviously expect that there could well be an
advisory committee in [July].” (An advisory committee meeting for dapagliflozin has since been
confirmed for July 19, 2011.) While we assume the CV safety assessment met the guidelines
outlined by the FDA, whether the meta-analysis found an upper bound of the two-sided 95%
confidence interval below 1.3 or below 1.8 remains unclear; below 1.3 would generally indicate a
post-approval study is not necessary, whereas an upper bound between 1.3 and 1.8 would
generally indicate it is necessary. If a panel is held, we assume the members will scrutinize the
incidence and severity of urinary tract infections, especially potentially dangerous ones like
pyelonephritis. In addition, as we observed with the recent obesity drugs, we would expect
panelists to focus on the company’s risk mitigation strategy to ensure that any outstanding risk
will be properly managed.
§

GSK – Avandia, alli sales fall sharply; albiglutide in phase 2 for heart failure; no
new news on otelixizumab: On April 27, GSK reported 1Q11 results in a call led by CEO
Andrew Witty. Worldwide Avandia franchise sales totaled £36 million (~$58 million) in 1Q11,
falling 79% as reported and 79% operationally from £169 million (~$264 million) in 1Q10. US
sales of £26 million (~$42 million) were down 71% as reported and 70% operationally from £89
million (~$139 million) in 1Q10, while international sales of £10 million (~$16 million) fell a
reported 88% from £80 million (~$125 million) in 1Q10. Sequentially, worldwide Avandia
franchise sales fell by 27%. As in recent quarters, Avandia was frequently mentioned along with
pandemic products and Valtrex (newly generic) as the main reasons for the company’s poor
performance (down 10% as reported). Management expects underlying sales growth of 4%,
excluding these three factors, to translate into positive reported growth in 2012. Legal costs in
1Q11 were nil, which suggests that GSK may be starting to see the end of Avandia litigation.
Following up on a mid-April announcement that GSK plans to divest itself of alli and 18 other
over-the-counter assets, management suggested that all of the other assets besides alli showed
reasonable year-over-year growth. Although GSK has not provided specific alli numbers since
1Q10, Witty’s comments during Q&A implied that alli sales have fallen by well over 50%
worldwide in the past year.
GSK’s phase 3 pipeline includes Human Genome Sciences’ once-weekly GLP-1 candidate
albiglutide (formerly Syncria) as well as Tolerx’ intravenously delivered anti-CD3 antibody
otelixizumab for type 1 diabetes. Albiglutide, notably, is also now in GSK’s pipeline as a phase 2
candidate for heart failure; in May, a trial recruiting patients with stable class II/III congestive
heart failure was added to clinicaltrials.gov. Management is still considering whether to continue
otelixizumab development following negative results from the phase 3 DEFEND-1 trial; Witty
suggested a decision would be made “in the coming months.” Dosing and enrollment are
suspended in the confirmatory phase 3 trial DEFEND-2 while DEFEND-1 results are being
analyzed further, but a small phase 1 study of subcutaneous dosing continues. As of the
company’s pipeline update in February 2011, GSK has dropped a glycogen phosphorylase
inhibitor from phase 2 testing in type 2 diabetes and, the indication of its GPR119 agonist from
type 2 diabetes to “metabolic disorders.” Also, GSK’s mu-opioid receptor inverse agonist has had
its indication changed from “obesity” to “compulsive eating disorders.” Disappointingly for us, no
update was given on GSK’s March partnership with Insulet to distribute the OmniPod in Canada.

§

BD – Sales of Nano and other pen needles continue to drive strong Diabetes Care
growth: On April 27, BD President Vincent Forlenza reported earnings from the company’s
second fiscal quarter ended March 31. Worldwide Diabetes Care revenue totaled $207.8 million in
F2Q11, up 10.5% as reported (8.1% operationally) from $188.0 million in F2Q10. US Diabetes
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Care revenue was $95.9 million, up 3.7% year-over-year, and international sales came to $111.8
million, an increase of 17.1% as reported and 12.4% operationally. Although BD as a whole
experienced strong growth in emerging markets (which now account for roughly 21% of the
company’s revenue), the presentation did not include a breakdown of Diabetes Care sales in
specific international markets. Management attributed the growth to strong sales of pen needles,
especially the tiny Nano, which launched in F3Q10 and has benefited from excellent clinical data
and strong customer feedback. During Q&A, management brought up the Nano as an example of
a differentiated product that lets BD resist the price pressures seen in many business segments.
Sequentially, worldwide F2Q11 Diabetes Care revenue was down 2.9%, declining 3.7% in the US
and 2.2% internationally.
On the pipeline, notably, the presentation slides mentioned “new pen needle introductions”
occurring from F3Q11 to fiscal year 2013. Forlenza also referenced BD’s ongoing collaboration
with JDRF to develop pump infusion sets and intradermal microneedles for insulin delivery
although as in the past, management gave no progress report on these efforts, and they did not
reference the possible launch timeline of fiscal year 2011 that was implied in BD’s F4Q10 update.
He also stated that BD’s new safety pen needle for the hospital remains on track to launch in fiscal
year 2011 (i.e., before the end of September 2011).
§

EnteroMedics – Receives CE Mark approval for second-generation Maestro RC
System: On April 25, EnteroMedics released its 1Q11 financial results. Since our last
EnteroMedics update, the company has made some progress in its regulatory status and its
clinical trials, albeit from a low base. Notably, at the end of March, EnteroMedics announced that
the company received CE Mark Approval for its second-generation Maestro RC System, which
uses the company’s VBLOC vagal nerve blocking therapy. Following this development, the
company now intends to submit an application for Therapeutics Goods Administration (TGA)
approval in Australia; assuming regulatory approval, sales of the second-generation Maestro RC
System are expected to commence in 2H11. In anticipation of its launch, EnteroMedics has
entered a distribution agreement with Device Technologies Australia (DTA) to commercialize and
distribute the Maestro RC System (no specifics of the agreement were disclosed).
On the clinical trial front, the US pivotal ReCharge trial is on schedule to implant the first patient
with the Maestro RC System in 2Q11; all patients are expected to be implanted with the device by
the end of 2011 (the company received unconditional approval for its Investigational Device
Exemption [IDE] application with the FDA in October 2010). During that same month, the
company also released updated 24-month data from the EMPOWER and VBLOC RF2 studies, as
well as data from the VBLOC-DM2 ENABLE study. While data from the VBLOC-DM2 study
suggest that VBLOC therapy may be an attractive option for obese patients with type 2 diabetes in
the future, given the observed reductions in A1c, excess weight, diastolic blood pressure, and
mean arterial pressure, we note that longer-term data are needed to confirm the therapy’s safety
and efficacy. Updated 24-month data on excess weight loss for the EMPOWER and VBLOC RF2
studies provided little additional insight, as no data for the control in the EMPOWER study were
released, and because excess weight loss was partially regained at 24 months in the VBLOC RF2
study.
In 1Q11, EnteroMedics had R&D expenses of $2.8 million, general and administrative expenses of
$2.1 million and a net loss of $5.1 million. As expected, expenses were largely attributable to
clinical trials for the company’s VBLOC therapy, the ReCharge pivotal trial, and international
commercialization activities. As of March 31, 2011, EnteroMedics had $32.2 million in cash, cash
equivalents, restricted cash, and short-term investments; management stated that these funds,
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along with anticipated 2H11 international sales, should be able to fund operations through 2012.
The company has a current market capitalization of about $73 million.
§

Covidien – Endomechanical Instruments sales reach $557 million; bariatric surgery
procedures experience “high single-digit growth”: April 21, Covidien announced F2Q11
financial results in a call led by CEO Richard Meelia. As a reminder, Covidien is a global
healthcare products company that manufactures and distributes a wide array of medical devices,
supplies, and pharmaceutical products, including tools used in bariatric surgery procedures. In
2Q10, Covidien introduced its Tri-Staple technology platform, which includes the Endo GIA
stapling system used in bariatric surgery. Notably, during Q&A management mentioned that
bariatric surgery procedures experienced “high single-digit growth.” In addition, management
highlighted that its Endomechanical Instruments had double-digit growth in the US and several
other regions of the world. As usual, management made no mention of its financing of ValenTx (a
stealth private company developing an endoscopic device that mimics the effects of Roux-en-Y
gastric bypass) or its partnership with Allergan to co-promote the LAP-BAND in the US.

§

Gilead – Develops antianginal agent Ranexa for the treatment of type 2 diabetes: On
April 21, Gilead CEO John Martin led the company’s 1Q11 financial update. In April 2009, when
Gilead acquired CV Therapeutics, it inherited the company’s extensive CV portfolio, including
Ranexa (ranolazine), a late sodium current inhibitor approved for the treatment of chronic angina
(chest pain/pressure resulting from lack of blood and oxygen supply to the heart). Gilead is also
developing the compound as a potential treatment for diabetes in patients with coronary artery
disease. While management did not mention the ranolazine development program in the 1Q11
call, a phase 2 exploratory study assessing the glycemic effects of ranolazine in non-insulintreated type 2 patients was completed in November 2010. Currently, the Ranexa label includes
the following statement: “Ranexa produces small reductions in A1c in patients with diabetes, the
clinical significance of which is unknown. Ranexa should not be considered a treatment for
diabetes.” We look forward to further details on the development program for ranolazine for the
treatment of diabetes (no additional studies for this indication are listed on clinicaltrials.gov).

§

Baxter – No updates on novel type 1 diabetes therapy: On April 21, Baxter CEO Robert
Parkinson led the company’s 1Q11 financial update. No mention was made of the company’s move
into diabetes therapy. As a reminder, Baxter previously announced a collaboration with
Children’s Hospital Pittsburgh to combine their PROMAXX microsphere formulation technology
with antisense oligonucleotides to devise a novel therapy for type 1 diabetes; this therapy would
target various co-stimulatory proteins, such as CD40, CD80, and CD86. While initial results from
animal studies have been encouraging, the company stated in 2009 that it expected to begin
human clinical trials in 2011. Assuming the IND is still on track to be filed this year, we look
forward to following Baxter’s entry into diabetes and reporting on the initiation of this clinical
trial.

§

Abbott – Diabetes Care up 10.3% worldwide and 5.3% in the US; bardoxolone
methyl phase 3 program set to begin “in the coming weeks”: On April 20, Abbott
reported 1Q11 results in a call led by Chief Financial Officer Thomas Freyman. Worldwide
Diabetes Care revenue reached $325 million, up 10.3% as reported (9.4% operationally) from
$295 million in 1Q10. US revenue for the quarter was $129 million, up 5.3% from $123 million in
1Q10, and international revenue was $196 million, up 13.9% as reported (12.4% operationally)
from $172 million in 1Q10. Both inside and outside the US, the growth in 1Q11 follows modest
year-over-year growth in 1Q10 and double-digit declines in 1Q09; domestic and international
sales are now roughly returned to their 1Q08 levels. Abbott’s results stack up well compared to
the other two major BGM companies that have reported 1Q11 earnings: J&J (worldwide Diabetes
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Care revenue up 6.7% as reported and 6.0% operationally) and Roche (worldwide Diabetes Care
revenue down 9.2% in Swiss francs, up 1.9% in US dollars, and up 1% operationally). Sequentially,
Abbott Diabetes Care revenue fell by 4% overall (up 1% in the US and down 7% internationally).
Revenue in 2Q11 is expected to grow by “low-to-mid” single digits, mirroring Abbott’s full-year
2011 guidance announced in 4Q10.
As in recent quarters, management said little about Diabetes Care, though they mentioned that
prescription retail share increased due to outreach and education, with higher margin thanks to
cost reductions and more favorable customer mix. They did not refer to the FreeStyle InsuLinx
meter (which was introduced in March at Diabetes UK and has since received CE Mark approval)
or any other diabetes devices, and they gave no detail on Abbott Diagnostics’ investigations into
novel biomarkers for diabetes.
Management once again emphasized bardoxolone methyl, Reata’s novel Nrf2 inducer that Abbott
is co-developing for treatment of chronic kidney disease (CKD). The compound’s phase 3 program
is set to begin “in the coming weeks,” in line with Abbott’s 4Q10 statement that a trial would begin
“in the coming months.” (Reata and Abbott announced initiation of the trials on June 16).
Management also confirmed that 52-week phase 2b data will be presented at a medical meeting in
the first half of 2011 (since confirmed to be the European Renal Association – European Dialysis
and Treatment Association meeting in Prague on June 23-26); we are curious to see if these data
support the disease-modifying potential seen in bardoxolone’s 24-week results. Meanwhile,
Abbott’s own CKD treatment, atrasentan, recently had eight-week phase 2a results published in
the Journal of the American Society of Nephrology, and a phase 2b study is expected to begin in
the second half of 2012.
§

Amgen – DPP-4 inhibitor candidate AMG 222 removed from pipeline: On April 20,
Amgen released its 1Q11 financial results in a call led by CEO Kevin Sharer. Although no mention
of the company’s diabetes drug candidates was made during the call, Amgen’s pipeline (updated
February 9, 2011) no longer includes AMG 222, its DPP-4 inhibitor previously being developed in
partnership with Servier. Meanwhile, AMG 151 (a glucokinase activator licensed from Array
BioPharma in late 2009) and AMG 221 (an 11B-HSD compound) remain in phase 1
development.

§

Edwards – No changes to timeline on in-hospital glucose monitoring device with
Dexcom: On April 20, CEO Michael Mussallem reported 1Q11 financial results for Edwards.
Management briefly mentioned the in-hospital glucose monitoring system in development with
Dexcom. Consistent with the timeline that the companies updated at the JP Morgan Healthcare
Conference in early January 2011, CE mark for the second-generation system is expected by the
end of 2011, with commercial launch set for 2012. Previously, both regulatory clearance and
launch in Europe had been slated for 2011. No updates were provided on US regulatory status.
Management also did not mention the revision of the deal between Dexcom and Edwards, which
Dexcom management has said will likely occur during the first half of 2011. As explained in
Dexcom’s 4Q10 earnings call, Edwards will still owe Dexcom roughly $12 million in milestone
payments, but the structure of these payments will change from the original deal; all or nearly all
of the transactions will occur in 2012.

§

J&J – Diabetes Care sales increase 6.7%; second-generation OneTouch Verio
submitted to the FDA for review: On April 19, Johnson & Johnson announced 1Q11 financial
results in call led by CFO Dominic Caruso. Worldwide Diabetes Care (LifeScan/Animas) sales
reached $637 million, a 6.7% reported increase (6.0% operational increase) from $597 million in
sales in 1Q10. US 1Q11 sales rose 7.2% year over year to $311 million, while international sales
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increased 6.2% (4.9% on an operational basis) to $326 million. As usual, the US and international
sales were neck-and-neck; in the last nine quarters, US revenue has been larger in four quarters;
overall during the nine quarters, the US is ahead by $35 million. In 1Q11, the comparisons to
results a year ago were somewhat challenging, as both US and international sales experienced
impressive year-over-year gains in 1Q10 (7.4% and 13.3%). This made this quarter’s results all the
more impressive, though we don’t have a sense whether any one-time events like particularly
large orders pushed the results over the edge. Notably, on the device pipeline front, the secondgeneration OneTouch Verio that we saw at ATTD has been submitted for FDA review. Also, the
next-generation OneTouch Ping no longer appears to be planned for submission in Canada in
2011, and the next-generation point-of-care testing system no longer appears to be planned for
submission in emerging markets in 2011. We hope to learn more on this front at ADA.
Overall, given that the bulk of J&J’s Diabetes Care sales are from its LifeScan blood glucose
monitoring products, we found this quarter’s strong sales growth to be a positive surprise
following the relative stagnation of the BGM market for the last several years due to various
factors including pricing pressure, less frequent testing in certain groups, and the general
economy (by comparison, LifeScan grew between 13% and 24% annually from 2004 to 2007 with
the exception of 2006, when the franchise grew 9%). During the call, management stated that
increased market share was a major driver of the observed growth.
§

Novartis – Galvus franchise jumps 74%, annualizing at $528 million; Lucentis has
been launched for DME in the EU: On April 19, Novartis CEO Joseph Jimenez led the
company’s 1Q11 financial update. Galvus/Eucreas sales reached $132 million in 1Q11, growing
74% from $76 million in 1Q10 (72% in constant currencies). The Galvus franchise is now
annualizing at $528 million. Sequentially, Galvus/Eucreas grew 7% from $124 million in 4Q10.
Consistent with previous quarters, Galvus’ growth was primarily driven by sales of the
Galvus/metformin fixed dose combination, Eucreas, which accounted for 65% of total Galvus
sales, representing a 70% increase from 1Q10 in local currencies; by comparison, Eucreas
represented 71% of total Galvus sales in 4Q10. While management did not provide any additional
details on the performance of Galvus, they have previously indicated that additional growth would
come from Japan (where it is marketed as Equa), where Sanofi and Novartis have agreed to copromote Galvus.
In 1Q11, Novartis initiated the launch of Lucentis for diabetic macular edema (DME) in the EU,
with a “particular focus” on Germany. Lucentis has been approved as a treatment for wet agerelated macular degeneration (AMD) and recently received a positive CHMP opinion for the
retinal vein occlusion (RVO) indication, with an expected launch in 2Q11, pending regulatory
approval. Management estimated that the number of patients outside the US with treatable DME
was roughly 600,000. The company is also currently in pricing discussions for the DME
indications; while management expects some pricing pressure, they expect it to be offset by a
significant incremental volume of patients.

§

Forest Laboratories – No new updates on TTP399 glucokinase activator program:
On April 19, Forest Laboratories’ CFO and SVP of Finance Francis Perier, Jr. reiterated Forest
Laboratories’ plans to initiate the phase 2 program for its lead GKA candidate (TTP399) in 1H11.
As a reminder, the company licensed its glucokinase activator program from TransTech Pharma
in June 2010. Forest Laboratories does not currently have any other presence in the diabetes
field, having dropped its partnership with Phenomix for the development and commercialization
of the DPP-4 inhibitor dutogliptin in April 2010.

§

Amylin – Management expresses continued optimism in Bydureon; few new
updates provided; Byetta sales drop 6% sequentially: On April 18, CEO Daniel Bradbury
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announced 1Q11 results for Amylin. Byetta sales continued to decline in 1Q11 with revenue of $128
million, down 7% from 4Q10. Amylin management estimated a 32% growth in the GLP-1 market,
since the launch of Novo Nordisk’s Victoza (liraglutide) in early 2010; this compares to a 30%
growth reported in 4Q10. The sequential growth in the market was encouraging, and we continue
to believe the GLP-1 class will see robust growth with the launch of Bydureon, pending
international and US regulatory approval. Symlin sales of $22.8 million rose 1.3% from $22.5
million in 1Q10. In January 2011, Amylin transitioned to a pen-only model for Symlin,
discontinuing the manufacturing and promotion of Symlin in vials/syringes. As expected, Symlin
declined sequentially (11.8%), as vials represented approximately 30% of 2010 Symlin revenue (as
a result, sales of the Symlin pen increased 14% sequentially from 4Q10). Amylin’s non-GAAP
operating loss fell to $3.2 million in 1Q11, representing clear improvement from a non-GAAP
operating loss of $3.8 million in 1Q10. Management attributed this improvement to two nonrecurring events: $15 million from the elimination of 2010 corporate bonuses and a $10 million
milestone payment for the launch of Byetta in Japan. As of March 31, 2011, Amylin had $475
million in cash and short-term investments. We look for Amylin to receive a $15 million milestone
payment once Bydureon is approved and launched in the EU. Notably, the previous week Amylin
announced that it paid off $200 million in commercial debt.
On the development front, no new major updates were reported; instead, management provided
additional color on several of the major events that occurred in the quarter. For Bydureon in
particular, management highlighted the EMA’s Committee for Medicinal Products for Human
Use (CHMP) recommendation last Friday to approve Bydureon for use in the EU, and shared that
the company expects to receive this approval within the next two to three months (European
approval was announced on June 21).
The tQT study for Bydureon is reportedly progressing well, positioning the company to resubmit
the compound to the FDA in 2H11 as guided previously. The company hinted that data from the
tQT study might be presented at Amylin’s Investor Reception at ADA 2011. With regard to
DURATION-6, while disappointed in the results, management reaffirmed their optimism in the
commercial potential of Bydureon, underscoring the total package of efficacy, safety, tolerability,
and convenience associated with the once-weekly GLP-1 agonist throughout the DURATION
program. Meanwhile, the company continues to analyze the DURATION-6 trial data, and is
currently investigating whether the trial was conducted properly at all 120 study sites. For the
once-monthly formulation of exenatide, following a positive phase 2 study, Amylin is still waiting
to meet with the FDA and other regulatory agencies before finalizing a phase 3 development
program (no timeline provided). However, management indicated that the ongoing Bydureon tQT
study and available data sets from Byetta and Bydureon trials and claims databases could likely be
used to support the once-monthly formulation’s filing. No new updates were provided on the
currently suspended phase 2 obesity development program for pramlintide/metreleptin. We are
curious to explore what payers might say about Bydureon; we wonder whether, since some payors
require patients to “fail” Byetta before moving to Victoza, the same payers might view Bydureon
more favorably than Victoza. No details on price have been announced; we understand that
manufacturing costs are higher for Bydureon than Byetta, and we expect that most payors would
place a premium on expected adherence gains with the convenience of once-weekly dosing.
§

Eli Lilly – Humalog sales increase 3.8%, Humulin up 12%: On April 18, Eli Lilly
announced 1Q11 financial results in a call led by CFO Derica Rice. Humalog sales totaled $525.4
million, up 3.8% from $506.4 million in 1Q11. Meanwhile, Humulin sales amounted to $289.9
million, a 12.4% increase from $257.8 million in 1Q10; we note that this was the best quarter of
Humulin sales in history. The observed uptick in Humulin sales was driven largely by Eli Lilly’s
Humulin ReliOn partnership with Walmart. In addition, growth in OUS markets contributed to
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both Humalog and Humulin sales. In 1Q11, total Lilly-recognized revenue for Byetta reached
$101.8 million, down 12.0% from $115.7 million in 1Q10. We suspect that Byetta’s market share
will continue to decline, given Victoza’s once-daily dosing and lower nausea; however, when
Byetta is approved for use with basal insulin, presumably later this year, its market share could
potentially rebound.
Meanwhile, things were rather uneventful on the product pipeline front, other than the recent
positive recommendation issued by the CHMP for the approval of Bydureon in Europe (see
immediately below). During the call, management noted that the company is no longer pursuing
its IL-1β antibody as a treatment for diabetes; Eli Lilly has terminated the phase 2 program for its
diabetes indication and taken the therapy back to phase 1 trials for a cardiovascular disease
indication instead. While no specific reasons for this decision were given, we suspect that it could
be due to XOMA’s recently released lackluster phase 2 results for its IL-1β antibody, XOMA 52.
Meanwhile, no new updates were provided for the SGLT2 inhibitor BI 10773, the once-weekly
GLP-1 agonist GLP-1 Fc, Eli Lilly’s novel basal insulin analog (LY2605541), or the company’s
insulin glargine product (LY2963016), despite multiple inquiries from investors during the Q&A
session.
§

Amylin/Eli Lilly/Alkermes – EMA recommends Bydureon in Europe: On April 15,
Amylin/Eli Lilly/Alkermes announced that the EMA’s Committee for Medicinal Products for
Human Use (CHMP) has recommended for the approval of exenatide once weekly (Bydureon) for
use as an add-on therapy to improve glycemic control in adults who haven’t achieved adequate
control on maximally tolerated doses of these therapies – specifically, certain oral antidiabetics
(OADs) (metformin, sulfonylurea, thiazolidinedione, metformin+sulfonylurea, or
metformin+thiazolidinedione). Monotherapy as an indication was not put forward at this stage,
as far as we can tell.
For comparison, in Europe exenatide (Amylin/Eli Lilly’s Byetta) is currently approved for use as
an add-on to the aforementioned OADs, while liraglutide (Novo Nordisk’s Victoza) is currently
approved for use as an add-on to the aforementioned OADs with the exception of
thiazolidinedione. Under the EMA’s centralized procedure, the European Commission (EC) is
expected to make a decision on whether or not to approve Bydureon 67 days after the CHMP’s
opinion is released, placing the expected decision date at June, 20, 2011; on June 21, 2011 Amylin,
Lilly, and Alkermes announced that they had received CE Mark approval for Bydureon.

§

Roche – North American Diabetes Care revenue falls by 22.5% as reported, 13%
operationally; Lucentis associated with fewer adverse events than Avastin in AMD
in claims database study: On April 13, Roche announced 1Q11 earnings in a call led by CEO
Severin Schwann. Worldwide Diabetes Care revenue totaled 643 million CHF (~$670 million) in
1Q11, down 9.2% as reported and up 1% operationally from 1Q10. North American 1Q11 sales of
134 million CHF (~$142 million) fell by 22.5% (13% operationally). Management attributed the
North American drop to a “slightly declining” US market and ongoing delays at the FDA, notably
on Roche’s maltose-independent strip chemistry, now expected by management to become
available in late 2011. Internationally, Diabetes Care revenue was 509 million CHF (~$541
million), down 4.9% year-over-year. Strong recent launches of blood glucose meters in Latin
America and Asia-Pacific drove BGM growth of 2% (operationally); insulin delivery sales fell by
11% operationally, due in part to February’s worldwide recall of the Accu-Chek FlexLink Plus
infusion sets. In Roche’s device pipeline, US launch targets have not changed for the Accu-Chek
Combo (2H11), Accu-Chek Aviva Nano (2H11), and Solo MicroPump (2H12).
Following an eventful quarter for Roche’s pipeline in 4Q10 (in which the company dropped
taspoglutide, Bayhill’s insulin vaccine treatment for type 2 diabetes, and a neuropeptide 2
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receptor agonist for the treatment of type 2 diabetes), 1Q11 had a couple of notable new pipeline
updates. Since the start of 2011, the company has advanced its 11B-HSD inhibitor (RG4929) for
the treatment of metabolic diseases to phase 2 studies, and notably, in 2Q11, phase 1 studies are
expected to begin for Roche’s dual GLP-1/GIP agonist MAR701 (acquired in Roche’s recent
acquisition of Marcadia). Meanwhile, a decision on whether to initiate phase 3 trials for the
company’s SGLT2 inhibitor (RG7201) has still not been made, though one was previously
expected in 4Q10. Lucentis was a notable focus of discussion during both the prepared remarks
and the Q&A session. In particular, management highlighted the recently reported positive RISE
and RIDE phase 3 results that support a diabetic macular edema indication for Lucentis. The
company remains on track to file for this indication in the US in 2H11. The CATT trial of Lucentis
vs. Avastin, which is expected to report one-year results in 2Q11, was also discussed in depth
during the Q&A session. The one-year results, since published in the New England Journal of
Medicine (Martin et al.) showed statistically equivalent results between the drugs in visual acuity
improvement and safety. Management also noted that a recent Medicare claims database analysis
found Lucentis to be associated with significantly fewer strokes and lower mortality in the
treatment of age-related macular degeneration (AMD) than Avastin.
§

Bayer/Regeneron – Announce start of first phase 3 trial of VEGF Trap-Eye in
diabetic macular edema: On April 11, Regeneron and Bayer announced the initiation of the
phase 3 program for VEGF Trap-Eye (intravitreal aflibercept) for the treatment of diabetic
macular edema (DME). The first of two trials, VIVID-DME, has begun in Australia, and it will
subsequently enroll patients in Europe and Japan as well. The three-arm study (n=375) will
compare once-monthly and once-every-two-months VEGF Trap-Eye to macular laser
photocoagulation (standard care). The primary efficacy endpoint is mean change in bestcorrected visual acuity at week 52. According to clinicaltrials.gov, data collection for the primary
endpoint is expected to complete in May 2013. We assume that efficacy will also be assessed at
week 104 or later per the FDA’s recommendations on DME therapies. Patients will be followed for
three years, meaning that the trial is not expected to be fully complete until 2015. The second
study, VISTA-DME, is slated to begin before the end of 2011 in the US, Canada, and other
countries. Bayer, which holds international marketing rights to VEGF Trap-Eye, is conducting
VIVID-DME, while Regeneron, which retains exclusive US rights, will operate VISTA-DME. As a
reminder, in December 2010 the companies released yearlong results of the phase 2 DA VINCI
trial (n=221). Relative to DA VINCI’s control group (laser therapy), best-corrected visual acuity
gains were statistically significant at 24 weeks and maintained or improved at 52 weeks.

§

Sanofi – Releases topline results from the lixisenatide phase 3 GetGoal-S trial: On
April 12, Sanofi released topline results from the 24-week, placebo-controlled, phase 3 GetGoal-S
study (n=859), which evaluated the efficacy and safety of lixisenatide (licensed from Zealand
Pharmaceutical) as an add-on therapy to sulfonylurea (with or without metformin). Patients in
both the lixisenatide and placebo groups received a stepwise increase in dose, up to a maximum
dose of 20 ug daily. After 24 weeks of treatment, patients receiving lixisenatide experienced an
average reduction in A1c of 0.74% compared to placebo (baseline A1c was not reported). Patients
in the lixisenatide arm also experienced significant improvements in two-hour postprandial
glucose and fasting plasma glucose levels, as well as significant reductions in body weight
compared to placebo; however, specific numbers were not provided. After 24 weeks, no
significant difference in the incidence of symptomatic hypoglycemia was observed between the
two arms. Sanofi intends to present full results from the GetGoal-S study at EASD in September
2011.
As a reminder, lixisenatide was recently demonstrated to be non-inferior to exenatide (Amylin/Eli
Lilly’s Byetta) in terms of A1c reduction in the GetGoal-X study, whereas liraglutide demonstrated
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superior reductions in A1c compared to exenatide in the LEAD-1 trial. While making cross-study
comparisons is difficult (especially without patient characteristics at baseline), the 0.74% A1c
reduction observed with lixisenatide in GetGoal-S seems modest relative to 0.9-1.0% reductions
with Byetta 10 ug in combination with metformin and/or sulfonylurea (from a mean baseline A1c
of 8.2-8.6%) and 1.1-1.4% reductions with Victoza as add-on therapy to sulfonylurea and/or
metformin (from mean baseline A1c of 8.3-8.5%). One partial explanation could be that the
baseline A1c was lower in this trial, though we will have to see full results to find out. While Sanofi
has completed a four-week phase 2 study comparing the effects of lixisenatide and Victoza on
postprandial glucose, we would love to see a longer head-to-head study with A1c reduction as the
primary endpoint. Regardless, Sanofi will have to differentiate its product from liraglutide and
Bydureon (Amylin/Eli Lilly/Alkermes’ exenatide once weekly). As we have mentioned previously,
lixisenatide could be differentiated if it becomes the first GLP-1 agonist with a cardioprotective
claim (lixisenatide’s CV outcomes trial ELIXA will be the first such trial for a GLP-1 agonist to
complete in 2013), especially given the importance of preventing CVD in individuals with
diabetes. In addition, a lixisenatide/Lantus combination product could further differentiate
lixisenatide: we understand that the company plans to initiate a phase 3 study for this
combination product between October 2011 and March 2012. We certainly believe Sanofi’s sales
force confers a major advantage; we are very eager to see its delivery device, as the company has
among the highest-ranked insulin pens from a patient perspective (for more information and
data, contact richard.wood@d-qa.com).
§

Medtronic – Mac-OS-compatible CareLink Personal 5.4 therapy management
software launched: On April 4, Medtronic announced the FDA approval and market launch of
CareLink Personal 5.4 Therapy Management Software for Mac operating systems and the Apple
Safari browser. Previous versions of Medtronic’s free diabetes management software have been
compatible only with Windows operating systems and Internet Explorer, so this update
represents a big step forward for Medtronic users with Macs, who previously had to purchase
Windows and run it through partition software. (According to a Gartner report, Apple’s 4Q10
computer market share was 9.7% in the US.) Medtronic joins Animas, Bayer, and third-party
diabetes data management company Diasend in providing Mac-OS-compatible data management
software, while the other major BGM, CGM, and pump companies’ programs do not yet run on
Mac OS (although Medtronic and Diasend’s systems support BGMs from these manufacturers).

§

Novo Nordisk – Patents PYY analog for obesity therapy: On April 4, Novo Nordisk
announced that it has received an international patent from the World Intellectual Property
Organization for synthetic analogs of PYY, an intestinal hormone that promotes satiety by
inhibiting gut motility. Although PYY therapy has been studied in recent years by several
pharmaceutical companies, no candidates are currently in late-stage development. While several
companies have studied the effect of PYY on weight loss, our understanding is that none of these
programs have advanced to late stages of development, and many have failed to demonstrate
adequate efficacy in early studies. However, we are interested to see if Novo Nordisk will examine
PYY analog therapy in combination with a GLP-1 analog, such as Novo Nordisk’s Victoza
(liraglutide). Novo Nordisk has not disclosed the number of PYY analogs, but its announcement
shows that the company remains interested in developing obesity therapeutics despite the
regulatory challenges facing the field. While the dosing of these compounds is unclear, it will
likely depend on the specific pharmacological target or targets. We understand that Novo
Nordisk’s entire PYY program is currently in pre-clinical stages of development. After
discontinuing the development of its anorexigenic peptide hormone analog for the treatment of
obesity, NN9161, in phase 1 studies, the company’s only clinical candidate for obesity is
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liraglutide, which is expected to enter phase 3 weight-loss trials in obese patients with and
without diabetes in mid-2011.
— by Omar Bari, Benjamin Kozak, Cheryl O’Brien, Joseph Shivers, Sanjay Trehan, Vincent Wu,
and Kelly Close

4. DCU Interview: Anti-obesity advocates Larry Soler and Dr. James Gavin
discuss fighting childhood obesity with the Partnership for a Healthier
America (PHA)
We recently sat down with Larry Soler, President and CEO of the Partnership for a Healthier America
(PHA), and James Gavin, MD, PhD, the Chairman of the PHA Board of Directors, to discuss their new
organization’s goal of solving the childhood obesity problem in a generation. Before coming to PHA, Mr.
Soler was Chief Operating Officer at the Juvenile Diabetes Research Foundation. Dr. Gavin is currently
CEO & Chief Medical Officer of Healing Our Village, Inc. He is a former President of the American
Diabetes Association (ADA), and Past Chair of the National Diabetes Education Program (NDEP), in
addition to serving as a Clinical Professor of Medicine at Emory University School of Medicine and
Indiana University School of Medicine. Both men are among the most highly regarded in their fields and
this interview was an incredible chance for us to better understand some of the practical goals of the
organization and how it works with Mrs. Obama. The First Lady serves as PHA’s honorary chair, and
we certainly sense that she is highly, highly involved.
During our interview, Dr. Gavin and Mr. Soler discussed the achievements of their organization,
highlighting the recent partnerships with Walmart and Bright Horizons and future plans to engage in
several additional partnerships; they have an impressive goal of reaching 10 partnerships by the end of
2011, the organization’s first full year. In January, the First Lady, PHA, and Walmart participated in a
joint event announcing that the country’s largest grocer will work with its suppliers to eliminate the
price disparity of healthy foods, reduce sugar and sodium content in packaged foods by 2015, and more.
This month, child care provider Bright Horizons has committed to be a major influence on the 70,000
children in their system by ensuring that their facilities continue to meet high standards in food,
physical activity, screen time, and overall care. (For details on this commitment and more information
about PHA’s history and mission, see the appendix below.) We have been incredibly impressed to date
with the partnerships and look forward to watching the organization’s progress. Of interest, Mr. Soler
and Dr. Gavin also outlined their plan to keep partners accountable, while leveraging the support they
continue to receive from Washington, especially from First Lady Michelle Obama and PHA’s Honorary
Vice Chairs former Senate Majority Leader Bill Frist, MD and Newark Mayor Cory Booker.
OVERVIEW OF THE PARTNERSHIP FOR A HEALTHIER AMERICA
KELLY CLOSE: Larry and Dr. Gavin, we really appreciate you joining us. It is always a
privilege to speak with you.
DR. JAMES GAVIN: Thank you, Kelly, and it's an equal pleasure for us.
KELLY: To start, can you help us understand what you're trying to accomplish and what
you see as the major goals of the First Lady’s initiative to reduce childhood obesity?
DR. GAVIN: As you know, the First Lady has made a commitment to reducing childhood obesity within
a generation and changing the slope of the line where our children are in the obesity curve. And for that,
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they have devised five pillars in the Let's Move initiative, which are the underlying theme of the
movement.
They include: 1) create a healthy start on life for our children, from pregnancy through early childhood; 2)
empower parents and caregivers to make healthy choices for their families; 3) healthier nutrition in
school; 4) increased access to physical activity; and 5) the elimination of “food deserts” [areas where
healthy, affordable food is scarce] so that people can have access to healthier foods.
Those are broad areas and they represent what it's going to take, at a minimum, to drive a change in
childhood obesity. The role that we play at the Partnership for a Healthier America is to engage the many,
many private organizations, industries, advocacy groups, and service organizations that we will need to
collaborate with in this effort.
They will need to make serious commitments about what role they can play and what goals they set to
help solve the problem. Trying to get commitments that have measurable metrics from private industry
and private groups through the White House or through a political mechanism is problematic.
Nevertheless, those engagements are required, and that's where we come in.
We really are the organization that will engage the private sector, making sure that the appropriate
commitments are made so that it gets properly evaluated. For that reason, the final thing I'll say is that
we are non-profit, non-partisan and independent in our structure, and we think that is essential for us.
THE SCOPE OF THE CHALLENGE
KELLY: Larry, you have quite a background in policy work in Washington given all the
strides you made on the policy front in the JDRF. Some might say this represents a
different direction for you – definitely one that those of us that know you well are very
excited about. Could you talk about what the surprises have been and what you think the
biggest challenges are?
LARRY SOLER: I did come from the advocacy side in Washington DC. However, the last five years of
my career I was much more deeply engaged in organizational management, going well beyond advocacy
and into running various operational departments and working on JDRF’s industry partnerships, etc.
So it is interesting coming back here to Washington and working in this area, which is very heavily
focused on the industry side. I'm fortunate to have that in my background. But really, anytime you're
working within a political environment, certainly with the White House and with companies, one of the
skills that I think helps, is understanding how all the organizations work and how Washington works, and
how to utilize what we have right now, such as Mrs. Obama's personal engagement on this issue.
The emerging interest in this issue allows us to build bipartisan support that we have in place by Senator
Bill Frist and [former Arkansas Governor] Mike Huckabee and others. We are trying to utilize that to
work with the private sector to encourage them to make some of these changes that we want them to
make. So I actually think my background has been an interesting fit. What I've found so far is that I'm
using just about every skill that I've built over my career in this job.
DR. GAVIN: I think you've invented a couple of new ones too, Larry.
KELLY: That’s great to hear, and unsurprising to boot.
LARRY: Thank you. Getting back to your question, in terms of the challenges and the surprises, one of
the surprises has been how Mrs. Obama’s focus on the issue has really deepened the understanding of
people and companies and other players across the world.
I think this effective use of her bully pulpit has helped the work that Jim and I are doing here. I'm not sure
it’s a surprise; it's just something I've noticed. And I see evidence of that through the increasing interest
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that we are getting from the private sector. We're extremely busy having meetings, and being called, and
talking to companies ranging from those that make food to those that are not involved in anything related
to this issue. There has generally been strong interest, which has been great for us.
I think one of the challenges we have is our ambition. The goal that Mrs. Obama and the partnership have
laid out – solving the childhood obesity crisis within a generation – is a challenge. The problem is much
more complex than I ever really knew. The depth of the problem is so wide that it leads to a lot of
opportunities for us. But we're also going to have to be at this for a while and really build on what people
have been working on over the last 10, 15, and 20 years.
KELLY: We’ve been talking about the scope of the challenge, and Larry, you were going
into how it is much broader and deeper than even you anticipated. Can you discuss that at
greater length for us?
LARRY: I think many people come to this problem and see it in certain ways that I think are narrower
than what the reality is. It’s not just about parenting. It's not just about child behavior. It's not just about
food. It's a range of all kinds of things that also include, as Jim was saying, whether people have access to
healthy food, or whether people have safe environments so they can exercise and be physically active, so
they can walk to the park. You're dealing with a whole set of factors that go beyond just food and physical
activity. So getting at that makes the whole issue more complex.
Having said that, I think where we are right now, and the reason why I came to PHA and I think why Jim
is volunteering his time as a board member, is that now is the moment that we can work with the
bipartisan group that we created and really make some serious progress on this issue in the short-term.
I think that the companies we are talking to understand what’s at stake, because one in three children are
now overweight or obese, and the cost that obesity is placing on society is estimated to be $150 billion
dollars per year, but probably a lot more. We cannot sustain that, and it's going to affect every segment of
our society.
PARTNERING WITH CORPORATE AMERICA
KELLY: Some people have been very skeptical that corporate America can change its
behavior because of different things we have seen in terms of their behavior – also because
of its major focus on profits. Tell us how do you work with these companies, and how
confident are you now, a year in, that you can really change corporate America?
DR. GAVIN: Kelly, one of the things that we've found, and Larry alluded to this, is that it hasn't been
very difficult to get corporate leaders and organizations to understand the scope and the impact of this
problem and what that means to the future health of this country. When we talk about our children and
even beyond that, when you look at things like the military, they now understand the problems they will
encounter, in terms of things like readiness for putting soldiers in the field and people in the workforce.
All of these have common origins, so it’s easier for them to understand the problem.
Beyond that, it's becoming clear that with the bully pulpit and the attention that Mrs. Obama has given to
this, there is an activation that has occurred to try and be part of the solution, which means that
companies are now coming to the table and asking the right questions. Namely, Walmart has asked,
“What can we do in the context of how we go about our business?” And that's when the creative process
takes place.
That's why it's so important to have a lot of minds that look at problems from the same angle to try and
address those questions. That's basically what we've tried to do. With the Walmart example, what do they
do with respect to making healthy food choices? What could they do to take away price premiums from
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healthier foods? What could they do to affect the composition of the foods that they get from their supply
line?
These are the things that Walmart has been able to negotiate around, because they recognize how they can
contribute to potential solutions to the problem. That’s the kind of approach we try to develop with all of
the different companies: whether they make food, manufacture processed food, market messages about
food, engage in physical activity issues, or educate people. There are similar kinds of questions that can be
asked.
So what we try to do is to get people to the table and create a win-win situation, which means that we have
discussions about what it means potentially to the bottom line. You can't escape those kinds of questions.
Our goal is not to try and put anybody out of business or in a compromised situation with respect to the
market, but rather to try to find win-win situations, so that we work towards the same goal in the most
productive way possible, in the name of improving the health of our children. So that's a broad view of
what underlies our approach. And as you can imagine, it takes a lot of creativity.
KELLY: How does the process compare when you work with companies that are already
directly engaged in childhood development, like the childcare company Bright Horizons?
LARRY: In the case of Bright Horizons, we were working with a true leader in the space, who had already
taken important steps to ensure that their facilities were serving children well. However, we asked them to
agree to not only abide by these standards, but also to sign an agreement with us, agree to be evaluated by
us, and understand that we would publicly report our findings.
One of the major goals of our child care program is to utilize the Bright Horizons example of stepping up
and ask others in the space to do the same. We urge parents to ask their child care facilities if they meet
these standards. We partnered with Nemours [a children’s health system and founding member of PHA]
who has built a website for child care providers to get resources on how to meet these standards.
JOSEPH SHIVERS: In a battle that’s necessarily so long and dependent on a lot of extra
health factors, how do you maintain accountability and measure success in the short term?
DR. GAVIN: The reason why the partnership is such an important element is that we build milestones
into the commitments that are made by the companies so that we have a way of assessing progress toward
those goals. We don’t think commitments are serious unless they have metrics that can be evaluated. In
fact, we have a process in the way the partnerships are structured for making sure that objective,
comprehensive evaluation takes place by folks who have that kind of expertise. We’re very keen on making
sure that we don’t lose sight of short-term measures, because at the end of the day, that’s how we know
whether or not we have the right type of engagement on hand, and whether people are really serious in
doing what they are supposed to do.
The problem is going to be bigger than this administration and the next administration, so the
partnership has to be built to last.
KELLY: Broadly speaking, even beyond the Walmart engagement, can you talk about what
you think the critical success factors are for these partnerships? Is it having the vision of a
leader or CEO? Is it the momentum from every level of the organization? Is it the financial
commitment?
LARRY: In my interactions so far in the first five months, which have been with lots of companies and
leadership within companies, I have seen that companies are concerned about this issue and they want to
be on the solution side of it. There’s no question about it, that’s basically what I see, and I think it’s very
sincere.
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On the other hand, companies are rightly concerned about trying to be profitable and successful, and
before making significant changes in how they do business, they want to make sure it’s in the interest of
their shareholders and their companies as well. So part of what we have to do is help them come up with a
way where they can see working with us and making a public commitment in whatever area that is
appropriate for their company, both now and in the long-term future.
And I think that there are some companies that have been thinking about this for a while . . . and what we
are seeing is an increasing buzz in the corporate community, which is great for us, because people see that
if Walmart is able to make some significant changes and provide healthier food at more affordable prices
to their consumers, other companies can do something in their spaces.
It’s a big win for Walmart, which is what’s leading other companies to want to have some of that as well,
because they want to do that. So I think a lot of this stuff is getting the ball rolling. That’s what I thought
coming in, and I can’t say there is any clearer evidence than the Walmart announcement and some of the
other things that we hopefully have planned for this busy summer ahead.
So for the companies that agree to make tough decisions, take some risks in some cases, and really step
forward on this issue, the question becomes, what can we do for them? Can we have a lot of publicity with
their announcement, hopefully with the White House and our honorary vice chairs? Can PHA help get
them the credit that they deserve for stepping up? So we are going to do everything we can to try to make
this a huge success for the companies that are working with us, and we think that will draw attention from
other companies who will see the win in this for them.
KELLY: Are the wins for these companies mainly that they are contributing to public
health for philanthropic reasons? Or do you expect that they will also see direct financial
benefits?
LARRY: We can probably make progress around the edges if companies are helping us for philanthropic
reasons. We can make serious, long-term progress if they can make changes in how they conduct business
that both helps fight childhood obesity but also supports the bottom line. As more companies step forward
and Mrs. Obama and others talk more about the problem, people will begin more and more to demand
healthier lifestyles. Companies that are leading the way here will develop their businesses faster and be
the first to gain these customers. I really think that is why companies are calling us – they see the future.
KELLY: Is there any worry that companies may want the publicity of showing their
commitment to this issue, but not necessarily willing to put in what it takes?
LARRY: Here are some real examples: everyone who sees me wants to do something helpful in this area.
Once I tell them what I think they should be doing, not everyone is willing to continue the conversation.
Or when I tell them that our process (the process that Jim [Gavin] laid out) requires a signed contract
with clear metrics, and an evaluation with a public report on whether the company has met the goals—
that can also make it a shorter conversation.
But what we are beginning to see over the course of about 14 months is that some companies that were at
the table last year who decided not to go further are rethinking it. So we are having additional
conversations with some companies. Again, a lot of that is because there’s nothing like showing success,
and showing companies that have had success in stepping out and working in this area. It was hard to do
when it hadn’t been done yet, but now there’s enough out there that it’s real.
But you are right, Kelly, they need to be really committed to doing this, because once they sign and make a
commitment, that’s very different from just issuing a press release.
KELLY: As mentioned, we were excited to see the many short-term commitments detailed
in your recent partnership with the childcare company Bright Horizons. Is PHA’s model to
eventually work with all the major companies in a particular industry, or do you think that
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your role will be mainly to encourage the first one or two companies, with the rest
following suit to maintain their public images and customer base?
LARRY: That is a really good question, Kelly. I think the approach here may depend on the particular
industry we are working with. The first company in an industry to make a serious commitment will get
plenty of notice and goodwill for their work. Other companies will certainly feel pressure to not be left
behind. Ultimately, we want to see companies do good things, so we will work with anyone and everyone
who is willing to help us solve the childhood obesity problem.
KELLY: Are there companies out there that you would like to work with, or companies that
you really admire for their commitment to promoting healthier lifestyles?
LARRY: There’s a lot out there that I admire. There are companies very closely aligned to the issue, and
there are companies that are really not very aligned directly to the issue, but will have to face the
ramifications for the cost of employee healthcare, etc. There are a lot of companies in that latter space, or
for philanthropic reasons, are really interested in engaging with us, and some of them have invested
heavily in employee wellness programs and other things that try to make their workforce healthier.
But even above and beyond that, we are seeing more examples of companies very seriously approaching
us that are not directly aligned to the issue at all. I am particularly impressed by those groups and their
willingness to work with us, because those organizations need to go through the same processes as the
other organizations.
The other thing that I think is relevant is that we have an internal rule when we are working with
companies that their “healthy commitment” needs to be in their existing space. So if they make food, their
healthy commitment can’t be in physical activity; it has to be in food. I think that this may have surprised
a few companies, but they are the only companies that really control that space, so it’s important that they
stay in their lane, as we call it, and work in their areas. I think that leads to an important discipline for us,
in making sure that when we finalize the agreement, we feel really good about it and proud of putting our
organization’s name on it.
LISA VANCE: Switching gears a little, we were wondering how you manage to increase the
urgency of this issue, to really motivate organizations to get involved? It seems like you
have a lot of interested companies, but actually getting them to sign on the dotted line is
difficult, given how comprehensive these agreement are; is that right?
DR. GAVIN: The issue is one that has gained a lot of traction overall. We’ve seen what the impact of the
obesity epidemic has been. There is a scientific message, there is a public health message, and there is a
health economics message. So it’s a societal issue that isn’t difficult for people to understand why it’s
important for them to engage.
The fact that there is a natural history lets us position ourselves to interrupt and preempt the problem at
the level of childhood, where we know the problem really begins. It’s not difficult to make a very cogent
argument that gets people to the point of feeling some urgency to do their part.
I think we take advantage of a lot of things that are already out there. There’s a lot of momentum that has
already been cultivated, and we will try to make sure that people understand what’s in it for them. I think
Larry has spoken to that, and the drive towards that win-win situation is essential here.
LARRY: We have chosen not to engage on some of the highly controversial policy issues, legislative
issues, etc., because there are a lot of other organizations and foundations that are already working in that
space. We really want to be the neutral broker that is pro-industry and working with industry, guiding
them and making this a winning solution. So that’s been an important part of how we set up the
organization.
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JOSEPH: On Mrs. Obama’s message, we know there are some questions about how exactly
she wants it to be perceived and how the messaging will work. What sort of historical
examples are you looking at? Is this similar to the war on cancer? Is this the space race and
putting a man on the moon? Is this fighting AIDS?
DR. GAVIN: Well in my own view, it’s a bit of “all of the above.” This is not exactly akin to any one of
those things. We have elements of culture: the way the market operates, issues of personal choice,
freedom, health, and medical outcomes. There are a lot of issues that aren’t exactly like any of those other
things though, so in and of itself, I think it’s a one-of-a-kind campaign.
LARRY: And I will say that we have just hired an experienced communications and marketing
professional here who’s helping us frame our specific message, which is going to be part of the broader
message. One of the things we want to try to help people understand is that the things that we are doing,
the things that we are working on with companies, these healthy commitments, are going to make it easier
for people to be healthier. So if we’re working with a company that agrees to build a grocery store in a
neighborhood that was previously underserved, that’s making it easier for you to get healthy fresh
vegetables and produce, right? It doesn’t solve everything, but it makes it easier. If we are working with
Walmart to reformulate all the food that they sell at Walmart to have less sugar, less sodium, and less fat,
that’s going to make it easier for people to buy healthier foods at the stores. One of the other Walmart
commitments is that they’re going to have a special marker, an emblem that’s going to be added to food
that they sell that passes a certain nutritional test. The typical Walmart shopper shops for something like
19 minutes. It’s often a mom with two kids, so the ability to look quickly to see if something has passed a
nutritional test that has been approved by an outside nutritional organization makes things easier for
people. So that’s part of the message: trying to make this easier.
DR. GAVIN: If I could add – our efforts will have other benefits. For instance, in a place like Detroit, a
lot of the urban blight will be minimized in a move toward increasing the number of urban gardens. That
sounds like a political agenda – in part, it is – but it also has a lot of social and economic and health
consequences. It’s easier to push that when you can count on a larger message that there’s a national
movement afoot to improve the health of our communities.
SETTING GOALS FOR THE FUTURE
KELLY: What would make 2011 a “home-run year” for the Partnership for a Healthier
America?
DR. GAVIN: I will start by saying the number of major commitments that we get. That means these
partnerships that we have already engaged and the companies and organization that have come to the
table and said, “We are interested in and serious about becoming part of the solution and therefore we
want to be a partner and this is the nature of our commitment.” That’s spelled out in a memorandum of
understanding. We actually have a detailed engagement, which spells out what’s expected and what the
milestones are. So it is the number of those types of commitments that we get, such as the Walmart
engagement, and the nature of the goals that are set that those commitments seek to achieve.
Those are the kinds of things that let us know that we are on track to being successful as an organization.
Obviously, there are other things like the attention that we bring to this: the visibility and the level of
advocacy and so forth. There are a lot of little things like that but at the end of the day, it really is about
commitments and measurable achievements.
LARRY: Absolutely. Coming back to your earlier question, I would probably compare what we’re doing
more to the fight against tobacco. And while clearly there have been significant gains that have been made
in the fight against tobacco, many doubted that it was really going to happen. But once the movement
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made it to a certain level, then you saw significant, dramatic progress. So maybe that’s a better
comparison to where we want to be.
I feel like we’re approaching that level. When I go out and speak, people understand the significance of
this problem. They see it in their families. They see it in the schools and their churches. They see it in their
companies. There’s really no way to hide from it any longer. And so whatever part of society anyone is in, I
think they’re now much more aware of the problem and consequently, I think, are more interested at this
point in taking the issue more seriously and finding solutions, either as parents, families, companies,
governments, whatever the case may be.
But we’ve inherited and have a huge amount of resources from the foundations that founded us, through
the involvement of Mrs. Obama, Senator Frist, Mayor Booker and other people who have engaged with
the organization. So there’s a lot for us to work with. The number one thing I want to see happen this year
is that I want to see us announce lots of commitments, realizing that it takes time to get these started. And
then I want us to do more in the second and third years. But I think in this first year, we have a good
opportunity to make somewhere in the range of ten commitments.
KELLY: That’s amazing.
LARRY: And over a three-year period, I’d like to see us have somewhere in the range of forty or more
commitments. When I say commitments, we’ll be turning down more than we will be signing. So these are
going to be ones that we feel really good about – ones that are solid and we think are going to actually
make a difference. Also, as a new organization, our ability to continue to be impactful in the future is
partially dependent on how well we are known in the community, and how well our brand is known. The
reason I think that’s going to be so important is because for us as a company to get as big of a win as we
want, people need to know who we are and what we do. In the childhood obesity space, we’re a group that
a company can actually be a member of – you can’t be a member of a government agency, so we’re going
to try to build our brand significantly so that we can bring that value to companies and have our own kind
of seal of approval.
The third area is this annual convening that we’re going to be having on November 29-30 in Washington,
where we are going to invite a mixture of community leaders and childhood obesity experts together with
industry. My goal is to produce some major commitments that can be announced at the meeting. In the
future, my goal for this meeting will be similar to the American Diabetes Association meeting for diabetes
in that it will become the go-to meeting for childhood obesity, and in particular, for commitments. At this
stage, we’re not looking for a 20,000 person meeting, we’d rather have it be on the smaller side compared
to ADA, but have it be really focused on bringing the right people to the table and doing some
commitment work. We also want to let industry people who are in the audience see our leaders and our
commitments with companies and have them want their company to do that next year. There will also be
more informal matchmaking between community leaders and companies, because I think there’s a lot
that can be done there and it’s hard to do.
There’s also another area of opportunity; it’s not so much a goal and this is not something I think we are
going to do this year as a startup organization, but I’d like to see us do it down the road. There is a lot of
interest from local non-profits and local companies about the work that they’re doing in this space. And
we don’t have the means and resources right now to work with our local companies, but I think that
there’s definitely something out there for a local presence to help do what we’re doing nationally, at the
local level. There’s so much that can happen both locally and nationally. So that’s something that I see on
the horizon.
WORKING WITH WASHINGTON
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KELLY: Mrs. Obama has very ambitious goals, and of course, she’s so deeply admired by
everyone – possibly more than anyone in any generation I’ve personally seen, and certainly
on the level of a First Lady like Eleanor Roosevelt, for example. It would be fascinating to
hear a bit more about working with her and her involvement in the campaign.
LARRY: I hadn’t met her until I started. I think the commitment and passion that you see in her public
remarks is real, and she will push and fight and do, I think, anything to try to achieve these goals. So I
found her to be as inspiring as you’ve seen her. I feel the same way and I think it also trickles down to her
staff that we work with even more frequently who are really devoted to this issue. Her involvement,
though, is a driving force. She’s incredibly passionate about this issue and, while I won’t speak for her, I
think it shows how personal this issue is for her and her family. You saw this again earlier this June when
Jim [Gavin] stood with her to announce the Bright Horizons commitment. When it comes to the fight
against childhood obesity she’s as much General Patton as she is Eleanor Roosevelt, and it’s that drive
that makes this hard fight that much more winnable.
One of the things that we have done since coming in as a new staff is establish our working relationship
with them, and I’m probably on the phone or meeting with them in person in the White House every day,
strategizing and talking about opportunities that we see and want to bring to the table. It is a very driven
group of people over there, as it is with the staff that I’ve hired. So it has been a lot of fun. When there are
a lot of opportunities, there’s a lot of work to do, so it has been intense, but that’s all good.
KELLY: Could you tell us a little more about your team? When I saw you, it was a very, very
small handful of absolute superstars from the nonprofit and for-profit worlds alike.
LARRY: Yes it was small. It’s bigger now and we’ve moved. We also have our own long-term offices,
which is nice. We have three people on our management team, our policy director, Joyal Mulheron, who
came to us from the National Government Association – she’s our biggest in-house expert on the issue.
When she was at the National Government Association, she staffed Mike Huckabee when he was NGA
chairman on this issue, so she has been in and around this for a while and is tremendous on experience
and passion. I’ve also hired, as I mentioned, a communications and marketing director – I was very
fortunate to recruit Drew Nannis, who came to us from the AARP, where he was a top communications
professional there, and he is building us our whole communications and branding and marketing
program. And then the third person is our business development director, Matt Slater, who really just
joined us in the last couple of weeks, and will be working most directly with the companies and following
up with them and negotiating some of these agreements with me. He came to us from industry and
worked at General Growth Properties, but I knew him previously because he had worked at JDRF six or
seven years ago. So he has good non-profit and for-profit experience. We’ve got a great team and a great
thing. There are a total of eight of us right now.
KELLY: Can you talk more about the bipartisan nature of the organization? We have heard
some concerns about the organization’s ties with the current administration.
LARRY: I am hopeful that the organization will exist as long as we are providing value in this space. I’m
pretty convinced of that. We have the good fortune of having the First Lady of the United States as our
honorary chair, and of having the creation of our organization announced in the White House. That’s
something that not everyone gets. So that’s a great start for us.
What we are trying to do right now is get as much as we can possibly get accomplished to get the ball
rolling, to get the brand built, and to utilize all these great resources that we have, including the First
Lady. But I’m recruiting highly talented people who are leaving good jobs to come here, because I think
we all see that there’s so much opportunity, and no matter what happens in the next election, whether it’s
two years or six years when there will be a change in the administration, this will continue. We are
purposefully an independent organization, founded by nonpartisan foundations. We have the former
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Senate Majority Leader Bill Frist as our honorary vice chair, and I also think that when the Obamas are no
longer in the White House, we will probably be able to utilize Mrs. Obama in different ways, because we
know that her commitment to this issue isn’t going away.
KELLY: On Senator Bill Frist, can you talk about what it means for him to be the honorary
chair? How involved is he?
LARRY: He’s quite involved. I worked with him when he was in the Senate. I don’t know if you
remember, but he came out in support of stem cell research when he was the Senate Majority Leader. He
was also a big champion of a special diabetes program and helped us get that through. It’s been fun to be
able to reconnect with him. Actually, shortly after I took over, he called me and wanted me to come by and
visit him. He wants to be very active in this space. He sees the opportunity that we have, and he has told
us that we should use him as much as we can. Mayor Cory Booker has said the same thing. He wants to be
involved too – for example, if we are going to see a company that he can reach, he wants to come. I
couldn’t be more thrilled about the leadership of the organization from that perspective. Obama, Frist,
and Booker. It’s hugely, hugely positive.
THE ROLE OF DIABETES COMPANIES
KELLY: Going back to our audience, how could you see diabetes companies in particular
making an impact? Hopefully, they have thought about this a little more than the average
company not involved in healthcare, but what would you specifically look for from them?
And lastly, do you have any other strategies to raise awareness from the patient
perspective?
LARRY: Let’s start with the companies. There’s probably no sector I know as well as the diabetes sector,
and the same with Dr. Gavin, so it’s really natural for us. We are talking about obesity, but what we are
really talking about is diabetes and other obesity-related conditions that are part and parcel of the obesity
epidemic. I really think that companies involved in diabetes, while they are not selling food, are right in
the middle of this problem.
So there’s a huge opportunity for companies in this space. Many of them have made prevention strategies
top priorities within their companies and their diabetes divisions, and I think we will offer companies in
the diabetes space a real opportunity to be clear leaders. Again, that’s going to require us to sit down and
talk about what that’s going to entail and sign an agreement, but I think that many diabetes companies are
going to find value in it because number one, it’s going to help the companies communicate to their
customers and other key constituents that they are not just talking, but also really willing to go the extra
mile to join the fight against obesity and obesity-related causes of diabetes. I think that this has actually
been a very interested group of people for us to work with, and I’ve already had some good
communications with some of them, so I’m really excited about what that offers us. As far as patients go, I
think we are starting with our first goal of touching industry, but our goal after that is touching patients.
In particular, I think we’re going to reach out to families, and moms who are making a lot of the decisions
on some of these key issues. It’s funny coming from me, because you know me as a real fighter and a
lobbyist from my background, but coming from where we are right now as a neutral broker, I don’t think
we will use the families in efforts to lobby companies. Instead, we will be trying to bring together families
and key opinion leaders that companies would find valuable for communicating all the good they are
doing through their own networks.
KELLY: Thank you so much, Larry and Dr. Gavin!
— by Joseph Shivers, Lisa Vance, Sanjay Trehan, and Kelly Close
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5. Conference Pearls: The Endocrine Society 93rd Annual Meeting and
Expo
June 3-7, 2011  Boston, MA  http://www.endo-society.org/endo/
Boston played a warm host to The Endocrine Society's 93rd Annual Meeting and Expo (ENDO 2011),
where we saw exciting oral presentations on liratglutide in type 1 diabetes, metreleptin in lipodystrophy
with type 2/hypertriglyceridemia, and the potential cancer risks of insulin glargine relative to NPH.
Below we describe these oral presentations and a timeline of other highlights, including a call for
guidelines reform from Dr. Robert Vigersky, a debate on treatment algorithms between Dr. David
Nathan and Dr. Jaime Davidson, and data from Dr. Greet Van den Berghe’s randomized controlled trial
of enteral vs. parenteral nutrition in the ICU (with implications for inpatient glycemic control), and the
first Boehringer Ingelheim corporate symposium we’ve seen since the FDA approved Tradjenta
(linagliptin).
§

Dr. Ajay Varanasi (State University of New York at Buffalo, Buffalo, NY) presented
promising results from a small (n=14), uncontrolled study of liraglutide (Novo
Nordisk’s Victoza) in adult patients with type 1 diabetes and low A1c (mean 6.6%).
Almost immediately into a week of therapy with 0.6 mg liraglutide daily, subjects experienced
significant improvements in hyperglycemia, insulin dose, and glycemic variability, with no
clinically significant increases in hypoglycemia. A subset of patients (n=8) increased their daily
liraglutide dose to 1.8 mg and continued in the study for 24 weeks, demonstrating continued
glycemic and insulin dosage improvements. These patients’ mean A1c fell from 6.5% to 6.1%, and
their hypoglycemia rates were not significantly different from baseline. The audience was clearly
excited by the fast, powerful, and sustained glycemic improvements, as were the researchers – Dr.
Varanasi closed his talk with a call for a prospective, randomized controlled trial beyond the
resources of an academic laboratory. The first published paper (Varanasi et al., European Journal
of Endocrinology 2011) includes somewhat more detail than was given in the oral presentation;
we think the use of CGM in this study presents promising opportunities for granular analysis,
especially on the effects of liraglutide and insulin titration. We hope that future studies can
further elucidate liraglutide’s mechanism in type 1 diabetes (e.g., by evaluating postprandial
glucagon levels). We were especially impressed by the reduction in standard deviation from this
group. Although they started with what would be defined by anyone as a healthy A1c for type 1
patients with average duration of diabetes of 24 years, it was great to see that these eight patients
had lower fasting glucose, lower A1c, lower standard deviation of blood glucose, lower weight, and
virtually the same hypoglycemia after six months.

§

Dr. Suma Amarnath (University of Michigan, Ann Arbor, MI) presented interim
results of an ongoing clinical study of Amylin’s metreleptin in patients with partial
lipodystrophy. In order to determine if lipodystrophy diagnosis is sufficient to predict response
to metreleptin therapy, the researchers did not assess patients’ baseline leptin deficiency (which
cannot yet be assessed in a commonly available clinical assay). The Amylin-sponsored study
showed statistically significant reductions in A1c at six and nine months, with statistically nonsignificant improvement in triglyceride levels and body weight. Dr. Amarnath noted that the
results were not as dramatic as those of studies in which moderately or severely low leptin levels
were confirmed, but she said that metreleptin still seems to hold promise in patients with partial
lipodystrophy who are selected for therapy based only on their metabolic abnormalities. Future
research areas include assessing how response to therapy is affected by baseline leptin levels.

§

Dr. AJ Varewijck (Erasmus Medical Center, Rotterdam, Netherlands) presented
results of a retrospective analysis of the LANMET study to compare the effects of
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insulin glargine (sanofi-aventis’ Lantus) and NPH insulin on the bioactivity of IGF-1.
The researchers found that at 36 weeks, serum IGF-1 bioactivity decreased significantly in both
the glargine and NPH groups, with no differences between the groups. Although IGF-1 bioactivity
has often been thought to increase with insulin administration, these results (and those of several
other recent human studies) have suggested the reverse. Dr. Varewijck emphasized that the
implications on the link between insulin and cancer remains unclear, and she said that she and
her colleagues are now planning to study the LANMET results using assays for bioactivity of
insulin receptor isoform A (also involved in mitogenic signaling).
§

The pre-workshop on Friday began with a call for reform from Dr. Robert Vigersky
(Walter Reed Army Medical Center, Washington, DC), who believes that diabetes
guidelines should include greater transparency on conflicts of interest, explicit
grading of evidence, and guidance on individualizing glycemic targets based on disease state,
socioeconomic factors, and other considerations. Also on the guidelines front, we heard expert
forecasts on what to expect from the 2012 updates to blood pressure and lipid management
guidelines. Following these lectures, we attended a number of “Meet the Professor” workshops on
topics such as incretin use, continuous glucose monitoring, obesity management, and U-500
insulin – we note that this was yet another meeting where CGM got its share of attention and
more.

§

At the poster hall we heard from inpatient glycemic control pioneer Dr. Greet Van
den Berghe (University of Leuven, Leuven, Belgium), just finished with a 4,000patient RCT finding that early parenteral nutrition leads to worse complications and
much higher costs (1,100 Euros [$1,600] per patient, excluding the price of the parenteral
nutrition itself). Later in the day, a standing-room-only crowd gathered for a multidisciplinary
symposium about weight loss and weight-loss maintenance. Things ended on a strong note with a
Novo Nordisk dinner symposium on GLP-1 receptor agonists, which drew 300 attendees and a
40-plus-person line that had to be turned away. The four panelists discussed their thoughts on
hot off-label indications such as weight loss and combination with insulin, and they explained
their skepticism of an upcoming Gastroenterology paper on possible links between incretin
therapies and pancreatic cancer.

§

On the corporate symposia front, Novo Nordisk held a dinner meeting on GLP-1
receptor agonists, where the four panelists discussed their thoughts on hot off-label
indications such as weight loss and combination with insulin, and they explained their skepticism
of an upcoming Gastroenterology paper on possible links between incretin therapies and
pancreatic cancer. The next night, we the first product theater from Boehringer Ingelheim that we
have seen since Tradjenta’s approval – a thorough review of 11 antihyperglycemic drug classes
and six clinical practice guidelines. The emphasis was on individualization of therapies, with focus
on the relative benefits of different DPP-4 inhibitors and GLP-1 receptor agonists.

§

The final days included a rich debate about treatment algorithms between Dr. David
Nathan (Harvard University, Boston, MA), who argued that many new therapies
have dubious cost-effectiveness profiles, and Dr. Jaime Davidson (University of
Texas Southwestern, Dallas, TX), who put a higher priority on the favorable side
effect profiles of more modern drugs; they supported the ADA/EASD consensus algorithm
and AACE/ACE consensus algorithm, respectively. Notably, both physicians emphasized that
better individualization of type 2 diabetes therapies is needed and that there are too few head-tohead studies of different regimens across many populations. On this note, Dr. Nathan looked
forward to the GRADE study, a multi-year, 7,500-patient study being organized by the NIH to
compare five separate antihyperglycemic therapies in conjunction with metformin.
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6. Literature Reviews: Recent Articles on Type 2 Diabetes and Obesity
Therapies
Eckel RH et al. Obesity and Type 2 Diabetes: What Can Be Unified and What Needs to Be
Individualized? Diabetes Care. 2011.
http://jcem.endojournals.org/content/96/6/1654.full.pdf+html
This consensus report examines the relationship between obesity and type 2 diabetes, and proposes
questions for further research into this critical area. Obesity is clearly strongly linked to type 2 diabetes,
but the mechanism underlying this connection is unknown, as is the reason why many obese people never
develop diabetes. In addition, the role of weight loss in diabetes prevention and treatment has not been
firmly established and warrants further research. The statement also emphasizes that effective weight loss
interventions are urgently needed, and that in order to develop more effective treatments for obesity,
regulatory requirements for obesity drug approval will have to be more clearly delineated.

Gross JL et al. Effect of Antihyperglycemic Agents Added to Metformin and a Sulfonylurea
on Glycemic Control and Weight Gain in Type 2 Diabetes: A Network Meta-analysis. Annals
of Internal Medicine. 2011.
http://onlinelibrary.wiley.com/doi/10.1111/j.1464-5491.2010.03177.x/abstract
This meta-analysis compares the efficacy of various medications as add-on treatment after failure of
combination metformin and sulfonylurea therapy for type 2 diabetes. All currently approved diabetes
drug classes except for meglitinides were analyzed, including insulin, TZDs, DPP-4 inhibitors, GLP-1
agonists, and acarbose. Efficacy among the agents was not found to differ statistically; in contrast GLP-1
agonists and acarbose were found to induce weight loss, while both insulin and TZDs led to weight gain.
The principal limitations of this study were the paucity of direct comparisons among the add-on therapies
in the primary literature, and the relatively short average study duration (31 weeks). At this time, evidence
does not support the use of one add-on agent over another, suggesting that any agent is a reasonable
choice for treatment intensification after combination therapy with metformin and a sulfonylurea has
failed.

Elashoff M et al. Pancreatitis, Pancreatic, and Thyroid Cancer With Glucagon-Like Peptide1–Based Therapies. Gastroenterology. 2011.
http://www.sciencedirect.com/science/article/pii/S0016508511001727
This analysis of the FDA database of reported adverse events investigated the relationship between
exenatide and sitagliptin and pancreatitis and pancreatic cancer. The number of reports of pancreatitis
and pancreatic cancer associated with both drugs were compared to the rate reported with several other
oral diabetes agents (rosiglitazone, nateglinide, repaglinide, glipizide), which were used as controls. This
analysis found an association between both exenatide and sitagliptin and pancreatitis and pancreatic
cancer; no association was found with cancer in general, or with thyroid cancer. The significant
limitations of this study design make definitive conclusions from these results impossible, but suggest that
further studies, ideally using prospective cohorts, would be valuable.

7. Conference Preview: American Diabetes Association 71st Scientific
Sessions
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June 24-28, 2011  San Diego, CA 
http://professional.diabetes.org/Congress_Display.aspx?TYP=9&CID=82452
Get ready to enjoy the sunshine! The 71st annual American Diabetes Association (ADA) Scientific
Sessions will commence on Friday June 24 at the San Diego Convention Center. Over 15,000 physicians,
diabetes educators, industry professionals, and researchers are expected to attend this year. The
detailed schedule of ~380 oral and ~1,800 poster presentations was recently released, with abstracts
also available online (although under embargo until the meeting begins). Highlights at this year’s ADA
include discussions on the progress on the artificial pancreas, sessions on gut hormones, further
clarifications on late-stage GLP-1 agonists, and presentations on other drug therapies in development,
including SGLT-2 inhibitors and a number of novel therapies. Similar to last year, this year’s ADA will
include guided audio tours highlighting new developments from the poster hall, and the President’s
Poster Session on Sunday evening. Below, we include a few chronologically ordered highlights we
selected from the program – we look forward to seeing you in San Diego!
Highlights
Friday (June 24)
§

(4:15 – 6:15 pm, Ballroom 20ABC) The Future of Regulation and Monitoring of
Drugs and Devices for Diabetes. In recent years, the FDA has become increasingly risk
averse in approving diabetes drugs and devices – it feels like the US is falling behind Europe more
and more as time passes. During this session, the presentations on drug and device regulation for
the consumer advocate by Aaron Kowalski, PhD (Juvenile Diabetes Research Foundation, New
York, NY), drug and device regulation for the pharmaceutical industry by Mark Fineman, MS,
MAS (Elcelyx Therapeutics, San Diego, CA), the economic implications of pharmaceutical
regulation by Tomas Philipson, PhD (University of Chicago, Chicago, IL), and the future of
regulation and monitoring from inside the FDA by Douglas Throckmorton, MD (Deputy Director,
CDER, FDA) should hopefully provide a better picture of what the future holds.

§

(6:30 – 10:30 pm) Corporate Symposia: “Intervenciones Oportunas ay Nuevas Terapias; de
las Incretinas a las Insulinas en el Horizonte” (presented in Spanish; sponsored by Novo
Nordisk), and “Integrating Insulin Pumps and Continuous Glucose Monitoring on the Path
Toward Closing the Loop: Practical Applications for Today’s Clinician” (sponsored by Medtronic).

§

(8:00 – 10:00 pm, USS Midway Museum) Opening Reception. Kick off the meeting
aboard the USS Midway, the longest-serving US Navy aircraft carrier of the 20th century.

Saturday (June 25)
§

(5:30 – 7:45 am) Corporate Symposia: “Diabetic Eye Care: Best Practices for Patient
Education and Co-Management” (sponsored by Genentech), and “Incretin Therapy in Type 2
Diabetes Applied: Navigating and Making Choices in an Ever-Changing Environment” (sponsored
by Amylin and Eli Lilly).

§

(10:15 – 11:15 am, Room 20D) President, Health Care & Education Address and
Outstanding Educator in Diabetes Award Lecture. This year’s Outstanding Educator in
Diabetes Award Lecture, titled “The Long and Winding Road – My Journey in Diabetes
Education,” will be given by Linda Siminerio, RN, PhD, CDE (University of Pittsburgh,
Pittsburgh, PA). Following Dr. Siminerio’s speech, Elizabeth Mayer-Davis, MSPH, PhD, RD
(University of North Carolina, Chapel Hill, NC) will deliver the President, Health Care &
Education Address titled “Translation in Action – Advancing Public Health and Clinical Care in
Diabetes.”
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§

(11:30 am – 12:30 pm, Hall B – Poster Hall) Guided Audio Poster Tour. Poster tours of
interest include Glucose Monitoring – From Self-Monitoring of Blood Glucose to a Closed Loop
System led by Sherwyn Schwartz, MD (Christus Santa Rosa Hospital, San Antonio, TX), and
Pharmacologic Agents for Obesity led by Eva Tomas-Falco, MD (Massachusetts General Hospital,
Boston, MA).

§

(1:45 – 3:15 pm, Room 6A) Oral Presentations: Pharmacologic Treatment of
Diabetes – Insulin Therapy. This session will include presentations on human hyaluronidase
(Halozyme’s PH20) plus recombinant human insulin versus insulin lispro in a basal-bolus
regimen in patients with type 1 diabetes (0069-OR), one-year results on insulin degludec versus
insulin glargine in basal-bolus therapy in type 1 diabetes (0070-OR) and type 2 diabetes (0074OR), and early basal insulin therapy after transplantation (0072-OR).

§

(4:00 – 6:00 pm, Ballroom 20ABC) Insulin Treatment – Still Room for
Improvement? During this all-star session, insulin expert Matthew Riddle, MD (Oregon Health
Sciences University, Portland, OR) will discuss long-acting insulin analogs – we wonder whether
he will touch on technology platforms that could potentially extend the release of current analogs
(e.g. Ascendis Pharma’s TransCon technology platform in-licensed by sanofi-aventis) in addition
to covering long-acting insulin analogs (e.g., Novo Nordisk’s insulin degludec, Eli Lilly’s
LY2189265). We also look forward to hearing about biosimilars from Philip Home, DM, DPhil
(University of Newcastle, Newcastle, United Kingdom) during this session. Given multiple
upcoming patent expiries in the next five to ten years (Lantus, Humalog, Novolog), biosimilars
are becoming an increasingly explored area – Pfizer obtained worldwide rights to commercialize
Biocon’s biosimilars insulin portfolio in late 2010, and Eli Lilly has its own insulin glargine
product in development. As the regulatory pathway for biosimilars is not yet clear in the United
States, we’re hoping Dr. Home will share his thoughts on the matter. To close the session, William
Tamborlane, MD (Yale School of Medicine, New Haven, CT) will discuss rapid and ultrafast acting
insulins (Halozyme’s PH20, Biodel’s Linjeta), we assume for use in closed-loop systems, given his
expertise.

§

(6:15 – 10:15 pm) Corporate Symposia: “The Evolving Role of GLP-1 Agonists in the
Management of Type 2 Diabetes: An Evidence-Based Update” (sponsored by Novo Nordisk), and
“Emerging Options for Type 2 Diabetes Management: Glucose Control and the Kidney”
(sponsored by Bristol-Myers Squibb and AstraZeneca).

Sunday (June 26)
§

(5:30 – 7:45 am) Corporate Symposia: “Kidney Disease in Type 2 Diabetes: Disease
Progression and Emerging Therapies” (sponsored by Reata), and “Issues in the Management of
Hyperglycemia in Patients with Concurrent Kidney Disease” (sponsored by Boehringer
Ingelheim).

§

(8:00 – 10:00 am, Ballroom 20ABC) Technology in Clinical Practice – Help or
Hindrance? During the session, David Klonoff, MD (University of California at San Francisco,
San Francisco, CA) will discuss the successes and challenges in using pumps and sensors for
adults with type 1 diabetes, Roger Mazze, PhD (International Diabetes Center, Minneapolis, MN)
will explore whether SMBG/CGM are needed in type 2 diabetes, and Andrew Ahmann, MD
(Oregon Health Sciences University, Portland, OR) will cover advances in technology and systems
for inpatient management of hyperglycemia.

§

(8:00 – 10:00 am, Room 7B) Oral Presentations: Automated Insulin Delivery
Systems – Are They Ready for Prime Time? Definitely not to be missed, this session
includes presentations on the initial evaluation of a fully automated artificial pancreas (0152-OR)
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first-authored by Howard Zisser, MD (Sansum Diabetes Research Institute, Santa Barbara, CA),
and the multi-modular model predictive control-to-range (MPC2R) (0155-OR) first-authored by
Eric Renard, MD, PhD (Lapeyronie University Hospital, Montpellier, France).
§

(10:15 – 11:45 am, Hall G) President, Medicine & Science Address and Banting
Lecture. This year’s prestigious Banting Lecture will be given by former NAASO President
Barbara Corkey, PhD (Boston University, Boston, MA), who will deliver a presentation titled
“Hyperinsulinemia – Cause or Consequence?” We are surprised and disappointed that she will
not be discussing an obesity-related topic, given her expertise in the field. In addition, ADA
President Robert Henry, MD (University of California at San Diego, San Diego, CA) will give an
address titled “Diabetes – Then and Now – A Clinical Science Perspective.” This should be
wonderful; he is among the most dedicated and respected clinicians and researchers in the history
of the field.

§

(12:00 – 1:00 pm, Hall B – Poster Hall) Guided Audio Poster Tour. Many more poster
tours, including Treatments of Insulin Resistance led by Bernard Zinman, MD (University of
Toronto, Toronto, Canada), SGLT-2 Inhibitors led by Stefano Del Prato, MD (University of Pisa,
Pisa, Italy), Novel Therapies I led by Andrew Ahmann, MD (Oregon Health Sciences University,
Portland, OR), and Insulin Therapies led by Philip Raskin, MD (University of Texas Southwestern
Medical Center, Dallas, TX).

§

(2:15 – 4:15 pm, Ballroom 20ABC) Novel Therapies for Type 2 Diabetes – Today and
Tomorrow. With dapagliflozin’s Advisory Committee meeting scheduled for July 19 and its
PDUFA date coming up on October 28, it could soon be the first SGLT-2 inhibitor to be approved.
A number of other SGLT-2 inhibitors are also in late-stage development (e.g., J&J’s canagliflozin,
Boehringer Ingelheim’s BI10773), and Lexicon is developing a dual SGLT-1/SGLT-2 inhibitor
(LX4211), which was recently shown to increase endogenous GLP-1 and PYY secretion. As such,
we’d very much so interested in hearing thoughts about the drug class. In addition to hearing
more about SGLT-1/SGLT-2 inhibitors from Ernest Wright, PhD (University of California at Los
Angeles, Los Angeles, CA), we look forward to learning more about bile acid sequestrants from
David Mangelsdorf, PhD (University of Texas Southwestern Medical Center, Dallas, TX), selective
PPARs from Jorge Plutzky, MD (Brigham and Women’s Hospital, Boston, MA), and nextgeneration drugs (fatty acid elongases, 11 beta-HSD1 inhibitors and GPRs) from Charles Burant,
MD, PhD (University of Michigan, Ann Arbor, MI).

§

(4:30 – 6:30 pm, Hall A Theater) Oral Presentations: Continuous Glucose
Monitoring – How Can We Use It Most Effectively? Highlights of this session include
presentations on the effects of sensor life on accuracy and lag of CGM systems (0238-OR), and
the effects of daily living on glucose variability (0240-OR).

§

(6:45 – 8:00 pm, Hall B – Poster Hall) President’s Poster Session and Reception.
Some of the posters that caught our attention were: Initial Experience of Automated Low Glucose
Insulin Suspension Using the Medtronic Paradigm Veo System (0404-PP); Liraglutide as
Additional Treatment for Type 1 Diabetes (0411-PP); Safety and Efficacy of Linagliptin in Type 2
Diabetes Patients with Severe Renal Impairment (0413-PP); one on safety, tolerability, and
PK/PD data for Takeda’s novel GPR40 agonist TAK-875 (0414-PP); one on Eli Lilly’s glucagon
receptor antagonist LY2409021 (0416-PP); Exenatide as a Weight-Loss Therapy in Extremely
Obese Youth without Diabetes (0420-PP); and lorcaserin data from the BLOOM-DM study
(0466-PP).

§

(6:45 – 10:45 pm) Corporate Symposia: “Novel, Targeted and Appropriate PPAR Therapy:
New Paradigms for Residual Risk Management” (sponsored by Genentech), “A Decade of
Diabetes Close Up #107 ~ May/June 2011 ~ ADA Eve ~ www.closeconcerns.com

52

Progress in Managing Type 2 Diabetes: The Retrospective and Prospective Views” (sponsored by
Sanofi), and “The Role of Dopamine in the Brain: Pathophysiology and Treatment Options in
Type 2 Diabetes” (sponsored by Santarus).
Monday (June 27)
§

(8:00 – 10:00 am, Ballroom 20D) Challenges and Expectations for Obesity
Pharmacotherapy. In the past year, all three late-stage obesity pharmacotherapies (Vivus’
Qnexa, Orexigen’s Contrave, and Arena’s Lorqess) were denied approval by the FDA. From these
proceedings, one thing has become evident: the goalposts for regulatory approval do not appear
to be well defined. The FDA and the Endocrinologic and Metabolic Drugs Advisory Committee are
still in the midst of contemplating how best to proceed, and until then, anti-obesity drug
companies are waiting uncomfortably in limbo. During this session, Alexander Fleming, MD
(Kinexum, Elk River, MN) will discuss the FDA regulatory pathway for diabetes and obesity drug
approval, Steven Smith, MD (Mayo Clinic, Rochester, MN) will provide an update on recent FDA
decisions and guidance, Ken Fujioka, MD (Scripps Clinic Del Mar, San Diego, CA) will explore the
role of diabetes therapies in the treatment of obesity, and George Bray, MD (Pennington
Biomedical Research Institute, Baton Rouge, LA) will highlight novel mechanisms of action for
weight loss therapies on the horizon.

§

(8:00 – 10:00 am, Ballroom 20ABC) Diabetes Drugs – Do We Need More? In this
debate, former ADA President Richard Bergenstal, MD (International Diabetes Center,
Minneapolis, MN) will emphasize that new drugs with novel mechanisms are needed to fill the
gap, while David Nathan, MD (Harvard Medical School, Boston, MA) will argue that we already
have enough drugs, and that the focus instead should be on conducting comparative effectiveness
research for the currently available medications. We suspect that Dr. Nathan will likely suggest
that adherence is the larger issue at hand that needs to be addressed; we think that both
improving adherence and developing new medications will be pivotal in bringing about better
control for patients in the upcoming years. It’s much harder to adhere, of course, to medications
that cause weight gain, hypoglycemia, and are associated with a whole slew of negatives like
congestive heart failure, fractures, etc. We applaud the fact that these medicines were invented as
they have helped so many patients, but we need more advancements for patients, particularly in
this time in which doctors have increasingly less and less time per patient.

§

(8:00 – 10:00 am, Hall A Theater) Joint ADA/JDRF Symposium – The Perpetual
Question – When Will We Close the Loop? A Progress Update. We very much look
forward to this session, with presentations on hypoglycemia prevention by Bruce Buckingham,
MD (Stanford University, Stanford, CA), semi-closed loop system experience from the United
Kingdom by Roman Hovorka, PhD (University of Cambridge, Cambridge, United Kingdom),
where we stand in the development of a fully-closed loop system by Edward Damiano, PhD
(Boston University, Boston, MA), and an update on sensor technology by Boris Kovatchev, PhD
(University of Virginia, Charlottesville, VA).

§

(8:00 – 10:00 am, Room 6A) Oral Presentations: Pharmacologic Treatment of
Diabetes – Incretin Mimetics. Nearly every one of the presentations in this session on
incretin mimetics ranks highly on our list. With talks on the extrapancreatic actions of incretin
hormones, liraglutide (Victoza), exenatide once weekly (Bydureon), lixisenatide (Lyxumia), and
linagliptin (Tradjenta), this session should be an exciting one.

§

(12:00 – 1:00 pm, Hall B – Poster Hall) Guided Audio Poster Tours. Many more poster
tours today, including GLP-1 Receptor Agonists led by Julio Rosenstock, MD (University of Texas
Southwestern Medical Center, Dallas, TX), Novel Therapies II led by Lawrence Blonde, MD
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(Ochsner Clinic Foundation, New Orleans, LA), and Insulin Delivery Systems led by Irl Hirsch,
MD (University of Washington, Seattle, WA).
§

(2:15 – 4:15 pm, Ballroom 20ABC) Positioning Insulin vs. GLP-1 Receptor Agonists
in Type 2 Diabetes Mellitus Insufficiently Controlled on Oral Agents. At several recent
conferences we’ve attended, there has been a noticeable amount of chatter on whether GLP-1
agonists or insulin should be initiated first after oral agents fail. In this debate, incretin mimetic
expert Tina Vilsboll, MD, PhD (University of Copenhagen, Copenhagen, Denmark) will argue in
favor of GLP-1 agonist initiation before insulin, while Steve Edelman, MD will champion the use
of insulin prior to GLP-1 agonist therapy. While it’s been proposed several times before, we
wonder when insulin plus GLP-1 agonist therapy will become more widely discussed…and better
yet, approved.

§

(2:15 – 4:15 pm, Room 6CF) Oral Presentations: Pharmacologic Treatment of
Diabetes – Novel Therapies. Every one of these presentations ranks highly on our list – we’re
always curious to hear more about the latest therapies in development. Notably, clinical data for
Takeda’s GPR40 agonist TAK-875 will be presented during this session. In addition, there will
also be data on Eli Lilly’s glucagon receptor antagonist LY2409021, OSI Pharmaceuticals’ novel
GPR119-receptor agonist PSN821, BMS/AZ’s dapagliflozin, the IL-1 inhibitor diacerein, Merck’s
glucagon receptor antagonist MK-0893, and ChemoCentryx’s oral chemokine receptor 2
antagonist CCX140-B. Needless to say, we can’t wait for this one ….

§

(4:30 – 6:30 pm, Ballroom 20ABC) Joint ADA/TES/EASD Symposium – What Can
Be Unified and What Needs to Be Individualized in Obesity and Type 2 Diabetes?
After Robert Eckel, MD (University of Colorado, Denver, CO) provides an overview for the
session, Robert Smith, MD (Brown University, Providence, RI) will review the pathogenesis of the
two diseases, Ele Ferrannini, MD (University of Pisa, Pisa, Italy) will discuss treatment (lifestyle,
pharmacotherapy, and surgery), and finally, Steven Kahn, MB, ChB (University of Washington,
Seattle, WA) will conclude the session.

§

(6:30 – 8:30 pm, Omni Hotel) Close Concerns/TCOYD 5th Annual Diabetes Forum.
Close Concerns president Kelly Close will moderate a no-holds-barred panel of diabetes experts,
who will have fascinating commentary on four days of intense ADA sessions. If you haven’t signed
up, please do so today at supporttcoyd.org – all the funds go to TCOYD’s amazing patient
education. Our esteemed panelists include: the 2008 ADA Banting Lecturer Dr. Ralph DeFronzo
of the University of Texas Health Science Center, ADA President Dr. Robert Henry of the VA and
UCSD in San Diego, former ADA President Dr. Jay Skyler of the University of Miami, ADA 2009
Educator of the Year and TCOYD Founder Dr. Steve Edelman of the VA and UCSD in San Diego,
former ADA President Dr. John Buse of the University of North Carolina, and the distinguished
Dr. Anne Peters of the USC Keck School of Medicine. Among the best networking (and snacks and
drinks) starts at 6:30, with the panel starting at 7:15. If you have suggestions for questions (you’ll
have a chance to ask them live as well), please send them to cheryl.obrien@closeconcerns.com.

§

(6:45 – 10:45 pm) Corporate Symposium: “Individualized Medicine in Managing Patients
with Type 2 Diabetes: A Diabetes Education Station Discussion” (sponsored by Eli Lilly).

Tuesday (June 28)
§

(7:30 – 9:30 am, Room 6CF) Basal Insulin – Is NPH and NPH-Based Premixed
Insulin a Competitive Candidate in the Era of Analogs? While NPH is no longer
commonly used in the United States, it is still widely used in some other regions of the world.
After Bernard Charbonnel, MD (University of Nantes, Nantes, France) provides an introduction
for the session, Paolo Rossetti, MD, PhD (University of Perugia, Perugia, Italy) and Francisco
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Javier Ampudia-Blasco, MD (Universidad de Valencia, Valencia, Spain) will duke it out, with the
latter arguing against NPH as a competitive candidate in the era of insulin analogs.
§

(7:30 – 9:30 am, Room 6A) Treatment of Type 1 Diabetes – Update on Clinical
Trials. As recent clinical results for anti-CD3 therapies (otelixizumab, teplizumab) and Diamyd’s
GAD65 vaccine were disappointing, we hope to gain more insight into whether there are specific
subpopulations that might benefit from these therapies. During this session, we’ll hear updates on
AbATE from Stephen Gitelman, MD (University of California at San Francisco, San Francisco,
CA), CTLA4Ig from Tihamer Orban, MD (Joslin Diabetes Center, Boston, MA), GAD65 from
Johnny Ludvigsson, MD, PhD (Linköping University, Linköping, Sweden), DEFEND from Peter
Gottlieb, MD (University of Colorado, Denver, CO) and Paolo Pozzilli, MD (Barts and The London
School of Medicine and Dentistry, London, United Kingdom), Protégé from Nicole Sherry, MD
(Massachusetts General Hospital, Boston, MA), and DiaPep277 from Itamar Raz, MD (Hadassah
University Hospital, Jerusalem, Israel).

§

(9:45 – 11:45 am, Ballroom 20AD) Late Breaking Clinical Studies. As always, we eagerly
look forward to the Late Breaking Clinical Studies session, which will include presentations on
phase 3 data for ranibizumab (anti-VEGF treatment for DME), further characterization of
glycemic control in the ACCORD trial, clinical data on Takeda’s novel GPR40 agonist TAK-875,
48-week data for continuous subcutaneous delivery of exenatide via the Intarcia’s DUROS Device,
and cost effectiveness of lifestyle intervention or metformin for the primary prevention of type 2
diabetes.
— by Vincent Wu, Sanjay Trehan, and Kelly Close

8. Diabetes Comings and Goings
•

Michael Scott, PhD was named Vice President, Device Research and Development, at Viacyte on
June 17. Dr. Scott will focus on a variety of areas in his new role, including corporate strategy,
manufacturing activities, device development, design, engineering, and testing. He joins Viacyte after
his tenure at Edwards Lifesciences, where he most recently served as Senior Director of Engineering,
Heart Valve Therapies.

•

Allen Salikof was named President of Team Type 1 on June 7. In joining the global sports
organization, Mr. Salikof will leverage his experience from his previous appointment as President and
CEO of Management Recruiters International.

•

Tim Hargarten was elected Chairman of the Board of Sanare, LLC on June 7. Prior to this
appointment, Mr. Hargarten was President and CEO of the medical device benefit management
company Access MediQuip. Mr. Hargarten brings his expertise in healthcare services and information
technology to his new position.

•

Paul Rabin, MD was appointed Vice President and Chief Medical Officer of XOMA on June 7. Dr.
Rubin joins XOMA following his position at Funxional Therapeutics as Chief Medical Officer. He
brings an extensive knowledge of antibodies, small molecules, and inflammatory diseases to his new
position at XOMA.

•

Rich Meelia was elected Chairman of Haemonetics Board of Directors on June 6. Meelia will retire
from his role as Covidien’s President and Chief Executive Officer on July 1, after which he will
continue serving as a Non-Executive Chairman of Covidien.
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•

David Kendall, MD was named a distinguished medical fellow at Eli Lilly on May 18. Dr. Kendall
will serve as a senior medical advisor for Lilly Diabetes. He is currently Chief Scientific and Medical
Officer of the American Diabetes Association and will transition to his new role in late July.

•

Mary Glanville was appointed Senior Vice President of Human Capital at Regulus Therapeutics on
May 18. Prior to Regulus, Ms. Glanville served as Vice President of Human Capital at Anadys
Pharmaceuticals for 10 years.

•

Christopher Aker was named senior director of legal affairs and secretary at Regulus Therapeutics
on May 18. He will direct all legal, corporate, and intellectual property matters for the company.
Previously, Mr. Aker was corporate counsel and senior director of administration at Phenomix, where
he managed legal, human resources, information technology and facilities teams.

•

Christopher Schnittker was appointed Chief Financial Officer for Echo Therapeutics on May 16,
effective immediately. Mr. Schnittker has 20 years experience in the financial management area.
Previously, the roles of CFO and Chief Operating Officer were both performed by continuing COO
Harry Mitchell.

•

Omar Ishrak was named Chairman and CEO of Medtronic on May 11, effective June 13. Mr. Ishrak’s
previous role was President and CEO of GE Healthcare Systems. He succeeds William A. Hawkins,
who announced his intention to retire from the company in December 2010.

•

Nancy Katz was appointed Vice President of Consumer Marketing and Market Development
Globally at Medtronic. Previously, Ms. Katz served as a Senior Vice President, Head of North America
at Bayer Diabetes Care and president and CEO of the HIV diagnostics company Calypte Biomedical.

•

Jean-Paul Clozer was re-elected Actelion's Chief Executive on May 5. Mr. Clozer retained his
position despite a call from Elliott Advisors, Actelion’s largest shareholder, to remove him from the
board.

•

Kevin Sayer was announced as Dexcom’s president on May 3. Mr. Sayer has been a member of
Dexcom’s board since 2007. He previously served as CFO of Biosensors, a company that makes
devices for interventional cardiology and critical care. Mr. Sayer is a close personal friend of Dexcom
CEO Terry Gregg; the two helped grow MiniMed from $40 million to $400 million in revenue before
Medtronic acquired it for $3.4 billion in 2001.

•

Martin “Chip” Doordan was announced as a new member of Dexcom’s board of directors on May
3. Mr. Doordan has 40 years of experience in the hospital sector, and he currently serves as CEO of
Anne Arundel Health System in Annapolis, MD.

•

Barbara Kahn, PhD was appointed to Dexcom’s board of directors on May 3. Dr. Kahn is currently
a professor of marketing at The Wharton School of the University of Pennsylvania in Philadelphia.

•

Mark Lortz was appointed to ArKal’s board of directors on January 11. Mr. Lortz previously served
as Chairman, President and Chief Executive Officer of TheraSense until the company’s acquisition by
Abbott Laboratories in 2004. Prior to his post at TheraSense, Mr. Lortz held various positions at
LifeScan including Group Vice President, Worldwide Business Operations.

9. Notable Openings
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Here again we present the beta-version of Notable Openings, our column on jobs in diabetes and
obesity. If you are aware of critical roles that need to be filled at any companies, practices, or research
institutions, please be in touch with us for DCU #108! Sanofi currently has a Product Manager
opportunity in Bridgewater, NJ supporting its new Diabetes Device team for iBGStar. Interested
candidates with BGM or pump marketing experience coupled with diabetes, digital and consumer
marketing experience are encouraged to apply at www.Sanofi.us/careers requisition #PHA14060.
Cellnovo continues to recruit in preparation for UK launch; the company has openings posted for
Territory Managers (UK), Diabetes Clinical Specialist (North of England), European Diabetes Clinical
Specialist, and Customer Care Staff (UK). Please send letters of interest and CVs to
careers@cellnovo.com, with the role being sought in the subject line. Additionally, a number of positions
are available at WellDoc – VP Managed Markets Medical Director, Director Customer Marketing,
Manager Product Marketing, and Senior Associate Copywriter. Please send letters of interest and CVs
to Chris Bergstrom, Chief Commercial Officer at WellDoc at cbergstrom@welldocinc.com. If you have
notable openings for DCU, please send them to kelly.close@closeconcerns.com and
joseph.shivers@closeconcerns.com.
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